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U
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.

FD
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eceived D
ate:

From
: 17-AU

G
-2011

Total C
ases**: 

2,685
N

um
ber of Pages: 

786

D
isclaim

er: Subm
ission of a safety report does not constitute an

adm
ission that m

edical personnel, user facility, im
porter, distributor,

m
anufacturer or product caused or contributed to the event. The

inform
ation in these reports has not been scientifically or otherw

ise
verified as to a cause and effect relationship and cannot be used to
estim

ate the incidence of these events.

D
etailed R

eport

To: 
17-AU

G
-2016

 *. “M
edD

R
A®

 Version” refers to the nam
e and version of the dictionary in use at the tim

e the cases w
ere retrieved from

 the FD
A Adverse Event R

eporting System
(FAER

S).  M
edD

R
A M

edical D
ictionary for R

egulatory Activities (M
edD

R
A®

) is a m
edical term

inology developed under the support of the International C
onference

on H
arm

onization (IC
H

) and is a registered tradem
ark of the International Federation of Pharm

aceutical M
anufacturers and Associations (IFPM

A).  M
edD

R
A is used

by FD
A, other regulatory agencies, and pharm

aceutical m
anufacturers to code adverse events, m

edication errors and other inform
ation associated w

ith the use of
m

edical products. A M
edD

R
A®

 Preferred Term
 (PT) is used to standardize a “m

edical concept” in a report. For exam
ple, a report of “heart attack” or “m

yocardial
infarct” are standardized to the sam

e Preferred Term
, “M

yocardial Infarction”.  M
edD

R
A is updated tw

ice a year.

 **. “Total C
ases” reflects the num

ber of individual patient case reports associated w
ith the product of interest that w

ere subm
itted to FD

A w
ithin the specified tim

e
period.  A case consists of an initial report and any follow

-up reports subm
itted to FD

A.  Because FD
A m

ay receive reports on the sam
e patient from

 m
ore than one

source, som
e of these cases m

ay be duplicate patient reports.

M
edD

R
A®

 Version* :
19.0

Selection C
riteria:

Active Ingredient
..

Active M
oiety: 
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Field H
eading

D
efinition

FD
A R

eceived D
ate

The date that FD
A received the m

ost recent inform
ation regarding a case, either as an initial report or follow

-up report.  The FD
A R

eceived D
ate m

ay not be
the sam

e as the date that the event occurred. The event m
ay have occurred days or even m

onths (or years) before the report w
as sent to (and received by)

FD
A.  N

ote the displayed date on the report m
ay be later than the query date range if FD

A received follow
-up inform

ation for a case.   FD
A provides the m

ost
current case inform

ation available.
C

ase #
A unique num

ber assigned by FD
A that identifies a FAER

S case.  A case includes the inform
ation received in the initial report plus any additional inform

ation
received in follow

-up reports.

C
ase Type

There are three case types in FAER
S: 

Expedited (15-D
ay): subm

itted to FD
A by m

anufacturers; these are reports containing serious, unexpected adverse events
N

onexpedited: subm
itted periodically to FD

A by m
anufacturers; these are reports containing adverse events other than those qualifying for expedited (15-day)

reporting
D

irect: subm
itted “directly” to FD

A by healthcare professionals, patients and other consum
ers 

H
ealth

Professional
Indicates w

hether the initial source w
ho provided inform

ation about the event is a health professional (H
P). Possible values are; Y - Yes, N

 – N
o or the field is

blank if it w
as not reported 

O
utcom

es
Based on FD

A regulations, the reported outcom
e(s) determ

ines w
hether a case is serious. The outcom

e categories include congenital anom
aly/birth defect

(C
A), death (D

E), disability (D
S), hospitalization (H

O
), life-threatening (LT), other serious im

portant m
edical event (O

T), and required intervention to prevent
perm

anent im
pairm

ent/dam
age (R

I). A case can have m
ore than one outcom

e.
M

anufacturer
C

ontrol #
The M

anufacturer C
ontrol N

um
ber is the m

anufacturer’s unique identifier associated w
ith the case. Also referred to as the C

om
pany R

eport N
um

ber.

Age
The patient's age, w

ith age unit, based on inform
ation provided in the report.

Sex 
Patient sex (M

ale, Fem
ale, U

nknow
n).

C
ountry

The country w
here the event occurred. If not reported, then the country of the reporter. The International O

rganization for Standardization (ISO
) 3166-1

alpha-3 country code is used as an abbreviation for the country.

The inform
ation in this report is generated from

 the FD
A Adverse Event R

eporting System
 (FAER

S) by using a report query w
here suspect product(s) or active ingredients are

selected from
 a standardized dictionary and a date range is specified as search criteria. The table below

 provides the definitions for field headings that are listed on the report.

FAER
S data have lim

itations, including the follow
ing. There is no certainty that the reported event w

as actually due to the product. R
eports are often incom

plete - a blank field
m

eans that no data w
ere provided. FD

A does not receive reports on all adverse events that occur w
ith a product. M

any factors can influence w
hether or not an event w

ill be
reported, therefore, FAER

S data cannot be used to com
pare products or calculate how

 frequently an event occurs in the U
.S. population.
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Field H

eading
D

efinition
Preferred Term

A M
edical D

ictionary for R
egulatory Activities (M

edD
R

A®
) Preferred Term

 (PT) is used to standardize a “m
edical concept” in a report. For exam

ple, a report of
“heart attack” or “m

yocardial infarct” are standardized to the sam
e Preferred Term

, “M
yocardial Infarction”. M

edD
R

A is a m
edical term

inology developed under
the support of the International C

onference on H
arm

onization (IC
H

) and is a registered tradem
ark of the International Federation of Pharm

aceutical
M

anufacturers and Associations (IFPM
A). M

edD
R

A is used by FD
A, other regulatory agencies, and pharm

aceutical m
anufacturers to “code” adverse events,

m
edication errors and other inform

ation associated w
ith the use of m

edical products
Product

N
am

e of a drug or therapeutic biologic in the case report. A product nam
e can appear as either a brand nam

e (trade nam
e) or an active ingredient nam

e,
depending on w

hat w
as reported.

R
ole

There are tw
o roles for products listed on the cases. Suspect (S) identifies the product(s) that the initial reporter deem

ed m
ost likely to be associated w

ith the
event. C

oncom
itant (C

) identifies products taken at the sam
e tim

e as the suspect product, but not deem
ed by the initial reporter as being associated w

ith the
event.

R
oute

R
eported route of product adm

inistration (e.g., oral, topical, injection, sublingual, inhalation).

D
osage Text

R
efers to the am

ount of the product that w
as taken or given to a patient, and the frequency of adm

inistration.  For exam
ple, 20 m

g tw
ice daily.

D
uration

The length of tim
e the product w

as used.  For exam
ple, if som

eone reported taking D
rug A from

 January 1 to January 30, the duration w
ould be 30 days.

M
anufacturer

The m
anufacturer of the product, as indicated in the report. 
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11614909
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-O
ct-2015

11614909
D

IR
EC

T
61 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

ZEC
U

ITY
S

Transderm
al

1 M
TH

TEVA
Application site reaction

 
Product adhesion issue

 

11628243
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628243
N

O
N

-EXPED
ITED

U
S-TEVA-593329U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hoking sensation

ZEC
U

ITY
S

Transderm
al

 
TEVA

11628245
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628245
N

O
N

-EXPED
ITED

U
S-TEVA-594450U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

U
nknow

n
 

TEVA
11628246
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628246
N

O
N

-EXPED
ITED

U
S-TEVA-596838U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice m

alfunction
 

11628247
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628247
N

O
N

-EXPED
ITED

U
S-TEVA-597346U

SA
30 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
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11628248
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628248
N

O
N

-EXPED
ITED

U
S-TEVA-598397U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Topical

 
TEVA

Application site erythem
a

 
11628251
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628251
N

O
N

-EXPED
ITED

U
S-TEVA-593251U

SA
31 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

11628252
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628252
N

O
N

-EXPED
ITED

U
S-TEVA-598124U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
U

nknow
n

 
TEVA

11628254
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628254
N

O
N

-EXPED
ITED

U
S-TEVA-597347U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

11628257
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628257
N

O
N

-EXPED
ITED

U
S-TEVA-598049U

SA
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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11628258
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11628258
N

O
N

-EXPED
ITED

U
S-TEVA-597720U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
 

TEVA
Application site pain

TO
PAM

AX
C

 
Application site erythem

a
SU

M
ATR

IPTAN
C

 
Application site pain

AM
ER

G
E

C
 

Sensory disturbance
BO

TO
X

C
 

O
ropharyngeal discom

fort
H

YD
R

O
C

O
D

O
N

E
C

 
Speech disorder

 
11631190
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-O
ct-2015

11631190
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-599663U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice adhesion issue

 
D

evice leakage
 

Pruritus
 

11636321
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-O
ct-2015

11636321
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-600351U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice issue
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11638085
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-O
ct-2015

11638085
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-600853U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
6.5 m

g/4 hours
 

TEVA
Application site erythem

a
 

Application site urticaria
 

D
rug ineffective

 

11656297
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-O
ct-2015

11656297
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-602177U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA

11636367
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-O
ct-2015

11636367
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-600357U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

11676981
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-O
ct-2015

11676981
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-603638U
SA

47 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
rug ineffective
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11686465
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-O
ct-2015

11686465
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-603791U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

H
ypersensitivity

 
U

nderdose
 

11713700
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-N
ov-2015

11713700
D

IR
EC

T
Y

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site sw
elling

ZEC
U

ITY
S

one patch, upper arm
 or

thigh
 

Application site erythem
a

 
Application site pruritus

 

11628439
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-N
ov-2015

11628439
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-598995U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Application site pain

 
Application site vesicles

 
D

evice leakage
 

Paraesthesia
 

U
nderdose
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dverse Event R
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D
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11751221
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-N
ov-2015

11751221
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-609635U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site erythem

a
 

Application site exfoliation
 

11753036
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-N
ov-2015

11753036
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-609879U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

11748267
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-N
ov-2015

11748267
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-608957U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site burn

 
Product adhesion issue

 
Product physical issue

 

11778625
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-N
ov-2015

11778625
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-611048U
SA

40 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
1 patch

 
TEVA

H
ypersensitivity
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11778987
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-N
ov-2015

11778987
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-612485U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.25 m

g/4 hours
 

TEVA
Application site irritation

ZEC
U

ITY
S

Transderm
al

6.25 m
g/4 hours

 
TEVA

Application site erythem
a

 
Application site scab

 
D

evice leakage
 

11779872
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-D
ec-2015

11779872
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-612045U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Therm
al burn

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

D
evice use error

 
Pain

 
Product adhesion issue

 
11802905
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-D
ec-2015

11802905
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-614446U
SA

32 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Paraesthesia
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11779291
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-D
ec-2015

11779291
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-612517U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5M

G
/4H

R
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

Application site urticaria
 

D
evice battery issue

 
D

evice leakage
 

D
rug ineffective

 
Skin irritation

 

11779861
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-D
ec-2015

11779861
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-612031U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA

11833703
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-D
ec-2015

11833703
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-606778U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product tam
pering

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

Sum
atriptan

C
O

ral
 

D
evice adhesion issue

Sum
atriptan

C
N

asal
 

Sum
atriptan

C
 

Botox
C

 
Lam

ictal
C

at night
 

Zofran
C

as needed
 

PER
C

O
C

ET
C
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11724326
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-D
ec-2015

11724326
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-607673U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
11837725
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-D
ec-2015

11837725
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-617120U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

11837730
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-D
ec-2015

11837730
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-616697U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

C
O

U
M

AD
IN

C
 

11840501
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-D
ec-2015

11840501
D

IR
EC

T
Y

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY 6.5 M
G

 TR
AN

SD
ER

M
AL

PATC
H

 TEVA
S

Transderm
al

1 patch 1/24hr
 

TEVA

Page: 12 of 786
D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11628244
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-D
ec-2015

11628244
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-596584U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 
Application site urticaria

 
D

evice battery issue
 

H
eadache

 
11844778
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-D
ec-2015

11844778
D

IR
EC

T
Y

O
T

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY 6.5 M
G

 TEVA
S

Topical
6.5 m

g bid prn topical
patch

 
TEVA

SER
ZO

N
E

C
 

C
LO

N
AZEPAM

C
 

LAM
IC

TAL
C

 
1-M

ETH
YLFO

LATE
C

 
PR

O
M

ETH
AZIN

E
C

 
O

XYC
O

D
O

N
E

C
 

C
YC

LO
BEN

ZAPR
IN

E
C

 
FIO

R
IC

ET
C

 
TO

R
AD

O
L

C
 

D
EXAM

ETH
ASO

N
E

C
 

BEN
AD

R
YL

C
 

Application site burn
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11855173
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-D
ec-2015

11855173
D

IR
EC

T
Y

O
T

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY 6.5 M

G
 TEVA

S
Topical

6.5 m
g, bid prn, topically

 
TEVA

Pain
TO

PAM
AX

C
 

Scab
SAXEN

D
A

C
 

Blister
 

D
rug effect decreased

 
Sw

elling
 

11630786
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-D
ec-2015

11630786
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-600343U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

D
rug effect incom

plete
 

11851996
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-D
ec-2015

11851996
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-619496U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Therm
al burn

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice m

alfunction
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11753080
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-D
ec-2015

11753080
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-610362U
SA

37 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

Advil
C

 
Application site erythem

a
Am

lodipine
C

 
Application site sw

elling
H

C
TZ

C
 

D
rug ineffective

Levsin
C

 
Application site reaction

O
XYC

O
D

O
N

E
C

 
PER

C
O

C
ET

C
 

R
elpax

C
 

Tram
adol

C
 

Validum
C

 
11846121
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-D
ec-2015

11846121
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-608593U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

D
evice use error
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11860025
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-D
ec-2015

11860025
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-620356U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Pain in extrem
ity

 

11865141
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-D
ec-2015

11865141
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-619751U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
rug ineffective

 
11865479
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-D
ec-2015

11865479
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-621141U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

11876564
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-D
ec-2015

11876564
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-620976U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
As needed for m

igraine
 

TEVA
Application site erythem

a
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11885044
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-Jan-2016
11885044

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-622502U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Product physical issue

 
11887048
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-Jan-2016
11887048

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-621835U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA

11907800
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Jan-2016
11907800

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-623448U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA

11637325
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11637325

N
O

N
-EXPED

ITED
U

S-TEVA-601877U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site paraesthesia

 
C

hest pain
 

D
evice battery issue

 
D

rug ineffective
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11676352
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11676352

N
O

N
-EXPED

ITED
U

S-TEVA-603652U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site paraesthesia

 
D

evice adhesion issue
 

D
evice leakage

 
D

evice m
alfunction

 
D

rug ineffective
 

11907835
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11907835

N
O

N
-EXPED

ITED
U

S-TEVA-602845U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g /4 hours
 

TEVA
Application site pruritus

 
D

evice leakage
 

11909265
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909265

N
O

N
-EXPED

ITED
U

S-TEVA-601328U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

H
eadache

 
11909266
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909266

N
O

N
-EXPED

ITED
U

S-TEVA-598986U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Adverse event
ZEC

U
ITY

S
U

nknow
n

dose and frequency not
provided

 
TEVA

D
rug ineffective
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909268
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909268

N
O

N
-EXPED

ITED
U

S-TEVA-598961U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pain
ZEC

U
ITY

S
U

nknow
n

dose and frequency not
provided

 
TEVA

Adverse event
 

N
ausea

 
11909269
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909269

N
O

N
-EXPED

ITED
U

S-TEVA-598662U
SA

52 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909270
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909270

N
O

N
-EXPED

ITED
U

S-TEVA-599014U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

D
evice m

alfunction
 

11909271
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909271

N
O

N
-EXPED

ITED
U

S-TEVA-600518U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909272
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909272

N
O

N
-EXPED

ITED
U

S-TEVA-601542U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site sw
elling

 
D

rug effect incom
plete

 
D

rug ineffective
 

11909273
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909273

N
O

N
-EXPED

ITED
U

S-TEVA-600521U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Laceration
ZEC

U
ITY

S
6.5 m

g/4 hours
 

TEVA
D

evice issue
 

D
evice leakage

 
11909274
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909274

N
O

N
-EXPED

ITED
U

S-TEVA-599659U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909275
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909275

N
O

N
-EXPED

ITED
U

S-TEVA-601465U
SA

42 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
39 M

illigram
 D

aily;
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Product adhesion issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909276
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909276

N
O

N
-EXPED

ITED
U

S-TEVA-600901U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.25 m
g/4 hours

 
TEVA

Application site dryness
 

Application site erythem
a

 
Application site rash

 
Application site sw

elling
 

D
evice battery issue

 
D

izziness
 

11909277
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909277

N
O

N
-EXPED

ITED
U

S-TEVA-600062U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909278
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909278

N
O

N
-EXPED

ITED
U

S-TEVA-601514U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

11909279
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909279

N
O

N
-EXPED

ITED
U

S-TEVA-602031U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
yperhidrosis

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909280
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909280

N
O

N
-EXPED

ITED
U

S-TEVA-603286U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

11909281
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909281

N
O

N
-EXPED

ITED
U

S-TEVA-602192U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

rug ineffective
 

11909282
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909282

N
O

N
-EXPED

ITED
U

S-TEVA-602937U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

SU
M

ATR
IPTAN

C
 

ZO
M

IG
C

 
SU

M
AVEL

C
 

D
IVALPR

O
EX

C
 

11909283
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909283

N
O

N
-EXPED

ITED
U

S-TEVA-603097U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909284
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909284

N
O

N
-EXPED

ITED
U

S-TEVA-601175U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

11909285
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909285

N
O

N
-EXPED

ITED
U

S-TEVA-600865U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hest discom

fort
ZEC

U
ITY

S
6.5 m

g/4 hours
 

TEVA
Adverse event

ZEC
U

ITY
S

6.4 m
g/4 hours

 
TEVA

11909286
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909286

N
O

N
-EXPED

ITED
U

S-TEVA-601327U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Pain
 

11909287
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909287

N
O

N
-EXPED

ITED
U

S-TEVA-601167U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
M

igraine
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909288
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909288

N
O

N
-EXPED

ITED
U

S-TEVA-602842U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

D
rug ineffective

 
U

nderdose
 

11909289
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909289

N
O

N
-EXPED

ITED
U

S-TEVA-600339U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
rug ineffective

 
11909290
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909290

N
O

N
-EXPED

ITED
U

S-TEVA-601845U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
 

TEVA
M

igraine
 

11909291
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909291

N
O

N
-EXPED

ITED
U

S-TEVA-603304U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909292
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909292

N
O

N
-EXPED

ITED
U

S-TEVA-602184U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice m

alfunction
 

11909293
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909293

N
O

N
-EXPED

ITED
U

S-TEVA-602180U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
11909294
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909294

N
O

N
-EXPED

ITED
U

S-TEVA-603306U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
D

rug effect decreased
 

11909295
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909295

N
O

N
-EXPED

ITED
U

S-TEVA-603316U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
rug effect decreased
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909296
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909296

N
O

N
-EXPED

ITED
U

S-TEVA-601536U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
11909297
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909297

N
O

N
-EXPED

ITED
U

S-TEVA-602847U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909298
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909298

N
O

N
-EXPED

ITED
U

S-TEVA-602178U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
Incorrect drug adm

inistration duration
 

11909299
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909299

N
O

N
-EXPED

ITED
U

S-TEVA-603360U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
D

evice battery issue
 

H
eadache
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909300
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909300

N
O

N
-EXPED

ITED
U

S-TEVA-602848U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

rug ineffective
 

Feeling abnorm
al

 
H

eadache
 

11909301
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909301

N
O

N
-EXPED

ITED
U

S-TEVA-603917U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

rug ineffective
 

11909302
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909302

N
O

N
-EXPED

ITED
U

S-TEVA-604002U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

D
evice battery issue

 
11909303
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909303

N
O

N
-EXPED

ITED
U

S-TEVA-603640U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
rug effect incom

plete
 

Page: 27 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909304
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909304

N
O

N
-EXPED

ITED
U

S-TEVA-603313U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

11909305
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909305

N
O

N
-EXPED

ITED
U

S-TEVA-601847U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site derm
atitis

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909306
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909306

N
O

N
-EXPED

ITED
U

S-TEVA-603284U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

11909307
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909307

N
O

N
-EXPED

ITED
U

S-TEVA-603918U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
evice leakage

 
Fatigue

 

Page: 28 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909313
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909313

N
O

N
-EXPED

ITED
U

S-TEVA-605229U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site laceration
 

Application site rash
 

11909314
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909314

N
O

N
-EXPED

ITED
U

S-TEVA-605235U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site vesicles

 
11909315
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909315

N
O

N
-EXPED

ITED
U

S-TEVA-607281U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

11909316
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909316

N
O

N
-EXPED

ITED
U

S-TEVA-605085U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 

Page: 29 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909317
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909317

N
O

N
-EXPED

ITED
U

S-TEVA-606950U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site sw

elling
 

11909318
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909318

N
O

N
-EXPED

ITED
U

S-TEVA-606610U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

11909319
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909319

N
O

N
-EXPED

ITED
U

S-TEVA-607078U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
Application site urticaria

 
11909320
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909320

N
O

N
-EXPED

ITED
U

S-TEVA-606406U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site m
ass

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site w

arm
th

 
W

rong technique in product usage process
 

Page: 30 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909321
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909321

N
O

N
-EXPED

ITED
U

S-TEVA-607613U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

D
rug ineffective

 
11909322
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909322

N
O

N
-EXPED

ITED
U

S-TEVA-606937U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
11909323
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909323

N
O

N
-EXPED

ITED
U

S-TEVA-608201U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909324
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909324

N
O

N
-EXPED

ITED
U

S-TEVA-607679U
SA

14 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4hours

 
TEVA

Application site sw
elling

 
D

evice leakage
 

D
rug adm

inistered to patient of inappropriate age
 

Page: 31 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909325
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909325

N
O

N
-EXPED

ITED
U

S-TEVA-607018U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site erythem

a
 

D
rug ineffective

 
R

ash erythem
atous

 
R

ash pruritic
 

U
nderdose

 
11909326
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909326

N
O

N
-EXPED

ITED
U

S-TEVA-606941U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

D
evice battery issue

 
11909327
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909327

N
O

N
-EXPED

ITED
U

S-TEVA-607677U
SA

21 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
otion sickness

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909328
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909328

N
O

N
-EXPED

ITED
U

S-TEVA-608597U
SA

58 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

Application site urticaria
 

W
rong technique in product usage process

 

Page: 32 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909330
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909330

N
O

N
-EXPED

ITED
U

S-TEVA-607616U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
11909331
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909331

N
O

N
-EXPED

ITED
U

S-TEVA-608929U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hours
 

TEVA
Application site pain

 
D

rug ineffective
 

11909332
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909332

N
O

N
-EXPED

ITED
U

S-TEVA-607297U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

11909333
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909333

N
O

N
-EXPED

ITED
U

S-TEVA-608905U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pruritus

 
D

rug effect incom
plete

 
Feeling abnorm

al
 

Product physical issue
 

Page: 33 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909334
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909334

N
O

N
-EXPED

ITED
U

S-TEVA-607318U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site irritation

 
Application site pruritus

 
D

evice leakage
 

11909335
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909335

N
O

N
-EXPED

ITED
U

S-TEVA-608210U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site hypersensitivity
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Skin disorder

 
11909336
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909336

N
O

N
-EXPED

ITED
U

S-TEVA-607299U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
D

rug ineffective
 

11909337
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909337

N
O

N
-EXPED

ITED
U

S-TEVA-608918U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Page: 34 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909338
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909338

N
O

N
-EXPED

ITED
U

S-TEVA-608595U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site w

arm
th

 
11909339
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909339

N
O

N
-EXPED

ITED
U

S-TEVA-607676U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
11909340
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909340

N
O

N
-EXPED

ITED
U

S-TEVA-620881U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909341
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909341

N
O

N
-EXPED

ITED
U

S-TEVA-619980U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909342
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909342

N
O

N
-EXPED

ITED
U

S-TEVA-620548U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
As directed

 
TEVA
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909343
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909343

N
O

N
-EXPED

ITED
U

S-TEVA-621140U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice leakage

 
N

ausea
 

Product adhesion issue
 

11909345
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909345

N
O

N
-EXPED

ITED
U

S-TEVA-608587U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909346
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909346

N
O

N
-EXPED

ITED
U

S-TEVA-607300U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909347
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909347

N
O

N
-EXPED

ITED
U

S-TEVA-608924U
SA

37 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pruritus
 

Application site urticaria
 

11909348
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909348

N
O

N
-EXPED

ITED
U

S-TEVA-608876U
SA

43 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909351
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909351

N
O

N
-EXPED

ITED
U

S-TEVA-619908U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909352
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909352

N
O

N
-EXPED

ITED
U

S-TEVA-619978U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909353
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909353

N
O

N
-EXPED

ITED
U

S-TEVA-619772U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

rug effect incom
plete

 
11909354
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909354

N
O

N
-EXPED

ITED
U

S-TEVA-622180U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site paraesthesia
 

11909355
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909355

N
O

N
-EXPED

ITED
U

S-TEVA-621713U
SA

27 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909356
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909356

N
O

N
-EXPED

ITED
U

S-TEVA-621602U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909357
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909357

N
O

N
-EXPED

ITED
U

S-TEVA-622185U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

11909358
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909358

N
O

N
-EXPED

ITED
U

S-TEVA-621704U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

C
am

bia
C

 
11909359
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909359

N
O

N
-EXPED

ITED
U

S-TEVA-621716U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

 
11909360
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909360

N
O

N
-EXPED

ITED
U

S-TEVA-620867U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909361
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909361

N
O

N
-EXPED

ITED
U

S-TEVA-620839U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

H
yperaesthesia

 
11909362
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909362

N
O

N
-EXPED

ITED
U

S-TEVA-621722U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

 
11909364
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909364

N
O

N
-EXPED

ITED
U

S-TEVA-621711U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Incorrect drug adm
inistration duration

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
Application site rash

 
11909365
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909365

N
O

N
-EXPED

ITED
U

S-TEVA-620811U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909366
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909366

N
O

N
-EXPED

ITED
U

S-TEVA-620348U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site pain

 
Application site sw

elling
 

11909367
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909367

N
O

N
-EXPED

ITED
U

S-TEVA-622605U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

Application site erythem
a

 
11909370
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909370

N
O

N
-EXPED

ITED
U

S-TEVA-622195U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909372
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909372

N
O

N
-EXPED

ITED
U

S-TEVA-604398U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

D
evice leakage

 
D

yspnoea
 

Feeling abnorm
al

 
Incorrect drug adm

inistration duration
 

Pain in jaw
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909373
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909373

N
O

N
-EXPED

ITED
U

S-TEVA-604833U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
TR

O
KEN

D
I

C
 

D
evice battery issue

LEXAPR
O

C
 

BEN
ZO

N
ATATE

C
 

VITAM
IN

 D
C

 
11909374
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909374

N
O

N
-EXPED

ITED
U

S-TEVA-606367U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
11909375
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909375

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-607310U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Seizure
ZEC

U
ITY

S
Transderm

al
 

TEVA
C

hest pain
 

D
rug hypersensitivity

 
Erythem

a
 

H
ypoaesthesia

 
Peripheral sw

elling
 

Vom
iting
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909376
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909376

N
O

N
-EXPED

ITED
U

S-TEVA-604823U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Intentional product m
isuse

ZEC
U

ITY
S

U
nknow

n
 

TEVA
Application site erythem

a
 

Application site pruritus
 

11909379
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909379

N
O

N
-EXPED

ITED
U

S-TEVA-605081U
SA

61 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
 

11909380
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909380

N
O

N
-EXPED

ITED
U

S-TEVA-604813U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
11909381
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909381

N
O

N
-EXPED

ITED
U

S-TEVA-605764U
SA

65 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

11909382
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909382

N
O

N
-EXPED

ITED
U

S-TEVA-606744U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 

Page: 42 of 786
D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909383
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909383

N
O

N
-EXPED

ITED
U

S-TEVA-606058U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5M
G

/4H
R

 
TEVA

Application site erythem
a

 
Application site exfoliation

 
Burning sensation

 
D

evice leakage
 

11909385
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909385

N
O

N
-EXPED

ITED
U

S-TEVA-606828U
SA

46 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
one patch

 
TEVA

11909386
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909386

N
O

N
-EXPED

ITED
U

S-TEVA-606830U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909387
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909387

N
O

N
-EXPED

ITED
U

S-TEVA-609980U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

Incorrect drug adm
inistration duration

 
M

ultiple use of single-use product
 

U
nderdose

 

Page: 43 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909388
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909388

N
O

N
-EXPED

ITED
U

S-TEVA-604814U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
11909390
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909390

N
O

N
-EXPED

ITED
U

S-TEVA-606551U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

11909391
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909391

N
O

N
-EXPED

ITED
U

S-TEVA-605766U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

Product packaging issue
 

11909392
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909392

N
O

N
-EXPED

ITED
U

S-TEVA-604816U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909393
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909393

N
O

N
-EXPED

ITED
U

S-TEVA-606366U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Page: 44 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909394
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909394

N
O

N
-EXPED

ITED
U

S-TEVA-606360U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

11909396
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909396

N
O

N
-EXPED

ITED
U

S-TEVA-623183U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

11909397
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909397

N
O

N
-EXPED

ITED
U

S-TEVA-622664U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909398
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909398

N
O

N
-EXPED

ITED
U

S-TEVA-623154U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site bruise

 
D

evice failure
 

11909400
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909400

N
O

N
-EXPED

ITED
U

S-TEVA-609881U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909401
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909401

N
O

N
-EXPED

ITED
U

S-TEVA-622667U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

1 patch as directed
 

TEVA
Application site pruritus

 
Application site vesicles

 
Intentional product use issue

 
11909402
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909402

N
O

N
-EXPED

ITED
U

S-TEVA-623136U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site pruritus

 
11909405
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909405

N
O

N
-EXPED

ITED
U

S-TEVA-611593U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site discolouration
 

Application site exfoliation
 

Application site pruritus
 

D
rug ineffective

 
11909406
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909406

N
O

N
-EXPED

ITED
U

S-TEVA-609370U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909407
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909407

N
O

N
-EXPED

ITED
U

S-TEVA-611234U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

Application site pain
 

Application site paraesthesia
 

11909408
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909408

N
O

N
-EXPED

ITED
U

S-TEVA-612903U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash erythem

atous
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909409
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909409

N
O

N
-EXPED

ITED
U

S-TEVA-614454U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
D

evice battery issue
 

11909410
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909410

N
O

N
-EXPED

ITED
U

S-TEVA-610379U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 
D

evice m
alfunction
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909411
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909411

N
O

N
-EXPED

ITED
U

S-TEVA-609632U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
rug hypersensitivity

 
11909413
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909413

N
O

N
-EXPED

ITED
U

S-TEVA-623112U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin irritation
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
11909415
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909415

N
O

N
-EXPED

ITED
U

S-TEVA-609369U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Injection site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909416
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909416

N
O

N
-EXPED

ITED
U

S-TEVA-609703U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909419
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909419

N
O

N
-EXPED

ITED
U

S-TEVA-609392U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site vesicles
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909420
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909420

N
O

N
-EXPED

ITED
U

S-TEVA-610402U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

U
nknow

n
 

TEVA
Adverse event

 
D

ecreased appetite
 

11909421
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909421

N
O

N
-EXPED

ITED
U

S-TEVA-611242U
SA

14 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site urticaria
 

D
evice leakage

 
D

rug adm
inistered to patient of inappropriate age

 
11909422
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909422

N
O

N
-EXPED

ITED
U

S-TEVA-616655U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice leakage

 
11909424
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909424

N
O

N
-EXPED

ITED
U

S-TEVA-612581U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

39 M
illigram

 D
aily; as

directed
 

TEVA

Application site pruritus
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909426
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909426

N
O

N
-EXPED

ITED
U

S-TEVA-616617U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909427
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909427

N
O

N
-EXPED

ITED
U

S-TEVA-611587U
SA

50 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

Application site sw
elling

 
H

ypersensitivity
 

11909428
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909428

N
O

N
-EXPED

ITED
U

S-TEVA-612483U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hours

 
TEVA

Burning sensation
 

11909429
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909429

N
O

N
-EXPED

ITED
U

S-TEVA-611019U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
erm

atitis contact
ZEC

U
ITY

S
Transderm

al
6.5 m

g /4 hours
 

TEVA
D

evice leakage
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909430
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909430

N
O

N
-EXPED

ITED
U

S-TEVA-611586U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hr
 

TEVA
D

evice leakage
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hr
 

TEVA
Application site erythem

a
 

D
rug ineffective

 
Product adhesion issue

 
11909434
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909434

N
O

N
-EXPED

ITED
U

S-TEVA-612506U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909435
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909435

N
O

N
-EXPED

ITED
U

S-TEVA-614798U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909436
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909436

N
O

N
-EXPED

ITED
U

S-TEVA-610684U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

D
rug adm

inistration error
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909439
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909439

N
O

N
-EXPED

ITED
U

S-TEVA-611256U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

dose not provided
 

TEVA
Application site paraesthesia

 
D

evice battery issue
 

11909441
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909441

N
O

N
-EXPED

ITED
U

S-TEVA-616639U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
11909442
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909442

N
O

N
-EXPED

ITED
U

S-TEVA-611590U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

D
ry skin

 
11909443
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909443

N
O

N
-EXPED

ITED
U

S-TEVA-612940U
SA

15 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice leakage
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909444
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909444

N
O

N
-EXPED

ITED
U

S-TEVA-612513U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
rug effect delayed

 
Product adhesion issue

 
11909445
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909445

N
O

N
-EXPED

ITED
U

S-TEVA-618772U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice adhesion issue

 
11909446
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909446

N
O

N
-EXPED

ITED
U

S-TEVA-612913U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

11909447
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909447

N
O

N
-EXPED

ITED
U

S-TEVA-615148U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909448
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909448

N
O

N
-EXPED

ITED
U

S-TEVA-615135U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

11909449
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909449

N
O

N
-EXPED

ITED
U

S-TEVA-611585U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

Application site pruritus
 

Intentional product use issue
 

11909450
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909450

N
O

N
-EXPED

ITED
U

S-TEVA-619769U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
6.5 m

g /4 hours
 

TEVA
D

evice battery issue
 

H
yperhidrosis

 
Pain

 
11909451
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909451

N
O

N
-EXPED

ITED
U

S-TEVA-614451U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Intraderm

al
 

TEVA
Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909453
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909453

N
O

N
-EXPED

ITED
U

S-TEVA-614529U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site erythem
a

 
11909454
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909454

N
O

N
-EXPED

ITED
U

S-TEVA-612896U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
D

yspnoea
 

Product use issue
 

11909455
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909455

N
O

N
-EXPED

ITED
U

S-TEVA-616684U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
11909456
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909456

N
O

N
-EXPED

ITED
U

S-TEVA-617998U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909457
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909457

N
O

N
-EXPED

ITED
U

S-TEVA-618796U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hr
 

TEVA
Application site pruritus

 
Application site sw

elling
 

D
evice battery issue

 
11909459
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909459

N
O

N
-EXPED

ITED
U

S-TEVA-616654U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice leakage

 
11909460
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909460

N
O

N
-EXPED

ITED
U

S-TEVA-616705U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909462
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909462

N
O

N
-EXPED

ITED
U

S-TEVA-616061U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Abdom
inal pain upper

 
D

iarrhoea
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909463
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909463

N
O

N
-EXPED

ITED
U

S-TEVA-618769U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
11909464
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909464

N
O

N
-EXPED

ITED
U

S-TEVA-616397U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hours

 
TEVA

D
evice leakage

 
11909465
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909465

N
O

N
-EXPED

ITED
U

S-TEVA-615212U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site laceration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
11909467
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909467

N
O

N
-EXPED

ITED
U

S-TEVA-616060U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909468
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909468

N
O

N
-EXPED

ITED
U

S-TEVA-614475U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
evice leakage

 
D

rug ineffective
 

H
eadache

 
11909470
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909470

N
O

N
-EXPED

ITED
U

S-TEVA-615526U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

11909471
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909471

N
O

N
-EXPED

ITED
U

S-TEVA-614465U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909472
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909472

N
O

N
-EXPED

ITED
U

S-TEVA-615866U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909473
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909473

N
O

N
-EXPED

ITED
U

S-TEVA-615508U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
U

nderdose
 

11909474
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909474

N
O

N
-EXPED

ITED
U

S-TEVA-617595U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

11909476
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909476

N
O

N
-EXPED

ITED
U

S-TEVA-618454U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

11909477
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909477

N
O

N
-EXPED

ITED
U

S-TEVA-618030U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909478
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909478

N
O

N
-EXPED

ITED
U

S-TEVA-618003U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

Page: 59 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909479
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909479

N
O

N
-EXPED

ITED
U

S-TEVA-619342U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

Skin lesion
 

11909480
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909480

N
O

N
-EXPED

ITED
U

S-TEVA-616702U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909481
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909481

N
O

N
-EXPED

ITED
U

S-TEVA-616612U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909482
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909482

N
O

N
-EXPED

ITED
U

S-TEVA-617074U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
11909483
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909483

N
O

N
-EXPED

ITED
U

S-TEVA-617450U
SA

21 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909484
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909484

N
O

N
-EXPED

ITED
U

S-TEVA-619456U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909485
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909485

N
O

N
-EXPED

ITED
U

S-TEVA-616064U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site rash

 
D

evice use error
 

D
rug ineffective

 
11909486
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909486

N
O

N
-EXPED

ITED
U

S-TEVA-619476U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

M
obility decreased

 
N

ausea
 

11909488
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909488

N
O

N
-EXPED

ITED
U

S-TEVA-617079U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909491
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909491

N
O

N
-EXPED

ITED
U

S-TEVA-615597U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.25 m
g/4 hours

 
TEVA

Application site erythem
a

 
Application site urticaria
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909492
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909492

N
O

N
-EXPED

ITED
U

S-TEVA-617456U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product odour abnorm
al

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

 
D

evice leakage
 

D
evice use error

 
D

rug ineffective
 

11909493
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909493

N
O

N
-EXPED

ITED
U

S-TEVA-618771U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
Paragard

C
 

Application site pain
Z-PAC

K
C

 
Application site rash

 
11909494
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909494

N
O

N
-EXPED

ITED
U

S-TEVA-618821U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

11909498
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909498

N
O

N
-EXPED

ITED
U

S-TEVA-618770U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

D
evice leakage
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909501
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909501

N
O

N
-EXPED

ITED
U

S-TEVA-618763U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Skin discolouration
 

11909503
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909503

N
O

N
-EXPED

ITED
U

S-TEVA-619748U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11909504
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jan-2016
11909504

N
O

N
-EXPED

ITED
U

S-TEVA-618791U
SA

51 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

11913173
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jan-2016
11913173

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-624133U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
11914003
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jan-2016
11914003

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-624079U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
11914032
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jan-2016
11914032

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-624896U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11915430
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jan-2016
11915430

N
O

N
-EXPED

ITED
U

S-TEVA-624979U
SA

64 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA

11837720
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jan-2016
11837720

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-617101U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site rash
 

D
rug ineffective

 
U

nderdose
 

11899194
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jan-2016
11899194

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-623138U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
alaise

ZEC
U

ITY
S

Transderm
al

6.5 m
 over 4 hours

 
TEVA

D
izziness

ZEC
U

ITY
S

Transderm
al

6.5 m
 over 4 hours

 
TEVA

Asthenia
 

D
ehydration

 
D

evice battery issue
 

D
rug ineffective

 
N

ausea
 

Vom
iting
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11931870
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jan-2016
11931870

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-626377U

SA
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scar

 

11909489
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jan-2016
11909489

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-617598U

SA
29 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site pain

 
Blister

 
D

rug ineffective
 

11939862
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jan-2016
11939862

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-626859U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11964095
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jan-2016
11964095

D
IR

EC
T

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

ZEC
U

ITY TEVA
PH

AR
M

AC
EU

TIC
ALS

S
1 patch, as needed,
applied as m

edicated
patch to skin

30 M
IN

TEVA

Application site pain
D

R
ISD

O
L

C
 

Application site erythem
a

W
ELLBU

TR
IN

C
 

PH
EN

TER
M

IN
E

C
 

LO
R

ITAB
C

 
G

ABAPEN
TIN

C
 

M
IC

R
O

ZID
E

C
 

LIPITO
R

C
 

LU
N

ESTA
C

 
M

U
LTI VITAM

IN
C

 
Application site pain

 
Application site rash

 
D

iscom
fort

 

11966676
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jan-2016
11966676

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-629078U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site paraesthesia
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11980805
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jan-2016
11980805

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-628676U

SA
29 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site pain

 

11983501
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

01-Feb-2016
11983501

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-630115U

SA
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug effect incom
plete

SU
M

ATR
IPTAN

C
O

ral
 

11987901
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Feb-2016
11987901

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-630770U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site vesicles
 

11876525
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Feb-2016
11876525

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-617119U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
R

ash erythem
atous

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

Application site rash
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11999763
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Feb-2016
11999763

D
IR

EC
T

Y
O

T
31 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY TR

AN
SD

ER
M

AL PATC
H

6.5 M
G

 TEVA
PH

AR
M

AC
EU

TIC
ALS

S
Topical

 
TEVA

Application site rash
 

12031522
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Feb-2016
12031522

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-632146U

SA
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

11914018
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-Feb-2016
11914018

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-624377U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site rash

 

12070081
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Feb-2016
12070081

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-633660U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
12072181
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Feb-2016
12072181

D
IR

EC
T

R
I

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY 6.5M
G

 TEVA
S

Transderm
al

6.5m
g @

m
set

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909403
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Feb-2016
11909403

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-623155U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
evice leakage

 

12085033
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Feb-2016
12085033

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-634653U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12092351
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Feb-2016
12092351

D
IR

EC
T

Y
O

T
27 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY 6.5 M
G

 TEVA
S

Topical
 

TEVA
Product quality issue

AM
BIE

C
 

N
U

VIG
IL

C
 

N
EU

R
O

N
TIN

C
 

BO
TO

X
C

 
ZO

FR
AN

 O
D

T
C

 
O

XYC
O

D
O

N
E

C
 

ZO
C

O
R

C
 

ZAN
AFLEX

C
 

U
LTR

AM
C

 
D

IAZEPAM
C

 
W

ELLBU
TR

IN
C

 
XO

PEN
EX

C
 

D
rug ineffective
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12092355
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Feb-2016
12092355

D
IR

EC
T

Y
O

T
27 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product quality issue
ZEC

U
ITY 6.5 M

G
 TEVA

S
Topical

 
TEVA

H
eadache

AM
BIE

C
 

N
U

VAG
IL

C
 

N
EU

R
O

N
TIN

C
 

BO
TO

X
C

 
ZO

FR
AN

 O
D

T
C

 
O

XYC
O

D
O

N
E

C
 

ZO
C

O
R

C
 

ZAN
AFLEX

C
 

U
LTR

AM
C

 
D

IAZEPAM
C

 
W

ELLBU
TR

IN
C

 
XO

PEN
EX

C
 

Product physical issue
 

12052786
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Feb-2016
12052786

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-632151U

SA
27 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site rash
 

D
evice leakage

 
D

rug ineffective
 

Injection site paraesthesia
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12092842
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Feb-2016
12092842

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-635763U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site w
arm

th
 

D
rug ineffective

 
12094368
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Feb-2016
12094368

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-635693U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site reaction

 
12094385
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Feb-2016
12094385

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-635767U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site rash
 

Application site scar
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12110383
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Feb-2016
12110383

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-636103U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site vesicles

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
12113587
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Feb-2016
12113587

D
IR

EC
T

Y
O

T
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY 6.5 M
G

 TEVA
PH

AR
M

AC
EU

TIC
ALS

S
Topical

 
TEVA

TO
PIR

AM
ATE

C
 

O
PAN

A
C

 
C

YM
BALTA

C
 

BEN
AD

R
YL

C
 

ALPR
AZO

LAM
C

 
D

ILAU
D

ID
C

 
C

O
M

PAZIN
E

C
 

M
ED

IC
AL M

AR
IJU

AN
A

C
 

PR
O

VEN
TIL

C
 

D
IC

YC
LO

M
IN

E
C

 
BABY ASA

C
 

M
ETO

PR
O

LO
L

C
 

12113606
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Feb-2016
12113606

D
IR

EC
T

Y
O

T
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin reaction
ZEC

U
ITY

S
Topical

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12052403
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Feb-2016
12052403

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-631854U

SA
24 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash pustular

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
Application site rash

 
12115443
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Feb-2016
12115443

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-636916U

SA
28 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12085767
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Feb-2016
12085767

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-635268U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Burns second degree

 

12137011
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-M
ar-2016

12137011
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-637728U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Product adhesion issue
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FD
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 A
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eporting System
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ation A
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) 

D
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eport
12137187
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-M
ar-2016

12137187
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-638168U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site pruritus
 

D
evice battery issue

 
D

evice leakage
 

12140959
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-M
ar-2016

12140959
D

IR
EC

T
Y

O
T

17 YR
M

ale

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin discolouration
ZEC

U
ITY

S
Topical

1 patch, prn/as needed,
topical

 

12140685
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-M
ar-2016

12140685
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-639897U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 

Page: 74 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA
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Freedom
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ation A
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) 

D
etailed R

eport
12140763
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-M
ar-2016

12140763
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-638841U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

D
evice battery issue

 
D

evice m
aterial issue

 
12142931
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-M
ar-2016

12142931
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-639083U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product adhesion issue
 

12147315
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-M
ar-2016

12147315
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-639951U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

D
evice leakage

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12147537
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-M
ar-2016

12147537
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-639085U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site haem
orrhage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site irritation

 

12153173
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-M
ar-2016

12153173
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640813U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA

11909461
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-M
ar-2016

11909461
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-615556U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Blood pressure increased

 
D

evice adhesion issue
 

D
evice battery issue

 
D

evice leakage
 

D
rug effect incom

plete
 

G
eneralised tonic-clonic seizure

 

Page: 76 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12155773
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-M
ar-2016

12155773
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640230U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site reaction
 

D
evice battery issue

 
D

evice leakage
 

12156905
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-M
ar-2016

12156905
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640930U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
U

nknow
n

 
TEVA

12159815
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-M
ar-2016

12159815
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640980U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
patient is now

 on box
num

ber 3 of patches,
subsequent therapy
dates not provided

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pruritus

 
Application site sw

elling
 

D
evice leakage

 

Page: 77 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11837760
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-M
ar-2016

11837760
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-618005U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site pain

 
Application site vesicles

 
D

evice leakage
 

12128048
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-M
ar-2016

12128048
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-638300U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site pain

 
D

evice leakage
 

D
rug ineffective

 
12165534
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-M
ar-2016

12165534
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640969U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
H

eadache
 

11979750
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-M
ar-2016

11979750
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-629438U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Page: 78 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12168988
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-M
ar-2016

12168988
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-641650U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
D

evice battery issue
 

Sunburn
 

12171647
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-M
ar-2016

12171647
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-641319U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site vesicles
 

D
rug ineffective

 
Paraesthesia

 

12171863
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-M
ar-2016

12171863
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-631858U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
3-3.5 hr

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Application site scar

 
Application site urticaria

 
Application site w

arm
th

 

Page: 79 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12175459
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-M
ar-2016

12175459
EXPED

ITED
 (15-D

AY)
H

O
U

S-TEVA-642114U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Intervertebral disc operation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
has used 7 patches from
2 different boxes in
Jan-2016 and Feb-2016

 
TEVA

D
evice battery issue

 
U

nderdose
 

12154256
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-M
ar-2016

12154256
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640182U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
12180866
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-M
ar-2016

12180866
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642051U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site exfoliation

 
Application site necrosis

 
Application site paraesthesia

 
Application site reaction

 
Skin w

rinkling
 

Page: 80 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12005721
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-M
ar-2016

12005721
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-631696U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site pain

 
Application site urticaria

 
Application site vesicles

 
Blood blister

 
D

evice leakage
 

D
rug ineffective

 
12155748
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-M
ar-2016

12155748
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640231U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pain

 
Application site paraesthesia

 
D

rug effect incom
plete

 
D

rug ineffective
 

12184634
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-M
ar-2016

12184634
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642436U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice leakage
 

Product adhesion issue
 

Page: 81 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12184943
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-M
ar-2016

12184943
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642477U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

12185155
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-M
ar-2016

12185155
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643220U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Incorrect drug adm
inistration duration

 
M

yalgia
 

12185545
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-M
ar-2016

12185545
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640977U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site haem
orrhage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

Application site rash
 

Page: 82 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12186551
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ar-2016

12186551
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643238U
SA

21 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site urticaria
 

Application site w
arm

th
 

12186692
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ar-2016

12186692
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643262U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site sw
elling

 
12187273
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ar-2016

12187273
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642822U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site reaction
 

D
rug ineffective

 
Skin abrasion
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12188446
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ar-2016

12188446
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642864U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site urticaria

 
12188613
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ar-2016

12188613
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644158U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hr
 

TEVA
C

hem
ical burn of skin

SYN
TH

R
O

ID
C

 
Application site erythem

a
 

R
ash

 

12013009
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ar-2016

12013009
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-631377U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

Skin exfoliation
 

Page: 84 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12165351
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ar-2016

12165351
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640923U
SA

16 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site rash
 

Application site urticaria
 

Application site vesicles
 

12170818
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ar-2016

12170818
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-641653U
SA

47 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12191494
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ar-2016

12191494
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643645U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

Page: 85 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12191563
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ar-2016

12191563
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643592U
SA

50 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
D

rug effect incom
plete

 
D

rug ineffective
 

12195897
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-M
ar-2016

12195897
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643905U
SA

24 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site coldness

 
D

yskinesia
 

M
uscle tw

itching
 

12196515
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-M
ar-2016

12196515
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644008U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Skin texture abnorm
al

 
12196785
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-M
ar-2016

12196785
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644002U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12173024
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ar-2016

12173024
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-641836U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pruritus
 

12203686
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ar-2016

12203686
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644391U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

12177315
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ar-2016

12177315
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642397U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Sunburn

Janum
at

C
 

Application site pain
 

Application site urticaria
 

Incorrect drug adm
inistration duration

 
12191583
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ar-2016

12191583
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644940U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site urticaria
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12208541
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ar-2016

12208541
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-645048U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12211733
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ar-2016

12211733
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-646872U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 

12214815
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-M
ar-2016

12214815
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-645663U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site reaction
 

Application site scar
 

Sunburn
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D
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e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12215458
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-M
ar-2016

12215458
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-645846U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site paraesthesia

 
Application site scar

 
Sunburn

 

11913163
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-M
ar-2016

11913163
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-624128U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
C

hem
ical injury

 
D

erm
atitis contact

 
12200457
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-M
ar-2016

12200457
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-645399U
SA

79 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5m

g/4 hours
 

TEVA
Application site pain
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D
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 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12067686
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-M
ar-2016

12067686
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-633631U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

VITAM
IN

 B12
C

 
Application site discolouration

Zipsor
C

 
Application site sw

elling
ZO

FR
AN

C
 

TO
PAM

AX
C

 
PH

EN
ER

G
AN

C
 

BO
TO

X
C

 
12192355
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-M
ar-2016

12192355
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643545U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site vesicles
 

Application site w
arm

th
 

12225244
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

31-M
ar-2016

12225244
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-648089U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
Im

itrex
C

 
Application site vesicles

 
Skin disorder

 

Page: 90 of 786
D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12226959
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

31-M
ar-2016

12226959
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-647178U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product adhesion issue
 

11908939
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-Apr-2016
11908939

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-621723U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site w
arm

th
 

Product adhesion issue
 

Skin exfoliation
 

Skin w
arm
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D
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e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11983483
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
11983483

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-630070U

SA
52 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

B12
C

 
BIO

TIN
C

 
C

ALC
IU

M
C

 
FO

LIC
 AC

ID
C

 
M

ETABIO
TIC

C
 

PR
O

BIO
TIC

A
C

 
VITAM

IN
 E

C
 

Levothyroxine
C

 
M

etform
in

C
 

Lisinopril
C

 
O

m
eprazole

C
 

Effexor
C

 
12110704
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12110704

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-638321U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site erythem

a
 

Application site pruritus
 

Application site vesicles
 

Skin texture abnorm
al
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D
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ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12110710
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12110710

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-638313U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site erythem

a
 

Application site pruritus
 

Application site vesicles
 

12215456
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12215456

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-645866U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site oedem
a

 
Application site pain

 
Application site urticaria

 
D

ry skin
 

Fatigue
 

12239170
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12239170

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648168U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site urticaria
 

D
evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12239265
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12239265

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648239U

SA
62 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Fatigue
 

Som
nolence

 
12240192
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12240192

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-635055U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site pruritus
 

Application site vesicles
 

12240201
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12240201

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648214U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

D
evice leakage

 
D

rug ineffective
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12241679
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Apr-2016
12241679

D
IR

EC
T

D
S

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Abdom
inal pain upper

ZEC
U

ITY, 6.5 M
G

 TEVA
S

2 Patch (es) As needed
Applied as m

edicated
patch to skin

 
TEVA

N
ausea

ZO
LO

FT
C

 
Application site vesicles

O
M

EPR
AZO

LE D
R

C
 

Application site pain
IN

D
R

AL LA
C

 
VIT D

2
C

 
B-12 SH

O
TS

C
 

W
AR

FAR
IN

C
 

TO
PO

M
AX

C
 

M
YR

BETR
IQ

C
 

AM
BIEN

C
 

VALIU
M

C
 

N
AR

ATR
IPTAN

 H
C

L (AM
ER

G
E)

C
 

EPIPEN
C

 
FISH

 O
IL

C
 

Application site erythem
a

 
Application site exfoliation

 
D

iarrhoea
 

12142932
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Apr-2016
12142932

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-639072U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

Incorrect drug adm
inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12191481
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Apr-2016
12191481

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-643635U

SA
51 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
D

evice battery issue
 

11909363
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
11909363

N
O

N
-EXPED

ITED
U

S-TEVA-620358U
SA

67 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site urticaria
 

D
evice leakage

 
11909417
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
11909417

N
O

N
-EXPED

ITED
U

S-TEVA-611241U
SA

21 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

dose not provided
 

TEVA
D

evice battery issue
 

11909423
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
11909423

N
O

N
-EXPED

ITED
U

S-TEVA-623445U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909431
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
11909431

N
O

N
-EXPED

ITED
U

S-TEVA-617121U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site discolouration
 

D
evice leakage

 
11909433
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
11909433

N
O

N
-EXPED

ITED
U

S-TEVA-611235U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice leakage

 
11909466
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
11909466

N
O

N
-EXPED

ITED
U

S-TEVA-615462U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12069505
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12069505

N
O

N
-EXPED

ITED
U

S-TEVA-626865U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12110698
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12110698

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-636377U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245033
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245033

N
O

N
-EXPED

ITED
U

S-TEVA-625060U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Agitation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

Topiram
ate

C
 

12245035
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245035

N
O

N
-EXPED

ITED
U

S-TEVA-623590U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pruritus
 

Application site rash
 

12245036
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245036

N
O

N
-EXPED

ITED
U

S-TEVA-623567U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
ysgeusia

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

 
12245037
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245037

N
O

N
-EXPED

ITED
U

S-TEVA-624052U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site reaction
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245039
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245039

N
O

N
-EXPED

ITED
U

S-TEVA-624045U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice adhesion issue
 

D
evice battery issue

 
D

evice issue
 

12245040
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245040

N
O

N
-EXPED

ITED
U

S-TEVA-623564U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site paraesthesia
 

D
evice battery issue

 
D

evice difficult to use
 

D
evice leakage

 
Product adhesion issue

 
12245041
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245041

N
O

N
-EXPED

ITED
U

S-TEVA-625063U
SA

40 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

12245043
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245043

N
O

N
-EXPED

ITED
U

S-TEVA-623585U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Incorrect drug adm
inistration duration
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245044
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245044

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-623370U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
erm

atitis contact
ZEC

U
ITY

S
Transderm

al
per 4 hours

 
TEVA

12245047
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245047

N
O

N
-EXPED

ITED
U

S-TEVA-623180U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12245048
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245048

N
O

N
-EXPED

ITED
U

S-TEVA-623912U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
12245049
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245049

N
O

N
-EXPED

ITED
U

S-TEVA-624597U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice use error
 

12245053
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245053

N
O

N
-EXPED

ITED
U

S-TEVA-624577U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245054
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245054

N
O

N
-EXPED

ITED
U

S-TEVA-623451U
SA

62 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12245055
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245055

N
O

N
-EXPED

ITED
U

S-TEVA-625573U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

12245056
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245056

N
O

N
-EXPED

ITED
U

S-TEVA-625020U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
12245057
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245057

N
O

N
-EXPED

ITED
U

S-TEVA-625569U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect decreased

 
12245058
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245058

N
O

N
-EXPED

ITED
U

S-TEVA-624980U
SA

73 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245059
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245059

N
O

N
-EXPED

ITED
U

S-TEVA-623128U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
D

ry skin
 

12245061
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245061

N
O

N
-EXPED

ITED
U

S-TEVA-623910U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12245062
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245062

N
O

N
-EXPED

ITED
U

S-TEVA-624054U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
12245064
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245064

N
O

N
-EXPED

ITED
U

S-TEVA-625722U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice leakage
 

12245065
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245065

N
O

N
-EXPED

ITED
U

S-TEVA-624053U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245066
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245066

N
O

N
-EXPED

ITED
U

S-TEVA-623915U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
12245067
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245067

N
O

N
-EXPED

ITED
U

S-TEVA-623568U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

 
D

evice leakage
 

12245069
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245069

N
O

N
-EXPED

ITED
U

S-TEVA-623211U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Skin exfoliation
 

12245071
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245071

N
O

N
-EXPED

ITED
U

S-TEVA-625476U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect decreased

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

12245072
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245072

N
O

N
-EXPED

ITED
U

S-TEVA-625715U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

 
TEVA
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245073
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245073

N
O

N
-EXPED

ITED
U

S-TEVA-624904U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice adhesion issue

 
D

evice issue
 

D
evice leakage

 
D

rug ineffective
 

Skin fissures
 

Skin reaction
 

12245074
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245074

N
O

N
-EXPED

ITED
U

S-TEVA-623586U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12245076
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245076

N
O

N
-EXPED

ITED
U

S-TEVA-625022U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
12245077
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245077

N
O

N
-EXPED

ITED
U

S-TEVA-624505U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice issue

 
D

evice leakage
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245078
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245078

N
O

N
-EXPED

ITED
U

S-TEVA-625563U
SA

34 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

12245079
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245079

N
O

N
-EXPED

ITED
U

S-TEVA-624613U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

12245080
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245080

N
O

N
-EXPED

ITED
U

S-TEVA-625574U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12245081
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245081

N
O

N
-EXPED

ITED
U

S-TEVA-625892U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245083
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245083

N
O

N
-EXPED

ITED
U

S-TEVA-625748U
SA

68 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Skin reaction

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pruritus
 

Application site rash
 

Application site urticaria
 

Application site w
arm

th
 

D
evice battery issue

 
D

rug effect incom
plete

 
12245084
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245084

N
O

N
-EXPED

ITED
U

S-TEVA-626072U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice leakage
 

12245089
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245089

N
O

N
-EXPED

ITED
U

S-TEVA-625035U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site pruritus
 

12245093
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245093

N
O

N
-EXPED

ITED
U

S-TEVA-626936U
SA

48 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA

Page: 106 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245106
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245106

N
O

N
-EXPED

ITED
U

S-TEVA-626205U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
12245107
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245107

N
O

N
-EXPED

ITED
U

S-TEVA-626073U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

erm
atitis contact

ZEC
U

ITY
S

 
TEVA

Application site erythem
a

 
12245108
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245108

N
O

N
-EXPED

ITED
U

S-TEVA-626208U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12245109
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245109

N
O

N
-EXPED

ITED
U

S-TEVA-626935U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pruritus
 

Application site rash
 

D
evice battery issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245111
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245111

N
O

N
-EXPED

ITED
U

S-TEVA-626913U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
N

ausea
 

12245112
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245112

N
O

N
-EXPED

ITED
U

S-TEVA-626202U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
12245113
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245113

N
O

N
-EXPED

ITED
U

S-TEVA-627875U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hours

 
TEVA

D
evice m

alfunction
 

12245116
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245116

N
O

N
-EXPED

ITED
U

S-TEVA-626194U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12245118
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245118

N
O

N
-EXPED

ITED
U

S-TEVA-626191U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Surgery
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245119
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245119

N
O

N
-EXPED

ITED
U

S-TEVA-626848U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site papules
 

12245121
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245121

N
O

N
-EXPED

ITED
U

S-TEVA-626871U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site rash

 
Application site vesicles

 
12245122
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245122

N
O

N
-EXPED

ITED
U

S-TEVA-626378U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site exfoliation

 
12245123
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245123

N
O

N
-EXPED

ITED
U

S-TEVA-627592U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Skin irritation
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245124
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245124

N
O

N
-EXPED

ITED
U

S-TEVA-626196U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site fissure

 
12245125
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245125

N
O

N
-EXPED

ITED
U

S-TEVA-626855U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site pruritus

 
Application site w

arm
th

 
12245127
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245127

N
O

N
-EXPED

ITED
U

S-TEVA-626869U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12245128
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12245128

N
O

N
-EXPED

ITED
U

S-TEVA-626861U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site rash
 

12246351
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12246351

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648496U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12246355
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12246355

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648495U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
 

12246622
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12246622

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648809U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site coldness

 
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Incorrect drug adm
inistration duration

 
12246730
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Apr-2016
12246730

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648536U

SA
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pruritus
 

D
evice battery issue

 

Page: 111 of 786
D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909425
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
11909425

N
O

N
-EXPED

ITED
U

S-TEVA-611592U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

11909475
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
11909475

N
O

N
-EXPED

ITED
U

S-TEVA-619481U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
AM

ITR
IPTYLIN

E
C

 
R

ISPER
D

AL
C

 
VIVELLE

C
 

PR
O

PAN
O

LO
L

C
 

ZO
LO

FT
C

 
ZYR

TEC
C

 
BAC

LO
FEN

C
 

TR
AM

AD
O

L
C

 
11909490
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
11909490

N
O

N
-EXPED

ITED
U

S-TEVA-618793U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Feeling abnorm

al
 

11909500
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
11909500

N
O

N
-EXPED

ITED
U

S-TEVA-618795U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12054386
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12054386

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-632781U

SA
53 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site rash
 

Sunburn
 

12119668
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12119668

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-637312U

SA
30 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice leakage
 

H
eadache

 
Intentional device m

isuse
 

Product adhesion issue
 

12245034
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12245034

N
O

N
-EXPED

ITED
U

S-TEVA-624046U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice leakage

 
12245052
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12245052

N
O

N
-EXPED

ITED
U

S-TEVA-625889U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
M

yalgia
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247920
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247920

N
O

N
-EXPED

ITED
U

S-TEVA-627678U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
12247921
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247921

N
O

N
-EXPED

ITED
U

S-TEVA-629432U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site urticaria

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
D

evice adhesion issue
 

D
evice issue

 
12247923
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247923

N
O

N
-EXPED

ITED
U

S-TEVA-629324U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

D
rug effect decreased

 
12247924
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247924

N
O

N
-EXPED

ITED
U

S-TEVA-628436U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site urticaria
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247925
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247925

N
O

N
-EXPED

ITED
U

S-TEVA-628431U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
12247926
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247926

N
O

N
-EXPED

ITED
U

S-TEVA-628270U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pruritus
 

Application site urticaria
 

D
evice battery issue

 
12247928
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247928

N
O

N
-EXPED

ITED
U

S-TEVA-627634U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
 

12247929
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247929

N
O

N
-EXPED

ITED
U

S-TEVA-628691U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Feeling abnorm
al

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12247930
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247930

N
O

N
-EXPED

ITED
U

S-TEVA-628425U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247931
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247931

N
O

N
-EXPED

ITED
U

S-TEVA-628672U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
12247932
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247932

N
O

N
-EXPED

ITED
U

S-TEVA-627675U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site sw
elling

 
12247933
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247933

N
O

N
-EXPED

ITED
U

S-TEVA-627701U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
12247935
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247935

N
O

N
-EXPED

ITED
U

S-TEVA-629322U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Product adhesion issue
 

Product physical issue
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247936
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247936

N
O

N
-EXPED

ITED
U

S-TEVA-628687U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12247937
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247937

N
O

N
-EXPED

ITED
U

S-TEVA-629323U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

D
evice battery issue

 
D

ry skin
 

12247938
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247938

N
O

N
-EXPED

ITED
U

S-TEVA-627878U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

D
evice leakage

 
12247940
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247940

N
O

N
-EXPED

ITED
U

S-TEVA-628651U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247941
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247941

N
O

N
-EXPED

ITED
U

S-TEVA-628690U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pruritus
 

Application site rash
 

12247942
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247942

N
O

N
-EXPED

ITED
U

S-TEVA-628674U
SA

18 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12247943
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247943

N
O

N
-EXPED

ITED
U

S-TEVA-627736U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
 

D
erm

atitis contact
 

12247945
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247945

N
O

N
-EXPED

ITED
U

S-TEVA-629962U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product adhesion issue
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247946
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247946

N
O

N
-EXPED

ITED
U

S-TEVA-628678U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
igraine

 
12247947
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247947

N
O

N
-EXPED

ITED
U

S-TEVA-627880U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pain
 

Product adhesion issue
 

12247949
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247949

N
O

N
-EXPED

ITED
U

S-TEVA-628437U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Form
ication

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site paraesthesia
 

12247950
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247950

N
O

N
-EXPED

ITED
U

S-TEVA-628269U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Product adhesion issue

 
12247951
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247951

N
O

N
-EXPED

ITED
U

S-TEVA-628650U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Page: 119 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247952
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247952

N
O

N
-EXPED

ITED
U

S-TEVA-629493U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erosion

 
Application site pain

 
12247954
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247954

N
O

N
-EXPED

ITED
U

S-TEVA-627756U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
D

rug effect incom
plete

 
12247955
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247955

N
O

N
-EXPED

ITED
U

S-TEVA-628688U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12247956
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247956

N
O

N
-EXPED

ITED
U

S-TEVA-629125U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Skin exfoliation

 
12247957
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247957

N
O

N
-EXPED

ITED
U

S-TEVA-627757U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247959
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247959

N
O

N
-EXPED

ITED
U

S-TEVA-629133U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12247961
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247961

N
O

N
-EXPED

ITED
U

S-TEVA-629508U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
D

rug ineffective
 

12247962
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247962

N
O

N
-EXPED

ITED
U

S-TEVA-628675U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site w

arm
th

 
12247963
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247963

N
O

N
-EXPED

ITED
U

S-TEVA-628677U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Page: 121 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247964
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247964

N
O

N
-EXPED

ITED
U

S-TEVA-627879U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site irritation
 

Application site pruritus
 

D
evice battery issue

 
12247965
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247965

N
O

N
-EXPED

ITED
U

S-TEVA-629318U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12247966
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247966

N
O

N
-EXPED

ITED
U

S-TEVA-629450U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12247969
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247969

N
O

N
-EXPED

ITED
U

S-TEVA-629123U
SA

42 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12247970
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247970

N
O

N
-EXPED

ITED
U

S-TEVA-629490U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247971
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247971

N
O

N
-EXPED

ITED
U

S-TEVA-629131U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12247972
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247972

N
O

N
-EXPED

ITED
U

S-TEVA-629486U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site paraesthesia
 

12247973
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247973

N
O

N
-EXPED

ITED
U

S-TEVA-629101U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

12247974
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247974

N
O

N
-EXPED

ITED
U

S-TEVA-629319U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12247975
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247975

N
O

N
-EXPED

ITED
U

S-TEVA-629132U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site vesicles
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247976
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247976

N
O

N
-EXPED

ITED
U

S-TEVA-629510U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

12247979
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247979

N
O

N
-EXPED

ITED
U

S-TEVA-629966U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pruritus
 

D
evice battery issue

 
Incorrect drug adm

inistration duration
 

12247984
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247984

N
O

N
-EXPED

ITED
U

S-TEVA-630434U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site vesicles

 
12247985
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247985

N
O

N
-EXPED

ITED
U

S-TEVA-630499U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12247986
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247986

N
O

N
-EXPED

ITED
U

S-TEVA-631225U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
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D
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 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247987
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247987

N
O

N
-EXPED

ITED
U

S-TEVA-630790U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 
12247990
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247990

N
O

N
-EXPED

ITED
U

S-TEVA-630791U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5m

g/4 hours
 

TEVA
12247991
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247991

N
O

N
-EXPED

ITED
U

S-TEVA-630503U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
Burning sensation

 
Incorrect drug adm

inistration duration
 

12247992
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247992

N
O

N
-EXPED

ITED
U

S-TEVA-630767U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect decreased

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

rug ineffective
 

12247993
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247993

N
O

N
-EXPED

ITED
U

S-TEVA-630065U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247994
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247994

N
O

N
-EXPED

ITED
U

S-TEVA-630046U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

Im
itrex

C
 

12247995
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247995

N
O

N
-EXPED

ITED
U

S-TEVA-630044U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12247998
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12247998

N
O

N
-EXPED

ITED
U

S-TEVA-630113U
SA

15 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12248000
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248000

N
O

N
-EXPED

ITED
U

S-TEVA-630098U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12248001
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248001

N
O

N
-EXPED

ITED
U

S-TEVA-630118U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12248002
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248002

N
O

N
-EXPED

ITED
U

S-TEVA-630119U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site hypersensitivity
 

Application site rash
 

D
rug ineffective

 
12248003
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248003

N
O

N
-EXPED

ITED
U

S-TEVA-630084U
SA

53 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Application site pruritus

 
12248004
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248004

N
O

N
-EXPED

ITED
U

S-TEVA-630398U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
Application site vesicles
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12248005
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248005

N
O

N
-EXPED

ITED
U

S-TEVA-630324U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice adhesion issue

 
D

evice battery issue
 

12248006
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248006

N
O

N
-EXPED

ITED
U

S-TEVA-631297U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12248007
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248007

N
O

N
-EXPED

ITED
U

S-TEVA-630699U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
12248009
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248009

N
O

N
-EXPED

ITED
U

S-TEVA-630116U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

12248010
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248010

N
O

N
-EXPED

ITED
U

S-TEVA-630130U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12248011
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248011

N
O

N
-EXPED

ITED
U

S-TEVA-630123U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12248012
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248012

N
O

N
-EXPED

ITED
U

S-TEVA-630507U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
 

Incorrect drug adm
inistration duration

 
U

nderdose
 

12248013
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248013

N
O

N
-EXPED

ITED
U

S-TEVA-630323U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pruritus
 

12248014
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248014

N
O

N
-EXPED

ITED
U

S-TEVA-630325U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site irritation
 

Application site reaction
 

D
evice leakage
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12248015
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248015

N
O

N
-EXPED

ITED
U

S-TEVA-630326U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
12248016
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248016

N
O

N
-EXPED

ITED
U

S-TEVA-630512U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Pruritus
 

Skin exfoliation
 

12248017
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248017

N
O

N
-EXPED

ITED
U

S-TEVA-630650U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect incom

plete
 

12248018
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248018

N
O

N
-EXPED

ITED
U

S-TEVA-630128U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site papules

 
Application site pruritus

 
Application site rash
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ate - Tim
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12248022
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248022

N
O

N
-EXPED

ITED
U

S-TEVA-631273U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
D

rug ineffective
 

12248024
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248024

N
O

N
-EXPED

ITED
U

S-TEVA-630722U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Skin sw
elling

 
12248025
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248025

N
O

N
-EXPED

ITED
U

S-TEVA-632306U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

12248026
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248026

N
O

N
-EXPED

ITED
U

S-TEVA-631263U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site dryness

 
12248033
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248033

N
O

N
-EXPED

ITED
U

S-TEVA-630712U
SA

72 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site laceration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
Im

itrex
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12248034
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248034

N
O

N
-EXPED

ITED
U

S-TEVA-632140U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
evice leakage

 
12248035
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248035

N
O

N
-EXPED

ITED
U

S-TEVA-631248U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12248925
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12248925

N
O

N
-EXPED

ITED
U

S-TEVA-628686U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

12249838
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Apr-2016
12249838

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648500U

SA
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site papules
 

Application site pruritus
 

Page: 132 of 786
D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12242793
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Apr-2016
12242793

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648551U

SA
51 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
ZEC

U
ITY

S
Transderm

al
 

TEVA
12253637
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Apr-2016
12253637

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649854U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Breast cancer
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
D

evice leakage
 

12254542
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Apr-2016
12254542

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649752U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site pain

 
Application site urticaria

 
D

evice battery issue
 

12254730
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Apr-2016
12254730

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649708U

SA
30 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12254805
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Apr-2016
12254805

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649788U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
 

TEVA
Application site pain

 
12257006
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Apr-2016
12257006

D
IR

EC
T

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

1 Patch once a day
applied as m

edicated
patch to skin

 
TEVA

Accidental exposure to product
ZO

LO
FT

C
 

Application site rash
N

U
VAR

IN
G

C
 

Application site pain
 

Product adhesion issue
 

12192348
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Apr-2016
12192348

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-643651U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
12249640
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Apr-2016
12249640

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649312U

SA
23 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12255697
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Apr-2016
12255697

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649821U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
 

12258272
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Apr-2016
12258272

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649882U

SA
54 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
D

evice leakage
 

D
rug ineffective

 
Intentional product use issue

 
Product adhesion issue

 
12261210
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Apr-2016
12261210

D
IR

EC
T

H
O

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
yspnoea

ZEC
U

ITY, 6.5 M
G

 TEVA
PH

AR
M

AC
EU

TIC
AL

S
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245798
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Apr-2016
12245798

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648868U

SA
64 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

D
rug effect incom

plete
 

12245828
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Apr-2016
12245828

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648869U

SA
60 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site hyperaesthesia
 

Application site pain
 

Application site pruritus
 

Application site sw
elling

 
12265696
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Apr-2016
12265696

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651019U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site hypoaesthesia
 

Application site irritation
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245819
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Apr-2016
12245819

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648874U

SA
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Application site sw
elling

 
Application site urticaria

 
D

rug ineffective
 

12253651
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Apr-2016
12253651

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649823U

SA
54 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site irritation

 
Application site vesicles

 
D

evice battery issue
 

D
evice leakage

 
Sunburn

 
12267804
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Apr-2016
12267804

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651039U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12269172
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Apr-2016
12269172

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651072U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
 

TEVA
12269222
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Apr-2016
12269222

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651073U

SA
31 YR

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
 

TEVA
Application site irritation

 
12269308
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Apr-2016
12269308

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651097U

SA
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
 

TEVA
Application site bruise

 
12269673
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Apr-2016
12269673

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651067U

SA
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909412
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
11909412

N
O

N
-EXPED

ITED
U

S-TEVA-622648U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site pruritus
 

Skin reaction
 

11909437
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
11909437

N
O

N
-EXPED

ITED
U

S-TEVA-609276U
SA

69 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

Prolia
C

 
Application site erythem

a
 

11909458
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
11909458

N
O

N
-EXPED

ITED
U

S-TEVA-616653U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice leakage
C

YM
BALTA

C
 

Product adhesion issue
G

ABAPEN
TIN

C
 

Application site irritation
D

ILAU
D

ID
C

 
PR

ILO
SEC

C
 

PH
EN

ER
G

AN
C

 
SU

M
ATR

IPTAN
C

 
TR

AZO
D

O
N

E
C

 
AM

BIEN
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909502
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
11909502

N
O

N
-EXPED

ITED
U

S-TEVA-618768U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice leakage
 

12245115
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12245115

N
O

N
-EXPED

ITED
U

S-TEVA-627877U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice adhesion issue

 
D

evice leakage
 

M
igraine

 
12245120
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12245120

N
O

N
-EXPED

ITED
U

S-TEVA-626181U
SA

47 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site pruritus
 

Application site sw
elling
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247934
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247934

N
O

N
-EXPED

ITED
U

S-TEVA-627681U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

D
evice battery issue

 
12247958
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247958

N
O

N
-EXPED

ITED
U

S-TEVA-629099U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12247967
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247967

N
O

N
-EXPED

ITED
U

S-TEVA-629083U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12247968
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247968

N
O

N
-EXPED

ITED
U

S-TEVA-629909U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site discolouration
 

Application site erythem
a

 
D

evice leakage
 

D
rug ineffective

 
M

igraine
 

Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247977
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247977

N
O

N
-EXPED

ITED
U

S-TEVA-629447U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
12247981
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247981

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-630755U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Blood pressure increased
ZEC

U
ITY

S
Transderm

al
 

TEVA
Anxiety

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice adhesion issue

 
D

evice leakage
 

D
rug effect decreased

 
D

rug ineffective
 

M
igraine

 
12247983
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247983

N
O

N
-EXPED

ITED
U

S-TEVA-630497U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
rug ineffective

 
Skin exfoliation

 
12247997
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247997

N
O

N
-EXPED

ITED
U

S-TEVA-630074U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247999
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12247999

N
O

N
-EXPED

ITED
U

S-TEVA-630114U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scab
ZEC

U
ITY

S
Transderm

al
 

TEVA
Inappropriate schedule of drug adm

inistration
 

12248008
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12248008

N
O

N
-EXPED

ITED
U

S-TEVA-630706U
SA

48 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site hypersensitivity

 
Application site pruritus

 
12248021
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12248021

N
O

N
-EXPED

ITED
U

S-TEVA-631230U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

D
rug ineffective
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A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
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ation A
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D
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eport
12248023
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12248023

N
O

N
-EXPED

ITED
U

S-TEVA-631229U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site erythem
a

 
Application site papules

 
Application site rash

 
D

evice issue
 

D
evice use error

 
D

rug ineffective
 

Incorrect product storage
 

Paraesthesia
 

12248027
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12248027

N
O

N
-EXPED

ITED
U

S-TEVA-631266U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site erythem
a

 
Application site pruritus

 
D

rug effect decreased
 

12248028
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12248028

N
O

N
-EXPED

ITED
U

S-TEVA-631267U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

H
eadache

 
Product adhesion issue
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270778
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270778

N
O

N
-EXPED

ITED
U

S-TEVA-631842U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

Application site pruritus
 

D
evice leakage

 
Product adhesion issue

 
12270779
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270779

N
O

N
-EXPED

ITED
U

S-TEVA-631856U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

12270780
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270780

N
O

N
-EXPED

ITED
U

S-TEVA-631844U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect delayed

ZEC
U

ITY
S

Transderm
al

 
TEVA

12270783
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270783

N
O

N
-EXPED

ITED
U

S-TEVA-631989U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

12270784
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270784

N
O

N
-EXPED

ITED
U

S-TEVA-633026U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270785
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270785

N
O

N
-EXPED

ITED
U

S-TEVA-632786U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 
12270786
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270786

N
O

N
-EXPED

ITED
U

S-TEVA-632540U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4h

 
TEVA

Application site pain
 

D
evice leakage

 
12270787
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270787

N
O

N
-EXPED

ITED
U

S-TEVA-632782U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site laceration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

12270788
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270788

N
O

N
-EXPED

ITED
U

S-TEVA-633031U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site sw
elling

 
D

evice leakage
 

D
rug effect incom

plete
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270789
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270789

N
O

N
-EXPED

ITED
U

S-TEVA-632778U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 
Application site urticaria

 
12270792
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270792

N
O

N
-EXPED

ITED
U

S-TEVA-632975U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12270793
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270793

N
O

N
-EXPED

ITED
U

S-TEVA-632981U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site pruritus
 

Application site rash
 

12270794
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270794

N
O

N
-EXPED

ITED
U

S-TEVA-632916U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
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D
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e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270795
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270795

N
O

N
-EXPED

ITED
U

S-TEVA-632539U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

12270796
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270796

N
O

N
-EXPED

ITED
U

S-TEVA-632923U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

Application site vesicles
 

D
erm

atitis contact
 

D
evice leakage

 
Product adhesion issue

 
12270797
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270797

N
O

N
-EXPED

ITED
U

S-TEVA-633034U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 6 hours

 
TEVA

Application site pain
 

12270798
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270798

N
O

N
-EXPED

ITED
U

S-TEVA-632152U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pain
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270799
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270799

N
O

N
-EXPED

ITED
U

S-TEVA-632147U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice leakage

 
12270801
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270801

N
O

N
-EXPED

ITED
U

S-TEVA-632792U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site papules
 

Application site pruritus
 

Application site w
arm

th
 

D
evice leakage

 
12270802
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270802

N
O

N
-EXPED

ITED
U

S-TEVA-633045U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA
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ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270803
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270803

N
O

N
-EXPED

ITED
U

S-TEVA-632149U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
 

D
evice leakage

 
D

rug ineffective
 

Skin reaction
 

12270804
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270804

N
O

N
-EXPED

ITED
U

S-TEVA-633037U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
12270805
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270805

N
O

N
-EXPED

ITED
U

S-TEVA-632141U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

 
D

evice battery issue
 

12270806
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270806

N
O

N
-EXPED

ITED
U

S-TEVA-632783U
SA

57 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Bradyphrenia

 
Feeling abnorm

al
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270807
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270807

N
O

N
-EXPED

ITED
U

S-TEVA-633999U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug effect incom
plete

 
12270808
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270808

N
O

N
-EXPED

ITED
U

S-TEVA-633874U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12270809
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270809

N
O

N
-EXPED

ITED
U

S-TEVA-633895U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
12270810
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270810

N
O

N
-EXPED

ITED
U

S-TEVA-634024U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site sw
elling

 
12270811
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270811

N
O

N
-EXPED

ITED
U

S-TEVA-633639U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270813
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270813

N
O

N
-EXPED

ITED
U

S-TEVA-633593U
SA

49 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
12270814
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270814

N
O

N
-EXPED

ITED
U

S-TEVA-633643U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12270815
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270815

N
O

N
-EXPED

ITED
U

S-TEVA-633691U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
12270816
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270816

N
O

N
-EXPED

ITED
U

S-TEVA-633083U
SA

54 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Incorrect drug adm
inistration duration

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Application site rash

 
R

ash erythem
atous

 

Page: 152 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270817
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270817

N
O

N
-EXPED

ITED
U

S-TEVA-633676U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site hypersensitivity

 
Application site rash

 
Application site sw

elling
 

D
evice battery issue

 
D

rug hypersensitivity
 

12270818
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270818

N
O

N
-EXPED

ITED
U

S-TEVA-633825U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
12270819
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270819

N
O

N
-EXPED

ITED
U

S-TEVA-633662U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
12270820
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270820

N
O

N
-EXPED

ITED
U

S-TEVA-633644U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
Product adhesion issue

 
Product packaging issue

 

Page: 153 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270821
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270821

N
O

N
-EXPED

ITED
U

S-TEVA-633610U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
rug ineffective

 
Paraesthesia

 
12270822
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270822

N
O

N
-EXPED

ITED
U

S-TEVA-633826U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Laceration

 
12270823
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270823

N
O

N
-EXPED

ITED
U

S-TEVA-633458U
SA

49 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
As needed

 
TEVA

Application site erythem
a

 
Application site pain

 
D

rug ineffective
 

12270824
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270824

N
O

N
-EXPED

ITED
U

S-TEVA-633656U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 

Page: 154 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270825
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270825

N
O

N
-EXPED

ITED
U

S-TEVA-633475U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice adhesion issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site rash
 

D
evice leakage

 
12270829
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270829

N
O

N
-EXPED

ITED
U

S-TEVA-634183U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g/ 4 hours

 
TEVA

Application site paraesthesia
 

12270831
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270831

N
O

N
-EXPED

ITED
U

S-TEVA-634408U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12270832
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270832

N
O

N
-EXPED

ITED
U

S-TEVA-634833U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site rash

 
12270833
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270833

N
O

N
-EXPED

ITED
U

S-TEVA-634383U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA

Page: 155 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270834
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270834

N
O

N
-EXPED

ITED
U

S-TEVA-633671U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
12270835
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270835

N
O

N
-EXPED

ITED
U

S-TEVA-633652U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
D

evice leakage
 

12270836
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270836

N
O

N
-EXPED

ITED
U

S-TEVA-633654U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

12270838
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270838

N
O

N
-EXPED

ITED
U

S-TEVA-633824U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
D

evice adhesion issue
 

Vom
iting

 

Page: 156 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270839
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270839

N
O

N
-EXPED

ITED
U

S-TEVA-634788U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

H
eadache

 
Incorrect drug adm

inistration duration
 

N
asal septum

 deviation
 

12270840
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270840

N
O

N
-EXPED

ITED
U

S-TEVA-635062U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
12270841
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270841

N
O

N
-EXPED

ITED
U

S-TEVA-634681U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
M

uscular w
eakness

O
XYC

O
D

O
N

E
C

 
O

ropharyngeal pain
phenergan

C
 

Application site erythem
a

 
Application site pruritus

 
Application site sw

elling
 

D
evice battery issue

 
D

ysphagia
 

12270842
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270842

N
O

N
-EXPED

ITED
U

S-TEVA-635043U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270843
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270843

N
O

N
-EXPED

ITED
U

S-TEVA-636464U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice adhesion issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

D
evice battery issue

 
D

evice leakage
 

D
rug effect incom

plete
 

12270844
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270844

N
O

N
-EXPED

ITED
U

S-TEVA-635074U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
D

rug ineffective
 

12270845
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270845

N
O

N
-EXPED

ITED
U

S-TEVA-634456U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12270846
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270846

N
O

N
-EXPED

ITED
U

S-TEVA-635738U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

12270847
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270847

N
O

N
-EXPED

ITED
U

S-TEVA-634947U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pain
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270848
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270848

N
O

N
-EXPED

ITED
U

S-TEVA-635751U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site hypersensitivity
 

D
evice leakage

 
12270849
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270849

N
O

N
-EXPED

ITED
U

S-TEVA-634345U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

12270850
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270850

N
O

N
-EXPED

ITED
U

S-TEVA-635088U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

12270851
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270851

N
O

N
-EXPED

ITED
U

S-TEVA-635791U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270852
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270852

N
O

N
-EXPED

ITED
U

S-TEVA-636087U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g/ 5 hours

 
TEVA

H
eadache

 
Product adhesion issue

 
12270853
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270853

N
O

N
-EXPED

ITED
U

S-TEVA-634317U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site induration
 

Application site pruritus
 

12270854
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270854

N
O

N
-EXPED

ITED
U

S-TEVA-635792U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site vesicles
 

Scab
 

W
ound drainage

 
12270855
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270855

N
O

N
-EXPED

ITED
U

S-TEVA-635788U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site rash
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270856
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270856

N
O

N
-EXPED

ITED
U

S-TEVA-634654U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adverse event

 
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

Application site reaction
 

D
evice leakage

 
H

ypersensitivity
 

12270857
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270857

N
O

N
-EXPED

ITED
U

S-TEVA-638317U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
12270858
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270858

N
O

N
-EXPED

ITED
U

S-TEVA-635725U
SA

54 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

12270859
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270859

N
O

N
-EXPED

ITED
U

S-TEVA-638319U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a
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D
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ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270860
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270860

N
O

N
-EXPED

ITED
U

S-TEVA-634949U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
12270861
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270861

N
O

N
-EXPED

ITED
U

S-TEVA-634832U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site urticaria

 
H

eadache
 

12270862
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270862

N
O

N
-EXPED

ITED
U

S-TEVA-636165U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
12270864
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270864

N
O

N
-EXPED

ITED
U

S-TEVA-634831U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12270865
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270865

N
O

N
-EXPED

ITED
U

S-TEVA-635736U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270868
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12270868

N
O

N
-EXPED

ITED
U

S-TEVA-638316U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
12271546
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12271546

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651430U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site vesicles

 
D

rug effect incom
plete

 
D

rug ineffective
 

12272138
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12272138

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651106U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site scab
 

12272244
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12272244

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651438U

SA
56 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12272248
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12272248

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651456U

SA
37 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice battery issue

 
D

rug ineffective
 

12272682
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12272682

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-650660U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

C
hem

ical injury
 

D
rug effect incom

plete
 

12273064
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12273064

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651547U

SA
34 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical burn of skin
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site burn

 
Application site discolouration

 
Application site discom

fort
 

Application site irritation
 

D
evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12274684
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Apr-2016
12274684

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651783U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site vesicles

 
Intentional product use issue

 

11909399
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
11909399

N
O

N
-EXPED

ITED
U

S-TEVA-622613U
SA

66 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

11909418
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
11909418

N
O

N
-EXPED

ITED
U

S-TEVA-623190U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
 

11909499
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
11909499

N
O

N
-EXPED

ITED
U

S-TEVA-618773U
SA

59 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pain
 

Application site paraesthesia
 

Application site rash
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12215139
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12215139

N
O

N
-EXPED

ITED
U

S-TEVA-640286U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

D
rug effect incom

plete
 

12245038
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245038

N
O

N
-EXPED

ITED
U

S-TEVA-624126U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4hours

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hours
 

TEVA
Application site erythem

a
 

Skin discolouration
 

12245050
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245050

N
O

N
-EXPED

ITED
U

S-TEVA-625905U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12245051
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245051

N
O

N
-EXPED

ITED
U

S-TEVA-625552U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12245068
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245068

N
O

N
-EXPED

ITED
U

S-TEVA-625031U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site pruritus

 
D

evice use error
 

12245070
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245070

N
O

N
-EXPED

ITED
U

S-TEVA-624132U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

Application site sw
elling

 
D

rug ineffective
 

12245075
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245075

N
O

N
-EXPED

ITED
U

S-TEVA-625900U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
evice leakage

 
D

rug effect incom
plete

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245082
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245082

N
O

N
-EXPED

ITED
U

S-TEVA-625895U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

D
evice use error

 
12245105
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245105

N
O

N
-EXPED

ITED
U

S-TEVA-627561U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pain
 

Application site rash
 

D
evice leakage

 
12245126
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12245126

N
O

N
-EXPED

ITED
U

S-TEVA-626188U
SA

65 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

ESC
ITALO

PR
AM

C
 

Application site pain
LIPITO

R
C

 
D

rug ineffective
TIZAN

ID
IN

E
C

 
Application site erosion

 
Application site sw

elling
 

D
rug effect incom

plete
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
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D
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eport
12247948
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12247948

N
O

N
-EXPED

ITED
U

S-TEVA-629453U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
ry skin

sum
atriptan

C
 

Skin discolouration
fioricet

C
 

ibuprofen
C

 
nexplanon

C
 

PER
C

O
C

ET
C

 
zofran

C
 

paroxetine
C

 
sucralfate

C
 

12247960
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12247960

N
O

N
-EXPED

ITED
U

S-TEVA-627883U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site pain

 
D

evice adhesion issue
 

D
evice battery issue

 
12248029
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12248029

N
O

N
-EXPED

ITED
U

S-TEVA-631302U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
12248037
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12248037

N
O

N
-EXPED

ITED
U

S-TEVA-631286U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12254565
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12254565

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649760U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 
12277160
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277160

N
O

N
-EXPED

ITED
U

S-TEVA-636153U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

Application site scab
 

Application site sw
elling

 
D

rug effect decreased
 

12277166
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277166

N
O

N
-EXPED

ITED
U

S-TEVA-631849U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

12277167
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277167

N
O

N
-EXPED

ITED
U

S-TEVA-633039U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site scab
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277169
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277169

N
O

N
-EXPED

ITED
U

S-TEVA-631978U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

12277180
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277180

N
O

N
-EXPED

ITED
U

S-TEVA-633686U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site discolouration
 

Application site irritation
 

Application site pruritus
 

Application site rash
 

12277181
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277181

N
O

N
-EXPED

ITED
U

S-TEVA-633024U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Product adhesion issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
Application site urticaria

 
D

evice battery issue
 

D
evice leakage
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277192
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277192

N
O

N
-EXPED

ITED
U

S-TEVA-633693U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pruritus
 

12277194
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277194

N
O

N
-EXPED

ITED
U

S-TEVA-633816U
SA

35 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site hypersensitivity

 
Application site laceration

 
Application site sw

elling
 

12277196
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277196

N
O

N
-EXPED

ITED
U

S-TEVA-636126U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site sw
elling

 
Product adhesion issue

 
12277198
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277198

N
O

N
-EXPED

ITED
U

S-TEVA-636145U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product adhesion issue
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277201
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277201

N
O

N
-EXPED

ITED
U

S-TEVA-631982U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Incorrect drug adm
inistration duration

 
12277205
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277205

N
O

N
-EXPED

ITED
U

S-TEVA-636151U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 
12277206
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277206

N
O

N
-EXPED

ITED
U

S-TEVA-636143U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

TO
PAM

AX
C

 
Application site papules

N
O

R
TR

IPTYLIN
E

C
 

Application site pruritus
ISO

M
ETH

EPTEN
E

C
 

SYN
TH

R
O

ID
C

 
12277207
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277207

N
O

N
-EXPED

ITED
U

S-TEVA-636123U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Page: 173 of 786
D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277212
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277212

N
O

N
-EXPED

ITED
U

S-TEVA-633921U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6/5 m
g over 4 hours

 
TEVA

Abdom
inal discom

fort
 

D
rug ineffective

 
12277213
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277213

N
O

N
-EXPED

ITED
U

S-TEVA-636003U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site pain
 

Application site papules
 

D
evice stim

ulation issue
 

12277215
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277215

N
O

N
-EXPED

ITED
U

S-TEVA-638287U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
12277216
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277216

N
O

N
-EXPED

ITED
U

S-TEVA-638238U
SA

72 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site urticaria
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277218
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277218

N
O

N
-EXPED

ITED
U

S-TEVA-638191U
SA

17 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site urticaria

 
M

igraine
 

12277219
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277219

N
O

N
-EXPED

ITED
U

S-TEVA-637746U
SA

51 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect delayed

ZEC
U

ITY
S

Transderm
al

 
TEVA

12277220
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277220

N
O

N
-EXPED

ITED
U

S-TEVA-638174U
SA

30 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/ 4h

 
TEVA

Application site pain
 

D
evice battery issue

 
12277221
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277221

N
O

N
-EXPED

ITED
U

S-TEVA-637726U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Palpitations
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Anxiety

 
Feeling jittery

 
12277222
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277222

N
O

N
-EXPED

ITED
U

S-TEVA-637792U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5m

g/ 4 hours
 

TEVA
D

evice battery issue
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D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277223
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277223

N
O

N
-EXPED

ITED
U

S-TEVA-637734U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site dryness

 
D

evice battery issue
 

D
evice leakage

 
Product adhesion issue

 
12277224
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277224

N
O

N
-EXPED

ITED
U

S-TEVA-637731U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site urticaria

 
D

rug effect incom
plete

 
D

rug hypersensitivity
 

D
ry skin

 
Incorrect drug adm

inistration duration
 

12277225
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277225

N
O

N
-EXPED

ITED
U

S-TEVA-638173U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pain
 

Application site vesicles
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277226
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277226

N
O

N
-EXPED

ITED
U

S-TEVA-639895U
SA

44 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discom
fort

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
12277227
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277227

N
O

N
-EXPED

ITED
U

S-TEVA-638850U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
12277228
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277228

N
O

N
-EXPED

ITED
U

S-TEVA-639900U
SA

44 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site sw
elling

 
12277229
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277229

N
O

N
-EXPED

ITED
U

S-TEVA-638816U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277230
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277230

N
O

N
-EXPED

ITED
U

S-TEVA-638350U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pain
 

Application site pruritus
 

12277232
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277232

N
O

N
-EXPED

ITED
U

S-TEVA-638294U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pain
 

Application site pruritus
 

12277233
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277233

N
O

N
-EXPED

ITED
U

S-TEVA-638848U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12277235
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277235

N
O

N
-EXPED

ITED
U

S-TEVA-638825U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
rug effect incom

plete
 

Product adhesion issue
 

Skin tightness
 

Page: 178 of 786
D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277236
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277236

N
O

N
-EXPED

ITED
U

S-TEVA-638305U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
12277237
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277237

N
O

N
-EXPED

ITED
U

S-TEVA-638835U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

w
orn a total of 10

patches betw
een

D
ec-2015 - Feb-2016

 
TEVA

Application site discolouration
 

12277238
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277238

N
O

N
-EXPED

ITED
U

S-TEVA-638838U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site reaction
 

Application site sw
elling
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277240
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277240

N
O

N
-EXPED

ITED
U

S-TEVA-639062U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/ 4 hours

 
TEVA

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
6.5 m

g/ 4 hours
 

TEVA
Application site pruritus

BO
TO

X
C

 
Application site discolouration

 
Application site pain

 
Application site rash

 
Application site reaction

 
Application site sw

elling
 

Application site vesicles
 

D
evice battery issue

 
Skin reaction

 
12277241
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277241

N
O

N
-EXPED

ITED
U

S-TEVA-639905U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

12277242
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277242

N
O

N
-EXPED

ITED
U

S-TEVA-639901U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277243
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277243

N
O

N
-EXPED

ITED
U

S-TEVA-639950U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site paraesthesia
 

12277245
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277245

N
O

N
-EXPED

ITED
U

S-TEVA-639973U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 
12277246
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277246

N
O

N
-EXPED

ITED
U

S-TEVA-639943U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

D
rug ineffective

 
12277247
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277247

N
O

N
-EXPED

ITED
U

S-TEVA-639915U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277249
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277249

N
O

N
-EXPED

ITED
U

S-TEVA-639075U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site vesicles
 

D
evice leakage

 
Product adhesion issue

 
U

nderdose
 

12277250
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277250

N
O

N
-EXPED

ITED
U

S-TEVA-639069U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site sw

elling
 

D
evice issue

 
12277251
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277251

N
O

N
-EXPED

ITED
U

S-TEVA-639082U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

H
eadache
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277252
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277252

N
O

N
-EXPED

ITED
U

S-TEVA-639932U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site papules
 

Application site vesicles
 

12277255
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277255

N
O

N
-EXPED

ITED
U

S-TEVA-639908U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site sw
elling

 
D

iarrhoea
 

H
eadache

 
Vom

iting
 

12277256
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277256

N
O

N
-EXPED

ITED
U

S-TEVA-640172U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277259
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277259

N
O

N
-EXPED

ITED
U

S-TEVA-636502U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site sw
elling

 
Application site urticaria

 
12277260
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277260

N
O

N
-EXPED

ITED
U

S-TEVA-640226U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12277261
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277261

N
O

N
-EXPED

ITED
U

S-TEVA-639912U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

12277264
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277264

N
O

N
-EXPED

ITED
U

S-TEVA-639953U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pain
 

M
igraine
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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) 

D
etailed R

eport
12277265
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277265

N
O

N
-EXPED

ITED
U

S-TEVA-640186U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
R

ash
 

12277266
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277266

N
O

N
-EXPED

ITED
U

S-TEVA-640121U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
12277267
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277267

N
O

N
-EXPED

ITED
U

S-TEVA-639974U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site sw

elling
 

Application site w
arm

th
 

Insom
nia

 
12277268
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277268

N
O

N
-EXPED

ITED
U

S-TEVA-639972U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
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eport
12277269
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277269

N
O

N
-EXPED

ITED
U

S-TEVA-636416U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

12277270
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277270

N
O

N
-EXPED

ITED
U

S-TEVA-636374U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
evice leakage

 
12277271
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277271

N
O

N
-EXPED

ITED
U

S-TEVA-636846U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12277272
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277272

N
O

N
-EXPED

ITED
U

S-TEVA-636658U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hour apply 1

patch at onset of
m

igraine apply 2nd
patch after 2 hrs as
needed

 
TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277273
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277273

N
O

N
-EXPED

ITED
U

S-TEVA-640237U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

H
ypersensitivity

 
12277276
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277276

N
O

N
-EXPED

ITED
U

S-TEVA-636156U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12277277
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277277

N
O

N
-EXPED

ITED
U

S-TEVA-636927U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12277278
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277278

N
O

N
-EXPED

ITED
U

S-TEVA-640189U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12277279
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277279

N
O

N
-EXPED

ITED
U

S-TEVA-640199U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277280
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277280

N
O

N
-EXPED

ITED
U

S-TEVA-636507U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site rash

 
U

nderdose
 

12277281
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277281

N
O

N
-EXPED

ITED
U

S-TEVA-636496U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
12277282
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277282

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-640170U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Serotonin syndrom
e

ZEC
U

ITY
S

Transderm
al

 
TEVA

Em
otional disorder

PR
ISTIQ

S
U

nknow
n

 
12277284
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277284

N
O

N
-EXPED

ITED
U

S-TEVA-636853U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Paraesthesia
 

12277285
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277285

N
O

N
-EXPED

ITED
U

S-TEVA-636512U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277286
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277286

N
O

N
-EXPED

ITED
U

S-TEVA-637304U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erosion
 

Application site erythem
a

 
Application site irritation

 
Application site paraesthesia

 
Application site pruritus

 
Application site rash

 
Application site urticaria

 
D

evice use error
 

12277287
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277287

N
O

N
-EXPED

ITED
U

S-TEVA-640205U
SA

52 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
yspnoea

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site sw

elling
 

Application site w
arm

th
 

12277288
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277288

N
O

N
-EXPED

ITED
U

S-TEVA-636845U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
D

evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277289
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277289

N
O

N
-EXPED

ITED
U

S-TEVA-637317U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site vesicles
 

D
rug effect incom

plete
 

12277291
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277291

N
O

N
-EXPED

ITED
U

S-TEVA-637709U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site reaction

 
12277292
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277292

N
O

N
-EXPED

ITED
U

S-TEVA-640221U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site injury
 

Application site pruritus
 

Application site vesicles
 

Product physical issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277293
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277293

N
O

N
-EXPED

ITED
U

S-TEVA-636849U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site rash

 
12277295
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277295

N
O

N
-EXPED

ITED
U

S-TEVA-636515U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

12277297
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277297

N
O

N
-EXPED

ITED
U

S-TEVA-636857U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12277298
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277298

N
O

N
-EXPED

ITED
U

S-TEVA-637329U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5 m

g every 4 hours
 

TEVA
D

evice battery issue
 

12277302
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277302

N
O

N
-EXPED

ITED
U

S-TEVA-640281U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

D
evice leakage

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277303
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277303

N
O

N
-EXPED

ITED
U

S-TEVA-637376U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12277304
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277304

N
O

N
-EXPED

ITED
U

S-TEVA-637422U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
izziness

 
Feeling abnorm

al
 

Feeling cold
 

Intentional device m
isuse

 
N

ausea
 

Trem
or

 
U

nderdose
 

12277305
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277305

N
O

N
-EXPED

ITED
U

S-TEVA-641360U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
Incorrect drug adm

inistration duration
 

12277307
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277307

N
O

N
-EXPED

ITED
U

S-TEVA-640275U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277309
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277309

N
O

N
-EXPED

ITED
U

S-TEVA-637679U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site reaction

PH
EN

ER
G

AN
C

 
Application site irritation

ZYR
TEC

C
 

Application site exfoliation
TIZAN

ID
IN

E
C

 
Application site pruritus

ZO
M

IG
C

 
Paraesthesia

IM
ITR

EX
C

 
KETO

R
O

LAC
C

 
ATO

R
VASTATIN

C
 

TO
PAM

AX
C

 
G

ABAPEN
TIN

C
 

12277310
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277310

N
O

N
-EXPED

ITED
U

S-TEVA-636936U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12277311
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277311

N
O

N
-EXPED

ITED
U

S-TEVA-640610U
SA

16 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site paraesthesia

 
Incorrect drug adm

inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277319
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277319

N
O

N
-EXPED

ITED
U

S-TEVA-637701U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/ 4 hours

 
TEVA

Application site bruise
 

Application site pain
 

D
evice battery issue

 
D

evice leakage
 

12277320
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277320

N
O

N
-EXPED

ITED
U

S-TEVA-640284U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Intentional product use issue
 

M
igraine

 
12277321
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277321

N
O

N
-EXPED

ITED
U

S-TEVA-637292U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
 

TEVA
Incorrect drug adm

inistration duration
 

12277325
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277325

N
O

N
-EXPED

ITED
U

S-TEVA-637722U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

6.5 m
g over 4 hours

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277874
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12277874

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-652198U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Application site sw

elling
 

D
rug ineffective

 
12278573
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12278573

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651813U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site rash
 

D
rug effect incom

plete
 

H
eadache

 
12280751
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12280751

D
IR

EC
T

O
T

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY SU

M
ATR

IPTAN
IO

N
TO

PH
O

R
ET, 6.5 M

G
S

Topical
1 Patch(es) As N

eeded
Applied to a surface,
usually the skin

 
N

U
PATH

E

Application site bruise
 

Application site erythem
a
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12280920
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-Apr-2016
12280920

D
IR

EC
T

46 YR
Fem

ale

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product adhesion issue
ZEC

U
ITY N

U
PATH

 IN
C

S
As needed applied as
m

edicated patch to skin
 

N
U

PATH
E

Application site scar
O

TH
ER

 M
IG

R
AIN

E
PR

ESC
R

IPTIO
N

S
C

 

B2
C

 
C

O
Q

10
C

 
D

rug ineffective
 

11628256
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
11628256

N
O

N
-EXPED

ITED
U

S-TEVA-596873U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

 
D

evice leakage
 

D
rug effect incom

plete
 

Product adhesion issue
 

11909344
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
11909344

N
O

N
-EXPED

ITED
U

S-TEVA-620947U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

Application site vesicles
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909369
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
11909369

N
O

N
-EXPED

ITED
U

S-TEVA-622178U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
SU

M
AVEL

C
 

Application site irritation
TR

EXIM
ET

C
 

11909395
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
11909395

N
O

N
-EXPED

ITED
U

S-TEVA-623122U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
edication overuse headache

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

11909404
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
11909404

N
O

N
-EXPED

ITED
U

S-TEVA-623375U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site pain

Elavil
C

 
Application site pain

M
elatonin

C
30 M

illigram
 D

aily; 30m
g

at hs
 

Application site urticaria
Zom

ig
C

O
ral

 
D

evice leakage
Accuneb

C
1.25/3m

L neub
 

Application site rash
C

O
R

EG
C

 
Application site erythem

a
PER

IAC
TIN

C
O

ral
12 M

illigram
 D

aily;
 

H
eadache

fenofibrate
C

O
ral

 
Insom

nia
Lasix

C
O

ral
20 G

Bq D
aily;

 
N

EU
R

O
N

TIN
C

 
N

EU
R

O
N

TIN
C

O
ral

2400 M
illigram

 D
aily;

 
H

YD
R

O
D

IU
R

IL
C

 
TO

FR
AN

IL
C

 
TO

FR
AN

IL-PM
C

 
LAM

IC
TAL

C
O

ral
400 M

illigram
 D

aily;
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909404
Preferred Term

Product
R

ole
R

oute
D

osage Text
D

uration
M

anufacturer
M

AG
-O

X
C

O
ral

400 M
illigram

 D
aily;

 
m

efenam
ic acid

C
 

SIN
G

U
LAIR

C
 

BAC
TR

O
BAN

C
 

ZEG
ER

ID
C

O
ral

1 capsule by m
outh

before breakfast/40-1.1
m

g-gram

 

N
O

R
FLEX

C
O

ral
50 M

illigram
 D

aily;
 

PH
EN

ER
G

AN
C

O
ral

150 M
illigram

 D
aily;

 
SER

O
Q

U
EL

C
O

ral
200 M

illigram
 D

aily;
 

SER
O

Q
U

EL
C

O
ral

 
SER

O
Q

U
EL

C
film

 8-2 m
g

 
ZAN

AFLEX
C

O
ral

16 M
illigram

 D
aily;

Patient taking 4 tim
es a

day

 

TIZAN
ID

IN
E

C
 

EFFEXO
R

-XR
C

150 M
G

 C
p24

 
venlafaxine

C
O

ral
150 M

illigram
 D

aily;
TR

24
 

11909487
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
11909487

N
O

N
-EXPED

ITED
U

S-TEVA-619336U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site urticaria

H
YD

R
O

XYZIN
E

C
 

Application site erythem
a

AM
ITR

IPTYLIN
E

C
 

LAM
O

TR
IG

IN
E

C
 

PH
EN

ER
G

AN
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245063
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12245063

N
O

N
-EXPED

ITED
U

S-TEVA-623916U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Blood pressure increased
M

AXALT
C

 
H

eadache
N

O
R

TR
IPTYLIN

E
C

 
D

rug ineffective
R

elpax
C

 
Adderall

C
30 M

illigram
 D

aily;
 

N
eurontin

C
 

Valium
C

 
Vitam

in E
C

 
Prom

ethazine
C

as directed (ud)
 

H
ydrochlorothiazide

C
12.5 M

illigram
 D

aily;
 

Linzess
C

290 M
icrogram

 D
aily;

 
C

ym
balta

C
60 M

illigram
 D

aily;
 

Bystolic
C

2.5 M
illigram

 D
aily;

 
Synthroid

C
50 M

icrogram
 D

aily;
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12245094
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12245094

N
O

N
-EXPED

ITED
U

S-TEVA-626918U
SA

51 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
XAN

AX
C

 
Application site pain

BO
TO

X
C

 
N

ausea
FLEXER

IL
C

 
VALIU

M
C

 
LAM

IC
TAL

C
 

LISIN
O

PR
IL

C
 

M
AXALT

C
 

M
IR

APEX
C

 
N

APR
O

XEN
C

 
PER

C
O

C
ET

C
 

R
EG

LAN
C

 
R

ELPAX
C

 
12245114
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12245114

N
O

N
-EXPED

ITED
U

S-TEVA-627560U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site paraesthesia

 
D

evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247919
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12247919

N
O

N
-EXPED

ITED
U

S-TEVA-627882U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice leakage

BAC
LO

FEN
C

 
Application site pain

ESTR
O

G
EL

C
 

Application site erythem
a

N
ASO

N
EX

C
 

Application site pruritus
O

N
D

AN
SETR

O
N

C
 

Application site pain
PR

O
ZAC

C
 

Application site paraesthesia
PER

C
O

C
ET

C
 

TIR
O

SIN
T

C
 

R
ELPAX

C
 

12247939
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12247939

N
O

N
-EXPED

ITED
U

S-TEVA-629320U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

AM
ITR

IPTYLIN
E

C
 

Application site erythem
a

C
O

M
PAZIN

E
C

 
Application site irritation

PR
O

PAN
O

LO
L

C
 

AM
BIEN

C
 

SIN
G

U
LAIR

C
 

ZYR
TEC

C
 

AC
ETAM

IN
O

PH
EN

 W
/BU

TALBITAL
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247953
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12247953

N
O

N
-EXPED

ITED
U

S-TEVA-628429U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site vesicles

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site rash
 

12248032
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12248032

N
O

N
-EXPED

ITED
U

S-TEVA-630506U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Incorrect drug adm
inistration duration

 
U

nderdose
 

12276363
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12276363

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651774U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277186
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277186

N
O

N
-EXPED

ITED
U

S-TEVA-636104U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
evice issue

 
12277187
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277187

N
O

N
-EXPED

ITED
U

S-TEVA-634828U
SA

66 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site laceration
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

12277244
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277244

N
O

N
-EXPED

ITED
U

S-TEVA-639975U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site sw
elling

 
Incorrect drug adm

inistration duration
 

12277254
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277254

N
O

N
-EXPED

ITED
U

S-TEVA-639948U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
M

igraine
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277257
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277257

N
O

N
-EXPED

ITED
U

S-TEVA-640197U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site paraesthesia
 

Application site pruritus
 

Application site rash
 

D
evice leakage

 
12277262
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277262

N
O

N
-EXPED

ITED
U

S-TEVA-639952U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site rash
 

12277296
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277296

N
O

N
-EXPED

ITED
U

S-TEVA-637371U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12277299
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12277299

N
O

N
-EXPED

ITED
U

S-TEVA-637700U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281570
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281570

N
O

N
-EXPED

ITED
U

S-TEVA-631861U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

12281576
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281576

N
O

N
-EXPED

ITED
U

S-TEVA-640559U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12281578
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281578

N
O

N
-EXPED

ITED
U

S-TEVA-635741U
SA

26 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site reaction
 

Application site sw
elling

 
Application site w

arm
th

 
Skin texture abnorm

al
 

12281582
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281582

N
O

N
-EXPED

ITED
U

S-TEVA-640603U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281583
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281583

N
O

N
-EXPED

ITED
U

S-TEVA-640824U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Adverse event
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site reaction

 
12281586
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281586

N
O

N
-EXPED

ITED
U

S-TEVA-640925U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site rash
 

Application site vesicles
 

12281587
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281587

N
O

N
-EXPED

ITED
U

S-TEVA-640557U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
12281588
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281588

N
O

N
-EXPED

ITED
U

S-TEVA-640615U
SA

17 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site sw
elling

 
12281590
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281590

N
O

N
-EXPED

ITED
U

S-TEVA-640535U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Feeling abnorm
al

ZEC
U

ITY
S

Transderm
al

 
TEVA
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ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281591
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281591

N
O

N
-EXPED

ITED
U

S-TEVA-640924U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12281593
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281593

N
O

N
-EXPED

ITED
U

S-TEVA-640553U
SA

17 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
 

TEVA
U

rticaria
 

12281594
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281594

N
O

N
-EXPED

ITED
U

S-TEVA-640919U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

12281595
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281595

N
O

N
-EXPED

ITED
U

S-TEVA-641290U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
12281604
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281604

N
O

N
-EXPED

ITED
U

S-TEVA-640937U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Page: 207 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281605
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281605

N
O

N
-EXPED

ITED
U

S-TEVA-641325U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

Product odour abnorm
al

 
Product packaging issue

 
12281700
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281700

N
O

N
-EXPED

ITED
U

S-TEVA-641366U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Incorrect drug adm

inistration duration
 

M
ultiple use of single-use product

 
Product use issue

 
12281702
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281702

N
O

N
-EXPED

ITED
U

S-TEVA-640626U
SA

34 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pruritus
 

Application site rash
 

12281703
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281703

N
O

N
-EXPED

ITED
U

S-TEVA-640935U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281704
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281704

N
O

N
-EXPED

ITED
U

S-TEVA-641731U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine w

ith aura
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

rug effect incom
plete

 
Tinnitus

 
12281705
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281705

N
O

N
-EXPED

ITED
U

S-TEVA-640946U
SA

16 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site scab
 

12281706
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281706

N
O

N
-EXPED

ITED
U

S-TEVA-641358U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

12281707
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281707

N
O

N
-EXPED

ITED
U

S-TEVA-641773U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281708
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281708

N
O

N
-EXPED

ITED
U

S-TEVA-641763U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site rash
 

12281709
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281709

N
O

N
-EXPED

ITED
U

S-TEVA-641384U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

D
evice battery issue

 
D

evice leakage
 

12281710
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281710

N
O

N
-EXPED

ITED
U

S-TEVA-640933U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
12281711
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281711

N
O

N
-EXPED

ITED
U

S-TEVA-641835U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice leakage

 
12281712
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281712

N
O

N
-EXPED

ITED
U

S-TEVA-641807U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281714
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281714

N
O

N
-EXPED

ITED
U

S-TEVA-641729U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

D
evice difficult to use

 
D

evice leakage
 

Product adhesion issue
 

12281715
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281715

N
O

N
-EXPED

ITED
U

S-TEVA-640539U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice adhesion issue

 
D

evice battery issue
 

D
evice leakage

 
D

evice use error
 

12281724
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281724

N
O

N
-EXPED

ITED
U

S-TEVA-642147U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
PR

O
ZAC

C
 

Application site pruritus
 

Application site sw
elling

 
Application site w

arm
th

 

Page: 211 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281726
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281726

N
O

N
-EXPED

ITED
U

S-TEVA-641386U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site irritation
 

Application site pruritus
 

Application site urticaria
 

12281728
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281728

N
O

N
-EXPED

ITED
U

S-TEVA-641356U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Product adhesion issue
 

12281729
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281729

N
O

N
-EXPED

ITED
U

S-TEVA-642170U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site paraesthesia
 

Application site sw
elling

 
D

evice use error
 

Product adhesion issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281730
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281730

N
O

N
-EXPED

ITED
U

S-TEVA-641839U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

evice battery issue
 

H
ypoaesthesia

 
12281732
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281732

N
O

N
-EXPED

ITED
U

S-TEVA-641673U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

D
evice battery issue

 
12281733
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281733

N
O

N
-EXPED

ITED
U

S-TEVA-642401U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site urticaria
 

12281736
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281736

N
O

N
-EXPED

ITED
U

S-TEVA-641767U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site hypoaesthesia
 

Application site pruritus
 

D
evice leakage

 
Product adhesion issue

 

Page: 213 of 786
D
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281737
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281737

N
O

N
-EXPED

ITED
U

S-TEVA-643993U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
igraine

 
12281739
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281739

N
O

N
-EXPED

ITED
U

S-TEVA-643985U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
usculoskeletal pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration

 
W

rong technique in product usage process
 

12281740
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281740

N
O

N
-EXPED

ITED
U

S-TEVA-642072U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site pain
 

R
ash

 
U

rticaria
 

12281741
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281741

N
O

N
-EXPED

ITED
U

S-TEVA-640943U
SA

30 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281742
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281742

N
O

N
-EXPED

ITED
U

S-TEVA-641843U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
D

evice leakage
 

D
evice use error

 
12281745
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281745

N
O

N
-EXPED

ITED
U

S-TEVA-641760U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Incorrect drug adm

inistration duration
 

12281746
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281746

N
O

N
-EXPED

ITED
U

S-TEVA-643995U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pruritus
 

Skin sensitisation
 

12281747
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281747

N
O

N
-EXPED

ITED
U

S-TEVA-642071U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
 of Inform

ation A
ct (FO
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D
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eport
12281748
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281748

N
O

N
-EXPED

ITED
U

S-TEVA-644398U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
onstipation

ZEC
U

ITY
S

Transderm
al

 
TEVA

12281749
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281749

N
O

N
-EXPED

ITED
U

S-TEVA-644003U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12281750
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281750

N
O

N
-EXPED

ITED
U

S-TEVA-641776U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12281751
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281751

N
O

N
-EXPED

ITED
U

S-TEVA-644006U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

D
evice leakage

 
12281752
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281752

N
O

N
-EXPED

ITED
U

S-TEVA-644367U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pruritus
 

Application site rash
 

Application site urticaria
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281753
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281753

N
O

N
-EXPED

ITED
U

S-TEVA-642144U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

R
ash m

acular
 

12281754
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281754

N
O

N
-EXPED

ITED
U

S-TEVA-643216U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12281755
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281755

N
O

N
-EXPED

ITED
U

S-TEVA-641848U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site rash
 

12281756
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281756

N
O

N
-EXPED

ITED
U

S-TEVA-644098U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
Application site urticaria
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FD
A

 A
dverse Event R

eporting System
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D
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eport
12281758
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281758

N
O

N
-EXPED

ITED
U

S-TEVA-643983U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hours

 
TEVA

Application site dryness
ZEC

U
ITY

S
Transderm

al
6.5m

g/4 hours
 

TEVA
D

evice battery issue
 

12281759
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281759

N
O

N
-EXPED

ITED
U

S-TEVA-644000U
SA

63 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12281760
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281760

N
O

N
-EXPED

ITED
U

S-TEVA-642088U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

D
evice leakage

 
12281761
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281761

N
O

N
-EXPED

ITED
U

S-TEVA-644384U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

D
evice use error

 
D

rug ineffective
 

M
igraine
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FD
A
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dverse Event R

eporting System
 (FA
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D
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12281762
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281762

N
O

N
-EXPED

ITED
U

S-TEVA-644001U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

Application site w
arm

th
 

D
evice use error

 
12281765
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281765

N
O

N
-EXPED

ITED
U

S-TEVA-642903U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

 
TEVA

12281767
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281767

N
O

N
-EXPED

ITED
U

S-TEVA-644359U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

has used 8 patches/
dates unknow

n
 

TEVA

Application site discolouration
 

Application site urticaria
 

12281768
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281768

N
O

N
-EXPED

ITED
U

S-TEVA-643181U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12281770
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281770

N
O

N
-EXPED

ITED
U

S-TEVA-644005U
SA

61 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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12281771
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281771

N
O

N
-EXPED

ITED
U

S-TEVA-643601U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice battery issue

 
W

rong technique in product usage process
 

12281773
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281773

N
O

N
-EXPED

ITED
U

S-TEVA-644385U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
evice leakage

 
Product adhesion issue

 
12281774
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281774

N
O

N
-EXPED

ITED
U

S-TEVA-643122U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

12281775
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281775

N
O

N
-EXPED

ITED
U

S-TEVA-643636U
SA

17 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Feeling abnorm
al

ZEC
U

ITY
S

Transderm
al

 
TEVA

H
angover
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281778
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281778

N
O

N
-EXPED

ITED
U

S-TEVA-642429U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12281779
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281779

N
O

N
-EXPED

ITED
U

S-TEVA-643120U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
erm

atitis atopic
ZEC

U
ITY

S
Transderm

al
 

TEVA
H

ypersensitivity
 

12281780
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281780

N
O

N
-EXPED

ITED
U

S-TEVA-643587U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
12281783
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281783

N
O

N
-EXPED

ITED
U

S-TEVA-643263U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site w
arm

th
 

D
evice leakage

 
12281784
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281784

N
O

N
-EXPED

ITED
U

S-TEVA-642446U
SA

34 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
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D

ate - Tim
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281785
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281785

N
O

N
-EXPED

ITED
U

S-TEVA-644383U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Skin w
rinkling

 
12281789
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281789

N
O

N
-EXPED

ITED
U

S-TEVA-643228U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

D
evice battery issue

 
D

evice use error
 

Incorrect drug adm
inistration duration

 
12281790
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281790

N
O

N
-EXPED

ITED
U

S-TEVA-643915U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281791
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281791

N
O

N
-EXPED

ITED
U

S-TEVA-642456U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site discolouration
 

Application site pruritus
 

Application site vesicles
 

D
erm

atitis contact
 

D
evice battery issue

 
D

rug effect incom
plete

 
12281793
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281793

N
O

N
-EXPED

ITED
U

S-TEVA-644021U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

C
om

plication of device rem
oval

 
Paraesthesia

 
12281794
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281794

N
O

N
-EXPED

ITED
U

S-TEVA-643224U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12281795
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281795

N
O

N
-EXPED

ITED
U

S-TEVA-642793U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281796
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281796

N
O

N
-EXPED

ITED
U

S-TEVA-642871U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site irritation
 

D
evice leakage

 
Product adhesion issue

 
12281798
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281798

N
O

N
-EXPED

ITED
U

S-TEVA-642781U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 
D

evice leakage
 

Product adhesion issue
 

12281802
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281802

N
O

N
-EXPED

ITED
U

S-TEVA-644820U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5m

g/4 hours
 

TEVA
D

evice leakage
 

Product adhesion issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281803
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281803

N
O

N
-EXPED

ITED
U

S-TEVA-643227U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
evice issue

 
D

evice leakage
 

H
eadache

 
M

edication residue present
 

Product adhesion issue
 

12281805
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281805

N
O

N
-EXPED

ITED
U

S-TEVA-643221U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site w
arm

th
 

D
erm

atitis contact
 

12281806
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281806

N
O

N
-EXPED

ITED
U

S-TEVA-643237U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site oedem
a

 
Application site pain

 

Page: 225 of 786
D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281807
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281807

N
O

N
-EXPED

ITED
U

S-TEVA-643610U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

12281808
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281808

N
O

N
-EXPED

ITED
U

S-TEVA-643123U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

Product adhesion issue
 

12281809
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281809

N
O

N
-EXPED

ITED
U

S-TEVA-643589U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12281810
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281810

N
O

N
-EXPED

ITED
U

S-TEVA-643233U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

N
ausea
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281811
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281811

N
O

N
-EXPED

ITED
U

S-TEVA-643914U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
U

nknow
n

 
TEVA

Application site erythem
a

 
12281812
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281812

N
O

N
-EXPED

ITED
U

S-TEVA-643603U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12281813
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281813

N
O

N
-EXPED

ITED
U

S-TEVA-643647U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

12281815
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281815

N
O

N
-EXPED

ITED
U

S-TEVA-643606U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
D

evice leakage
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281816
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281816

N
O

N
-EXPED

ITED
U

S-TEVA-643266U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site irritation
 

Application site pain
 

Application site pruritus
 

D
evice battery issue

 
12281817
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281817

N
O

N
-EXPED

ITED
U

S-TEVA-643379U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

D
erm

atitis contact
 

D
ry skin

 
Skin exfoliation

 
Skin tightness

 
12281818
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281818

N
O

N
-EXPED

ITED
U

S-TEVA-643917U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
has used 8 patches
since Jan-2016

 
TEVA

D
evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
 of Inform

ation A
ct (FO
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) 

D
etailed R

eport
12281819
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281819

N
O

N
-EXPED

ITED
U

S-TEVA-642443U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site pruritus
 

Application site rash
 

Application site w
arm

th
 

D
evice leakage

 
D

evice use error
 

D
rug effect incom

plete
 

12281820
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281820

N
O

N
-EXPED

ITED
U

S-TEVA-642434U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
ZEC

U
ITY

S
Transderm

al
 

TEVA
12281823
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281823

N
O

N
-EXPED

ITED
U

S-TEVA-642778U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

Page: 229 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281824
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281824

N
O

N
-EXPED

ITED
U

S-TEVA-642792U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site erythem

a
 

Application site urticaria
 

D
evice adhesion issue

 
D

evice leakage
 

U
rticaria

 
12281825
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281825

N
O

N
-EXPED

ITED
U

S-TEVA-642433U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

12281827
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281827

N
O

N
-EXPED

ITED
U

S-TEVA-642431U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site urticaria
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site exfoliation

 
12281828
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281828

N
O

N
-EXPED

ITED
U

S-TEVA-643953U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281829
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281829

N
O

N
-EXPED

ITED
U

S-TEVA-642575U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12281830
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281830

N
O

N
-EXPED

ITED
U

S-TEVA-642869U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12281831
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281831

N
O

N
-EXPED

ITED
U

S-TEVA-642789U
SA

35 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hours

 
TEVA

Application site dryness
 

Application site pruritus
 

D
evice leakage

 
D

rug ineffective
 

12281834
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Apr-2016
12281834

N
O

N
-EXPED

ITED
U

S-TEVA-642785U
SA

21 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5m

g/4 hours
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
 

D
evice leakage

 
D

rug effect incom
plete
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11909438
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
11909438

N
O

N
-EXPED

ITED
U

S-TEVA-611986U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12247982
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12247982

N
O

N
-EXPED

ITED
U

S-TEVA-630493U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site vesicles

 
D

ry skin
 

12247988
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12247988

N
O

N
-EXPED

ITED
U

S-TEVA-630494U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

12248019
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12248019

N
O

N
-EXPED

ITED
U

S-TEVA-631294U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
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D
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e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12248030
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12248030

N
O

N
-EXPED

ITED
U

S-TEVA-630652U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site pain
 

D
evice battery issue

 
D

evice use error
 

Skin reaction
 

12248031
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12248031

N
O

N
-EXPED

ITED
U

S-TEVA-631226U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

D
evice battery issue
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277170
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277170

N
O

N
-EXPED

ITED
U

S-TEVA-632768U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
AM

AN
TAD

IN
E

C
 

D
evice adhesion issue

AM
ITIZA

C
 

M
igraine

APLEN
SIN

C
 

M
alaise

ATIVAN
C

 
D

evice use error
C

AM
BIA

C
 

Product adhesion issue
FLO

N
ASE

C
 

Application site pruritus
G

EO
D

O
N

C
 

Application site pain
LITH

IU
M

C
 

Application site urticaria
LYR

IC
A

C
 

Application site exfoliation
M

S C
O

N
TIN

C
 

N
EXIU

M
C

 
SIN

G
U

LAIR
C

 
PER

C
O

C
ET

C
 

VYVAN
SE

C
 

ZO
LO

FT
C

 
ZYR

TEC
C

 
12277199
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277199

N
O

N
-EXPED

ITED
U

S-TEVA-636140U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug hypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site pruritus
 

Application site rash
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277214
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277214

N
O

N
-EXPED

ITED
U

S-TEVA-636148U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect incom

plete
G

ABAPEN
TIN

C
 

D
evice battery issue

TO
PAM

AX
C

 
Application site urticaria

AU
G

M
EN

TIN
C

 
Application site erythem

a
AC

ETAM
IN

O
PH

EN
C

 
Application site rash

N
APR

O
XEN

C
 

Application site pruritus
M

O
R

PH
IN

E SU
LFATE

C
 

Application site discolouration
 

12277234
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277234

N
O

N
-EXPED

ITED
U

S-TEVA-638250U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
C

hest pain
 

C
ontraindicated drug adm

inistered
 

D
evice battery issue

 
M

igraine
 

12277253
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277253

N
O

N
-EXPED

ITED
U

S-TEVA-639893U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site w

arm
th

 
Skin texture abnorm

al
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D

ate - Tim
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12277274
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277274

N
O

N
-EXPED

ITED
U

S-TEVA-636922U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 
Application site sw

elling
 

Application site w
arm

th
 

D
evice battery issue

 
12277294
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277294

N
O

N
-EXPED

ITED
U

S-TEVA-637402U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site exfoliation

 
12277306
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12277306

N
O

N
-EXPED

ITED
U

S-TEVA-637719U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12279885
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12279885

N
O

N
-EXPED

ITED
U

S-TEVA-644388U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

D
evice leakage

 
12281579
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12281579

N
O

N
-EXPED

ITED
U

S-TEVA-631859U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12281766
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12281766

N
O

N
-EXPED

ITED
U

S-TEVA-643265U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Application site sw

elling
 

Application site w
arm

th
 

D
erm

atitis contact
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281772
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12281772

N
O

N
-EXPED

ITED
U

S-TEVA-642875U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
 

12281776
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12281776

N
O

N
-EXPED

ITED
U

S-TEVA-643687U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice use error
 

12281800
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12281800

N
O

N
-EXPED

ITED
U

S-TEVA-645594U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pain
 

Application site pruritus
 

Application site vesicles
 

D
evice leakage

 
D

rug effect incom
plete

 

Page: 238 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281804
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12281804

N
O

N
-EXPED

ITED
U

S-TEVA-643631U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site discolouration
 

Application site pruritus
 

Application site sw
elling

 
D

evice battery issue
 

12284651
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284651

N
O

N
-EXPED

ITED
U

S-TEVA-634025U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Prilosec
C

20 M
illigram

 D
aily;

 
12284652
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284652

N
O

N
-EXPED

ITED
U

S-TEVA-633658U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site paraesthesia
 

Application site reaction
 

Product adhesion issue
 

Skin reaction
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284653
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284653

N
O

N
-EXPED

ITED
U

S-TEVA-634019U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284654
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284654

N
O

N
-EXPED

ITED
U

S-TEVA-634843U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
12284656
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284656

N
O

N
-EXPED

ITED
U

S-TEVA-633876U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 6 hours
 

TEVA
D

evice battery issue
 

12284657
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284657

N
O

N
-EXPED

ITED
U

S-TEVA-634268U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
Botox

C
 

Application site discolouration
D

ihydroergotam
ine

C
 

12284658
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284658

N
O

N
-EXPED

ITED
U

S-TEVA-633818U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pruritus
 

Application site sw
elling

 

Page: 240 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284659
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284659

N
O

N
-EXPED

ITED
U

S-TEVA-635756U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 
12284660
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284660

N
O

N
-EXPED

ITED
U

S-TEVA-632150U
SA

76 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

D
rug ineffective

 
Product packaging issue

 
12284661
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284661

N
O

N
-EXPED

ITED
U

S-TEVA-635082U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site discolouration
 

Application site pruritus
 

Application site rash
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284662
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284662

N
O

N
-EXPED

ITED
U

S-TEVA-633670U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect incom

plete
W

ELLBU
TR

IN
     SR

C
 

AM
ITR

IPTYLIN
E

C
 

N
AD

O
LO

L
C

 
PR

O
M

ETH
AZIN

E
C

 
N

AR
ATR

IPTAN
C

 
KETO

R
O

LAC
C

 
12284663
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284663

N
O

N
-EXPED

ITED
U

S-TEVA-635752U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

D
rug ineffective

 
R

ash
 

12284664
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284664

N
O

N
-EXPED

ITED
U

S-TEVA-634424U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

12284665
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284665

N
O

N
-EXPED

ITED
U

S-TEVA-641393U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
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D
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284671
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284671

N
O

N
-EXPED

ITED
U

S-TEVA-647171U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
D

evice use error
 

D
rug effect incom

plete
 

12284675
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284675

N
O

N
-EXPED

ITED
U

S-TEVA-647173U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

12284677
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284677

N
O

N
-EXPED

ITED
U

S-TEVA-647184U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
12284678
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284678

N
O

N
-EXPED

ITED
U

S-TEVA-647167U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site oedem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Incorrect drug adm

inistration duration
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284680
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284680

N
O

N
-EXPED

ITED
U

S-TEVA-647183U
SA

57 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284683
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284683

N
O

N
-EXPED

ITED
U

S-TEVA-645560U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

D
rug effect incom

plete
 

12284684
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284684

N
O

N
-EXPED

ITED
U

S-TEVA-646263U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
eck pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284688
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284688

N
O

N
-EXPED

ITED
U

S-TEVA-647182U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12284689
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284689

N
O

N
-EXPED

ITED
U

S-TEVA-646001U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284690
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284690

N
O

N
-EXPED

ITED
U

S-TEVA-645571U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
12284691
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284691

N
O

N
-EXPED

ITED
U

S-TEVA-646298U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hours
 

TEVA
D

evice issue
 

12284692
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284692

N
O

N
-EXPED

ITED
U

S-TEVA-645562U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284693
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284693

N
O

N
-EXPED

ITED
U

S-TEVA-646264U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Incorrect drug adm
inistration duration

 
W

rong technique in product usage process
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284694
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284694

N
O

N
-EXPED

ITED
U

S-TEVA-646337U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
Application site rash

 
Application site reaction

 
12284696
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284696

N
O

N
-EXPED

ITED
U

S-TEVA-645845U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice issue
 

12284697
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284697

N
O

N
-EXPED

ITED
U

S-TEVA-646308U
SA

17 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

12284699
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284699

N
O

N
-EXPED

ITED
U

S-TEVA-645599U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration
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12284701
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284701

N
O

N
-EXPED

ITED
U

S-TEVA-647165U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12284702
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284702

N
O

N
-EXPED

ITED
U

S-TEVA-645838U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Incorrect drug adm
inistration duration

 
12284703
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284703

N
O

N
-EXPED

ITED
U

S-TEVA-645717U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site pain
ZEC

U
ITY

S
 

TEVA
Application site pain

 
12284704
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284704

N
O

N
-EXPED

ITED
U

S-TEVA-646936U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

Product adhesion issue
 

12284705
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284705

N
O

N
-EXPED

ITED
U

S-TEVA-644645U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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12284707
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284707

N
O

N
-EXPED

ITED
U

S-TEVA-646256U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

12284708
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284708

N
O

N
-EXPED

ITED
U

S-TEVA-646874U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site derm
atitis

ZEC
U

ITY
S

 
TEVA

12284710
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284710

N
O

N
-EXPED

ITED
U

S-TEVA-646689U
SA

16 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284712
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284712

N
O

N
-EXPED

ITED
U

S-TEVA-646250U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12284713
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284713

N
O

N
-EXPED

ITED
U

S-TEVA-645030U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
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12284714
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284714

N
O

N
-EXPED

ITED
U

S-TEVA-646719U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
12284715
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284715

N
O

N
-EXPED

ITED
U

S-TEVA-646732U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site oedem
a

 
Application site pain

 
12284716
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284716

N
O

N
-EXPED

ITED
U

S-TEVA-646053U
SA

53 YR
Fem

ale
U

SA
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site oedem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hr patch

 
TEVA

Application site erythem
a

 
Application site rash

 
Application site urticaria

 
12284717
FD

A
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C
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C
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H
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O
utcom
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A
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C
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20-Apr-2016
12284717

N
O

N
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U
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SA

39 YR
Fem

ale
U
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R
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R
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D
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D
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M
anufacturer

Application site pain
ZEC

U
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S
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al
 

TEVA
Application site erythem

a
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O
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O
D

O
N

E
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12284718
FD

A
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284718

N
O

N
-EXPED

ITED
U

S-TEVA-645062U
SA

56 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
D

evice battery issue
 

12284719
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284719

N
O

N
-EXPED

ITED
U

S-TEVA-644804U
SA

77 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

12284720
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284720

N
O

N
-EXPED

ITED
U

S-TEVA-646677U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

Application site rash
 

Application site vesicles
 

D
evice leakage

 
12284721
FD

A
 R
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C
ase #

C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284721

N
O

N
-EXPED

ITED
U

S-TEVA-647161U
SA

33 YR
Fem

ale
U

SA
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
D

evice use error
 

Product adhesion issue
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12284722
FD

A
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ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284722

N
O

N
-EXPED

ITED
U

S-TEVA-645040U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Incorrect drug adm

inistration duration
 

12284723
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284723

N
O

N
-EXPED

ITED
U

S-TEVA-646739U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site sw

elling
 

12284724
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284724

N
O

N
-EXPED

ITED
U

S-TEVA-645536U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
12284725
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284725

N
O

N
-EXPED

ITED
U

S-TEVA-644811U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

D
evice leakage

 
Product adhesion issue
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12284726
FD

A
 R
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ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284726

N
O

N
-EXPED

ITED
U

S-TEVA-645071U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
igraine

 
12284727
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284727

N
O

N
-EXPED

ITED
U

S-TEVA-644599U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
evice m

alfunction
 

12284728
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284728

N
O

N
-EXPED

ITED
U

S-TEVA-644779U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
D

evice battery issue
 

D
evice leakage

 
12284729
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284729

N
O

N
-EXPED

ITED
U

S-TEVA-644810U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

Product adhesion issue
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12284730
FD

A
 R
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ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284730

N
O

N
-EXPED

ITED
U

S-TEVA-644789U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice use error

 
D

izziness
 

12284731
FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284731

N
O

N
-EXPED

ITED
U

S-TEVA-645054U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Feeling abnorm
al

 
H

eadache
 

N
ausea

 
12284732
FD

A
 R
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ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284732

N
O

N
-EXPED
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U

S-TEVA-644763U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA
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12284733
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A
 R
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284733

N
O

N
-EXPED

ITED
U

S-TEVA-645557U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site pain
 

Application site rash
 

Application site sw
elling

 
D

evice leakage
 

Product adhesion issue
 

Skin reaction
 

12284735
FD

A
 R
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ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284735

N
O

N
-EXPED
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U

S-TEVA-645037U
SA

64 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
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M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site pain
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H
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A
ge
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20-Apr-2016
12284736

N
O

N
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U

S-TEVA-645045U
SA
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U
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R
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R
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D
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M
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M
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ZEC
U
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S
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al
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Application site erythem
a

 
Application site pain

 
D

evice battery issue
 

D
rug ineffective
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A
 R
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C
ase #
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H
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O
utcom
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M
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ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284737

N
O

N
-EXPED
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U

S-TEVA-647168U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice issue
 

D
evice use error

 
12284742
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284742

N
O

N
-EXPED

ITED
U

S-TEVA-645595U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
evice issue

 
D

evice use error
 

12284743
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284743

N
O

N
-EXPED

ITED
U

S-TEVA-645659U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284744
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284744

N
O

N
-EXPED

ITED
U

S-TEVA-645653U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D

ate - Tim
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284745
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284745

N
O

N
-EXPED

ITED
U

S-TEVA-645840U
SA

40 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

12284746
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284746

N
O

N
-EXPED

ITED
U

S-TEVA-645909U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site erythem
a

 
12284747
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284747

N
O

N
-EXPED

ITED
U

S-TEVA-646722U
SA

71 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site vesicles
 

Application site w
arm

th
 

12284749
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284749

N
O

N
-EXPED

ITED
U

S-TEVA-645018U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

Application site paraesthesia
 

D
rug effect incom

plete
 

H
erpes zoster
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284750
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284750

N
O

N
-EXPED

ITED
U

S-TEVA-644808U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Anxiety
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
12284751
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284751

N
O

N
-EXPED

ITED
U

S-TEVA-645218U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12284812
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284812

N
O

N
-EXPED

ITED
U

S-TEVA-647825U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
rug effect incom

plete
 

Pain
 

12284818
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284818

N
O

N
-EXPED

ITED
U

S-TEVA-647436U
SA

31 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site irritation
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284823
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284823

N
O

N
-EXPED

ITED
U

S-TEVA-648172U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site pruritus

 
W

rong technique in product usage process
 

12284825
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284825

N
O

N
-EXPED

ITED
U

S-TEVA-647819U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

used 2 patches
 

TEVA
12284828
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284828

N
O

N
-EXPED

ITED
U

S-TEVA-647733U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
12284831
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284831

N
O

N
-EXPED

ITED
U

S-TEVA-648063U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site pain
ZEC

U
ITY

S
 

TEVA
Application site inflam

m
ation

 
Application site paraesthesia

 
Application site pruritus

 
Application site vesicles
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284834
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284834

N
O

N
-EXPED

ITED
U

S-TEVA-647455U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

H
eadache

 
Incorrect drug adm

inistration duration
 

12284835
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284835

N
O

N
-EXPED

ITED
U

S-TEVA-647833U
SA

21 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site rash
 

Application site urticaria
 

D
evice issue

 
Product adhesion issue

 
12284837
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284837

N
O

N
-EXPED

ITED
U

S-TEVA-648203U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
 

TEVA
Application site discom

fort
 

12284838
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284838

N
O

N
-EXPED

ITED
U

S-TEVA-648251U
SA

45 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284839
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284839

N
O

N
-EXPED

ITED
U

S-TEVA-647197U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
izziness

 
Feeling drunk

 
Incorrect drug adm

inistration duration
 

U
nderdose

 
12284840
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284840

N
O

N
-EXPED

ITED
U

S-TEVA-648213U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

D
evice leakage

 
12284843
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284843

N
O

N
-EXPED

ITED
U

S-TEVA-647849U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284846
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284846

N
O

N
-EXPED

ITED
U

S-TEVA-648066U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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D
etailed R

eport
12284848
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284848

N
O

N
-EXPED

ITED
U

S-TEVA-648507U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Electroencephalogram
 abnorm

al
ZEC

U
ITY

S
Transderm

al
 

TEVA
12284849
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284849

N
O

N
-EXPED

ITED
U

S-TEVA-648091U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

Product physical issue
 

12284850
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284850

N
O

N
-EXPED

ITED
U

S-TEVA-647734U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site hypersensitivity
ZEC

U
ITY

S
Transderm

al
4 hours

 
TEVA

Application site irritation
 

D
evice battery issue

 
12284851
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284851

N
O

N
-EXPED

ITED
U

S-TEVA-647199U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site w

arm
th

 
D

evice battery issue
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FD
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 A
dverse Event R

eporting System
 (FA
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ation A
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D
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eport
12284852
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284852

N
O

N
-EXPED

ITED
U

S-TEVA-648447U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
Arthralgia

 
D

yspnoea
 

M
alaise

 
Paraesthesia

 
12284855
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284855

N
O

N
-EXPED

ITED
U

S-TEVA-648245U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284856
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284856

N
O

N
-EXPED

ITED
U

S-TEVA-648520U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12284857
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284857

N
O

N
-EXPED

ITED
U

S-TEVA-647437U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
iarrhoea
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A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
 of Inform

ation A
ct (FO
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D
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eport
12284858
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284858

N
O

N
-EXPED

ITED
U

S-TEVA-648205U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site induration
 

Application site pain
 

Application site pruritus
 

D
rug ineffective

 
Incorrect drug adm

inistration duration
 

12284859
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284859

N
O

N
-EXPED

ITED
U

S-TEVA-647193U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284860
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284860

N
O

N
-EXPED

ITED
U

S-TEVA-648248U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284862
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284862

N
O

N
-EXPED

ITED
U

S-TEVA-648806U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
has used 3 patches
since O

ct-2015
 

TEVA

Application site erythem
a

 
Application site irritation
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284863
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284863

N
O

N
-EXPED

ITED
U

S-TEVA-648741U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

 
Application site irritation

 
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
Application site rash

 
D

evice leakage
 

12284865
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284865

N
O

N
-EXPED

ITED
U

S-TEVA-648871U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

D
rug ineffective

 
12284866
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284866

N
O

N
-EXPED

ITED
U

S-TEVA-649448U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284867
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284867

N
O

N
-EXPED

ITED
U

S-TEVA-647794U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site dryness
 

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Application site sw

elling
 

12284868
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284868

N
O

N
-EXPED

ITED
U

S-TEVA-647414U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
12284869
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284869

N
O

N
-EXPED

ITED
U

S-TEVA-648255U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284870
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284870

N
O

N
-EXPED

ITED
U

S-TEVA-648506U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA

Page: 265 of 786
D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284872
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284872

N
O

N
-EXPED

ITED
U

S-TEVA-647584U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
6.5 M

illigram
 D

aily;
6.5m

g/4hrs
 

TEVA

12284873
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284873

N
O

N
-EXPED

ITED
U

S-TEVA-647818U
SA

49 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
ysgeusia

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
D

rug ineffective
 

Product adhesion issue
 

12284874
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284874

N
O

N
-EXPED

ITED
U

S-TEVA-648176U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site discolouration
 

Application site exfoliation
 

Pain in extrem
ity

 
12284875
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284875

N
O

N
-EXPED

ITED
U

S-TEVA-648175U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site dryness
 

Application site irritation
 

Application site pruritus
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284876
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284876

N
O

N
-EXPED

ITED
U

S-TEVA-648240U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284877
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284877

N
O

N
-EXPED

ITED
U

S-TEVA-648093U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

12284878
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284878

N
O

N
-EXPED

ITED
U

S-TEVA-648497U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12284879
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284879

N
O

N
-EXPED

ITED
U

S-TEVA-648494U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug intolerance

 
12284880
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284880

N
O

N
-EXPED

ITED
U

S-TEVA-647413U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
D

evice leakage
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284882
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284882

N
O

N
-EXPED

ITED
U

S-TEVA-648464U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
Application site sw

elling
 

Application site urticaria
 

Application site w
arm

th
 

12284883
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284883

N
O

N
-EXPED

ITED
U

S-TEVA-647878U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
D

evice battery issue
 

12284884
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284884

N
O

N
-EXPED

ITED
U

S-TEVA-648867U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284885
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284885

N
O

N
-EXPED

ITED
U

S-TEVA-648469U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
Application site pain

 
Incorrect drug adm

inistration duration
 

12284890
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284890

N
O

N
-EXPED

ITED
U

S-TEVA-648501U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Application site pruritus

 
W

rong technique in product usage process
 

12284891
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284891

N
O

N
-EXPED

ITED
U

S-TEVA-648438U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12284892
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284892

N
O

N
-EXPED

ITED
U

S-TEVA-648775U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site sw

elling
 

Incorrect drug adm
inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284894
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284894

N
O

N
-EXPED

ITED
U

S-TEVA-648504U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284895
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284895

N
O

N
-EXPED

ITED
U

S-TEVA-648873U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site hyperaesthesia
 

Application site sw
elling

 
Application site vesicles

 
12284896
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12284896

N
O

N
-EXPED

ITED
U

S-TEVA-648855U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site sw

elling
 

Product adhesion issue
 

12285533
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12285533

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-652205U

SA
30 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

D
evice leakage

 
Sunburn
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12287286
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12287286

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-652955U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product adhesion issue

 
Product physical issue

 
12287296
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12287296

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653236U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site urticaria

 
12287634
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12287634

N
O

N
-EXPED

ITED
U

S-TEVA-648578U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site pruritus
 

Application site rash
 

D
evice adhesion issue

 
D

evice leakage
 

D
rug effect decreased

 
12289174
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Apr-2016
12289174

D
IR

EC
T

Y
33 YR

Fem
ale

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Topical

1 D
AY

Application site rash
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12289539
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Apr-2016
12289539

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653090U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12289580
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Apr-2016
12289580

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653100U

SA
28 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site scab
 

D
evice battery issue

 
12289597
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Apr-2016
12289597

N
O

N
-EXPED

ITED
U

S-TEVA-648182U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 

12070099
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Apr-2016
12070099

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-634017U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12294633
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Apr-2016
12294633

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653055U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site papules
 

Application site pruritus
 

Application site rash
 

Application site sw
elling

 
D

rug ineffective
 

12295276
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Apr-2016
12295276

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653461U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Application site sw
elling

 
Application site vesicles
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12295277
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Apr-2016
12295277

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653065U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

C
hrom

aturia
 

D
yspnoea

 
Ear infection

 
Feeling abnorm

al
 

Flank pain
 

12297773
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Apr-2016
12297773

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653993U

SA
37 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

Application site vesicles
 

Skin sensitisation
 

11909368
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Apr-2016
11909368

N
O

N
-EXPED

ITED
U

S-TEVA-621834U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sensory disturbance
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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D
etailed R

eport
11909432
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Apr-2016
11909432

N
O

N
-EXPED

ITED
U

S-TEVA-623193U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

D
evice leakage

 
D

evice use error
 

U
nderdose

 
12277577
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Apr-2016
12277577

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651771U

SA
32 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical burn of skin
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Skin sensitisation
 

12299335
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Apr-2016
12299335

N
O

N
-EXPED

ITED
U

S-TEVA-630649U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/ 4 hours

 
TEVA

D
evice failure

 
12300164
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Apr-2016
12300164

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654233U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12301139
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Apr-2016
12301139

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653944U

SA
53 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site pruritus
 

Application site w
arm

th
 

12302283
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Apr-2016
12302283

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653919U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12306804
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Apr-2016
12306804

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654291U

SA
57 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

D
rug effect incom

plete
 

12306815
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Apr-2016
12306815

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654703U

SA
39 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site vesicles
 

Page: 276 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
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 of Inform

ation A
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D
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eport
12308022
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Apr-2016
12308022

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654709U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site dryness

 
Application site erythem

a
 

Application site paraesthesia
 

Application site pruritus
 

Product physical issue
 

12232919
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Apr-2016
12232919

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-647824U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12301146
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Apr-2016
12301146

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653975U

SA
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
D

evice battery issue
 

D
rug ineffective

 
W

rong technique in product usage process
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FD
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dverse Event R

eporting System
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D
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eport
12293356
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Apr-2016
12293356

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653102U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site erythem
a

 
Application site pruritus

 
Application site sw

elling
 

D
rug effect incom

plete
 

Product physical issue
 

12313151
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Apr-2016
12313151

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654930U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site oedem
a

 
12314600
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Apr-2016
12314600

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-655051U

SA
47 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hour; 1 patch
every 2 hr as needed

 
TEVA

Inappropriate schedule of drug adm
inistration

LIALD
A

C
 

N
O

R
C

O
C

 
O

M
EPR

AZO
LE

C
 

D
IC

YC
LO

M
IN

E
C

 
R

IZATR
IPTAN

C
 

D
IAZEPAM

C
 

FLU
O

XETIN
E

C
 

Page: 278 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA
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 of Inform

ation A
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D
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eport
12314623
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Apr-2016
12314623

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654293U

SA
55 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns second degree
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 
Application site vesicles

 
Application site w

arm
th

 
Product physical issue

 

12253773
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Apr-2016
12253773

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649427U

SA
37 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site reaction
 

Application site sw
elling

 
12319121
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Apr-2016
12319121

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-655260U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
U

nknow
n

 
TEVA

12295274
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-M
ay-2016

12295274
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-653481U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site vesicles
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 A
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ation A
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D
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eport
12302094
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-M
ay-2016

12302094
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-653996U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site scab
 

Skin disorder
 

12324825
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-M
ay-2016

12324825
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-655833U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA

12273804
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-M
ay-2016

12273804
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-651812U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
U

D
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
U

D
 

TEVA
Application site irritation

Botox
C

 
N

ausea
C

am
bia

C
 

Im
itrex

C
 

N
orco

C
 

N
orflex

C
 

O
m

eprazole
C

 
Topam

ax
C

 
Zanaflex

C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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D
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eport
12331346
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-M
ay-2016

12331346
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-656408U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site oedem
a

 
Application site rash

 
12333969
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-M
ay-2016

12333969
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-656383U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

12335098
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-M
ay-2016

12335098
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-656565U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site erosion

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site rash
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D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12338914
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-M
ay-2016

12338914
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-656609U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
 

D
evice battery issue

 
D

evice use error
 

12205144
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-M
ay-2016

12205144
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-638234U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
D

erm
atitis allergic

 
D

evice battery issue
 

D
evice leakage

 
D

rug effect incom
plete
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12341617
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-M
ay-2016

12341617
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-657345U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site reaction
 

C
hem

ical injury
 

Incorrect drug adm
inistration duration

 
Product adhesion issue

 
12342669
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-M
ay-2016

12342669
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-657019U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

W
rong technique in product usage process

 

12345332
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-M
ay-2016

12345332
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-657343U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12345333
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-M
ay-2016

12345333
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-657729U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product adhesion issue
 

12052779
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-M
ay-2016

12052779
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-632148U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
D

evice leakage
Am

oxil
C

U
nknow

n
 

Application site erythem
a

 
12348358
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-M
ay-2016

12348358
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-658893U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12184597
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-M
ay-2016

12184597
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642167U
SA

51 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

D
evice battery issue
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12353140
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-M
ay-2016

12353140
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-657888U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
C

hem
ical burn of skin

 

12247922
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-M
ay-2016

12247922
N

O
N

-EXPED
ITED

U
S-TEVA-629325U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site derm

atitis
 

Application site vesicles
 

D
evice leakage

 
12330578
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-M
ay-2016

12330578
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-655551U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pruritus

 
D

evice battery issue
 

D
evice leakage

 
D

rug ineffective
 

W
rong technique in product usage process
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12365116
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-M
ay-2016

12365116
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-658852U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site inflam

m
ation

 
Application site pain

 
D

rug effect incom
plete

 
12365669
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-M
ay-2016

12365669
D

IR
EC

T
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY M
IG

R
AIN

E PATC
H

ES,
6.5 M

G
S

Topical
APPLIED

 AS
M

ED
IC

ATED
  PATC

H
TO

 SKIN

 
TEVA

Application site pruritus
ZO

LO
F

C
 

Application site vesicles
PER

C
O

C
ET

C
 

D
erm

atitis contact
XAN

AX
C

 
D

rug ineffective
M

O
R

PH
IN

E
C

 
Application site w

arm
th

BEN
AD

R
YL

C
 

Application site pain
M

U
LTI VITAM

IN
C

 
B C

O
M

PLEX
C

 

12366739
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-M
ay-2016

12366739
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-659046U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

D
rug effect incom

plete
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12372909
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-M
ay-2016

12372909
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-658832U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA

12359459
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ay-2016

12359459
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-659042U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
evice failure

 
D

evice issue
 

D
evice use error

 
12378530
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ay-2016

12378530
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-659256U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site sw

elling
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site scab
 

Application site vesicles
 

Intentional product use issue
 

Product physical issue
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12378850
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-M
ay-2016

12378850
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-658821U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

D
ry skin

 
M

igraine
 

11980800
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ay-2016

11980800
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-628673U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
12381214
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ay-2016

12381214
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660622U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12382170
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ay-2016

12382170
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660179U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12382830
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ay-2016

12382830
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-659629U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12382858
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ay-2016

12382858
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-659648U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Loss of consciousness
ZEC

U
ITY

S
Transderm

al
 

TEVA
M

alaise
 

12384821
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

18-M
ay-2016

12384821
D

IR
EC

T
Y

58 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY 6.5M

G
 TR

AN
SD

ER
M

AL
TEVA

S
Topical

BID
 Topical/Patch

 
TEVA

Application site erythem
a

 
Application site pruritus

 

11677537
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-M
ay-2016

11677537
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-604001U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
Application site inflam

m
ation

 
Application site irritation

 
D

rug effect incom
plete
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11690829
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-M
ay-2016

11690829
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-604818U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns second degree
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site vesicles
 

D
rug effect decreased

 
Sunburn

 
U

nderdose
 

11720232
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-M
ay-2016

11720232
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-606054U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice battery issue

 
D

evice leakage
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11893465
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-M
ay-2016

11893465
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-622628U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hr
 

TEVA
C

hem
ical burn of skin

SYN
TH

R
O

ID
C

 
Application site bruise

 
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site urticaria
 

D
evice battery issue

 
D

evice leakage
 

R
ash

 
12167991
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-M
ay-2016

12167991
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640288U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site rash
 

Application site w
arm

th
 

C
hem

ical injury
 

D
evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12208189
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-M
ay-2016

12208189
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644809U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
3 patches

 
TEVA

Sunburn
EFFEXO

R
C

 
Application site pruritus

ALLEG
R

A
C

 
Application site erythem

a
ProAir

C
 

Product adhesion issue
PR

EVAC
ID

C
 

Application site discom
fort

 
Application site pain

 

11909452
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

11909452
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-615119U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11966980
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

11966980
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-628271U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Application site rash
 

Application site scab
 

Application site sw
elling

 
D

erm
atitis contact

 
D

evice battery issue
 

12004762
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12004762
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-631695U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site w
arm

th
 

D
evice battery issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12070085
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12070085
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-633674U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
M

axalt
C

 
Application site urticaria

AM
ITR

IPTYLIN
E

C
 

Erythem
a

Percocet
C

 
Application site paraesthesia

Flom
ax

C
 

Application site w
arm

th
aspirin

C
 

Application site discolouration
Zofran

C
 

Application site pruritus
atorvastatin

C
 

Application site pain
Trazodone

C
 

D
evice adhesion issue

Lisinopril/H
ctz

C
 

Xanax
C

 
G

abapentin
C

 
12155436
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12155436
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640120U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site urticaria
 

Product adhesion issue
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12155529
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12155529
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-629080U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site pruritus

 
Application site vesicles

 
H

eadache
 

12170617
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12170617
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-641676U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
C

hem
ical injury

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site pain

 
Application site pruritus

 
Application site w

arm
th

 
D

evice leakage
 

Incorrect drug adm
inistration duration

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12205090
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12205090
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644815U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

N
ucentra

C
 

Application site discolouration
 

Application site dryness
 

Application site pruritus
 

Application site scab
 

D
evice leakage

 
D

rug effect incom
plete

 
M

igraine
 

12211361
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12211361
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-644784U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
G

abapentin
C

 
Application site erythem

a
Baclofen

C
 

Application site exfoliation
R

anitidine
C

 
Application site discolouration

Progesterone
C

 
Lem

brel
C

 
Sym

bicort
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12215422
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12215422
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-646058U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

Burning sensation
 

D
evice battery issue

 
Product adhesion issue

 
Product physical issue

 
12391056
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12391056
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660406U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site scab
 

Incorrect drug adm
inistration duration

 
W

rong technique in product usage process
 

12391254
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12391254
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660472U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
6.5m

g every 4 hours
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

Pain in extrem
ity
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12391264
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-M
ay-2016

12391264
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660377U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

M
igraine

 

12013007
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12013007
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-631304U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
C

erebrovascular accident
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

M
AXALT

C
 

Application site discolouration
 

Application site erythem
a

 
Application site paraesthesia

 
Application site pruritus

 
Application site reaction

 
Application site sw

elling
 

Application site w
arm

th
 

D
evice issue

 
M

iliaria
 

Product physical issue
 

Skin reaction
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12165408
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12165408
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640932U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
evice battery issue

 
D

evice leakage
 

12192624
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12192624
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643951U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site urticaria
 

C
hem

ical injury
 

12224072
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12224072
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-646682U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
D

evice leakage
 

Page: 299 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12226308
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12226308
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-647186U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Abdom
inal pain

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site urticaria
 

Application site vesicles
 

D
iarrhoea

 
D

rug ineffective
 

N
ausea

 
12232471
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12232471
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-647765U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site exfoliation

 
Application site pain

 
Application site scar

 
D

evice adhesion issue
 

D
evice leakage
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12356200
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12356200
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-658028U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site pain

 
Application site paraesthesia

 
12393684
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12393684
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660766U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12394356
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12394356
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660607U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site w
arm

th
 

Inappropriate schedule of drug adm
inistration

 
Product adhesion issue
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FD
A

 A
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eporting System
 (FA
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S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12394483
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-M
ay-2016

12394483
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660616U
SA

57 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Product adhesion issue
 

Product physical issue
 

11651595
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

11651595
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-603309U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site vesicles

 
Application site w

arm
th

 
D

evice battery issue
 

H
eadache

 
N

ausea
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11720603
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

11720603
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-606951U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug dependence

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

Application site burn
ZEC

U
ITY

S
Transderm

al
4 hours

 
TEVA

C
hem

ical burn of skin
ZEC

U
ITY

S
Transderm

al
4 hours

 
TEVA

Application site erosion
 

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site urticaria

 
D

evice leakage
 

D
rug effect incom

plete
 

D
rug ineffective

 
D

ry skin
 

Incorrect product storage
 

Sunburn
 

11920395
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

11920395
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-625477U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site necrosis

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

Application site exfoliation
D

YM
ISTA

C
 

D
evice battery issue

SIN
G

U
LAIR

C
 

Application site discolouration
 

Application site erythem
a
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12085723
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

12085723
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-634835U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
N

o D
rug nam

e
C

 
Application site erythem

a
 

Product adhesion issue
 

Product physical issue
 

R
ash m

acular
 

W
rong technique in product usage process

 
12147424
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

12147424
EXPED

ITED
 (15-D

AY)
U

S-TEVA-640223U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pain in extrem
ity

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
uscle tightness

M
axalt

C
 

Application site erythem
a

 
M

uscle spasm
s

 
12254739
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

12254739
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-650136U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
Verapam

il
C

 
W

rong technique in product usage process
N

orco
C
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12257628
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

12257628
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-650267U
SA

64 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

G
ABAPEN

TIN
C

 
Application site erythem

a
M

etform
in

C
 

Application site rash
 

12364198
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

12364198
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-658347U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site scab

 
12398165
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

12398165
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-660382U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
Product physical issue

 
12400218
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-M
ay-2016

12400218
D

IR
EC

T
O

T
39 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

ZEC
U

ITY
S

Topical
1 patch(es) As needed
Applied as m

edicated
patch to skin

 
TEVA

D
erm

atitis contact
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11893312
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

11893312
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-623376U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

Application site vesicles
 

Application site w
arm

th
 

Burns second degree
 

D
evice battery issue

 
11893466
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

11893466
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-622662U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site scar

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site papules

 
Application site pruritus

 
Application site urticaria

 
D

rug hypersensitivity
 

Product adhesion issue
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12116475
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

12116475
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-637286U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
TO

PAM
AX

C
 

Application site sw
elling

SIN
G

U
LAIR

C
 

Application site pruritus
PR

O
C

AR
D

IA
C

 
Application site pain

D
EXILAN

T
C

 
Application site urticaria

AD
VAIR

C
 

D
rug effect delayed

IM
ITR

EX
C

 
Application site rash

 
12128057
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

12128057
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-638254U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
2 patches, 4 hrs 2 m

in
apart

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
D

evice leakage
 

D
rug effect decreased

 
D

rug ineffective
 

N
ausea
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12142351
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

12142351
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-635806U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site haem
orrhage

 
Application site pain

 
Application site vesicles

 
D

rug effect incom
plete

 
12160888
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

12160888
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-640554U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site w
arm

th
 

D
evice adhesion issue

 
Product physical issue

 
12187270
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

12187270
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-642868U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site paraesthesia
 

Application site urticaria
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12272458
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

12272458
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-632777U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
for 4 hours

 
TEVA

Application site erythem
a

 
Application site reaction

 
D

evice battery issue
 

D
evice leakage

 
Product adhesion issue

 
Skin reaction

 
12404299
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-M
ay-2016

12404299
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-661516U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

D
rug effect incom

plete
 

12196480
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-M
ay-2016

12196480
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-643991U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site w
arm

th
 

C
hem

ical injury
 

D
rug adm

inistration error
 

D
rug effect incom

plete
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12235322
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-M
ay-2016

12235322
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-647802U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site inflam
m

ation
 

Application site pain
 

Application site scar
 

Application site sw
elling

 
M

igraine
 

R
ash erythem

atous
 

12257923
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-M
ay-2016

12257923
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-650174U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
Sunburn
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12080905
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-M
ay-2016

12080905
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-634245U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scar

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site irritation

 
Application site pruritus

 
Application site urticaria

 
Application site w

arm
th

 
Product physical issue

 
12410821
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-M
ay-2016

12410821
EXPED

ITED
 (15-D

AY)
O

T
U

S-TEVA-662479U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site reaction

 

12119648
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

01-Jun-2016
12119648

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-637313U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site pain
 

Application site pruritus
 

Application site w
arm

th
 

M
igraine
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12428737
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

01-Jun-2016
12428737

D
IR

EC
T

Y
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 

12281734
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Jun-2016
12281734

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-641654U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

adderall
C

 
Application site reaction

 
H

ypersensitivity
 

12433328
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Jun-2016
12433328

D
IR

EC
T

Y
59 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY PAD

 6.5M
G

/4H
S

 
12466191
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Jun-2016
12466191

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-661836U

SA
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain
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ation A
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D
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eport
12155964
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Jun-2016
12155964

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-639933U

SA
56 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

Application site vesicles
 

D
rug ineffective

 
W

rong technique in product usage process
 

12235458
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Jun-2016
12235458

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-647828U

SA
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site urticaria

m
elatonin

C
 

Application site pruritus
N

asonex
C

 
Application site vesicles

Prevacid
C

 
Tizanidine

C
 

Topam
ax

C
 

W
ellbutrin

C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12235472
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Jun-2016
12235472

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-647871U

SA
39 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

TO
PAM

AX
C

 
Application site pain

PR
O

ZAC
C

 
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

D
evice battery issue

 
D

evice use error
 

12434296
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Jun-2016
12434296

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-663335U

SA
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

Application site pain
 

W
rong technique in product usage process

 
12434666
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Jun-2016
12434666

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-663425U

SA
30 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site w
arm

th
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 (FA
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D
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eport
12436825
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Jun-2016
12436825

D
IR

EC
T

O
T

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY, 6.5 M

G
S

Topical
1 patch(es) as needed
applied as m

edicated
patch to skin

 
TEVA

TO
PAM

AX
C

 
TIZAN

ID
IN

E
C

 
TR

AZO
D

O
N

E
C

 
VITAM

IN
 E

C
 

12466199
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Jun-2016
12466199

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-662161U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site vesicles

 

12166347
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Jun-2016
12166347

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-641826U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site scab
 

C
hem

ical burn of skin
 

D
evice leakage
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FD
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 (FA
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S)
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 of Inform

ation A
ct (FO
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D
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eport
12169070
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Jun-2016
12169070

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-641362U

SA
54 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site irritation
 

Application site pain
 

D
evice adhesion issue

 
Incorrect drug adm

inistration duration
 

12192655
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Jun-2016
12192655

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-643990U

SA
29 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5m

g/4 hours
 

TEVA
Application site burn

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hours

 
TEVA

Application site erythem
a

 
Application site paraesthesia

 
Application site w

arm
th

 
D

evice battery issue
 

D
evice leakage

 
Product quality issue
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FD
A
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dverse Event R
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 (FA
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S)
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 of Inform
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ct (FO
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D
etailed R

eport
12201022
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Jun-2016
12201022

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-644363U

SA
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site scar
 

Application site vesicles
 

Blood blister
 

C
om

plication of device rem
oval

 
D

evice use error
 

12246542
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Jun-2016
12246542

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648544U

SA
21 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site vesicles
 

Patient dissatisfaction w
ith treatm

ent
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FD
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ct (FO
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D
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eport
12253659
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Jun-2016
12253659

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649845U

SA
34 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site pruritus

 
Application site sw

elling
 

12279908
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Jun-2016
12279908

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-651717U

SA
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
N

orco
C

 
Application site discolouration

M
eloxicam

C
 

Application site paraesthesia
 

Application site w
arm

th
 

Page: 318 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A
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D
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eport
11899198
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
11899198

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-623428U

SA
68 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site rash
 

Application site vesicles
 

D
erm

atitis contact
 

Sunburn
 

11911399
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
11911399

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-623642U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site discom

fort
 

Application site erythem
a

 
Application site pain

 
Application site scab

 
C

hem
ical injury
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FD
A

 A
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Freedom
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ation A
ct (FO
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D
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eport
12167960
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12167960

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-641295U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site vesicles
 

12203716
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12203716

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-644394U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site laceration
 

Application site pain
 

Application site scar
 

D
evice adhesion issue

 
12254762
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12254762

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-650094U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain
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FD
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D
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eport
12281003
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12281003

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-652201U

SA
67 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

AC
ETAM

IN
O

PH
EN

\H
YD

R
O

C
O

D
O

N
E BITAR

TR
ATE

C
 

Application site erythem
a

N
U

C
YN

TA
C

 
Application site exfoliation

 
Application site urticaria

 
D

evice battery issue
 

Product adhesion issue
 

W
rong technique in product usage process

 
12436822
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12436822

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-664059U

SA
33 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site pain

 
Application site scab

 
Application site vesicles
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A
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Freedom
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D
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eport
12438346
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12438346

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-663732U

SA
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Product adhesion issue
 

Product physical issue
 

12438748
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12438748

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-661095U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site urticaria

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pain

 
Product physical issue

 
12439360
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12439360

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-663777U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site exfoliation

 
Application site rash

 
Product physical issue
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D
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eport
12442788
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12442788

D
IR

EC
T

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Topical

1 Patch(es) As N
eeded

Applied as m
edicated

patch to skin

 
TEVA

Application site pruritus
TO

PAM
AX

C
 

Application site pain
N

O
R

TR
IPTYLIN

E
C

 
Application site erythem

a
ZO

LO
FT

C
 

12443056
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

06-Jun-2016
12443056

D
IR

EC
T

O
T

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY, 6.5 M
G

 TEVA
S

Transderm
al

4 Patch (es)  As N
eeded

Applied to a surface,
usually the skin

 
TEVA

Application site pain
SU

M
AO

TR
IPTAN

C
 

Pain
O

N
D

AN
SATR

O
N

C
 

N
APR

O
XEN

C
 

PR
EN

ATAL W
ITH

 FO
LIC

 AC
ID

C
 

H
yperaesthesia

 
Pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12083595
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Jun-2016
12083595

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-635765U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site w
arm

th
 

D
evice battery issue

 
D

rug ineffective
 

Product adhesion issue
 

12154238
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Jun-2016
12154238

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-640175U

SA
37 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site urticaria
 

Incorrect drug adm
inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12188841
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Jun-2016
12188841

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-642474U

SA
57 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
used m

ultiple other
patches prior 19-
Jan-2016

 
TEVA

Application site discom
fort

 
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
 

Application site reaction
 

Application site sw
elling

 
D

erm
atitis allergic

 
D

evice battery issue
 

Product adhesion issue
 

Product physical issue
 

12444611
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Jun-2016
12444611

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-664619U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12444789
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Jun-2016
12444789

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-664610U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12446803
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Jun-2016
12446803

D
IR

EC
T

Y
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY PAD

 6.5M
G

/4H
S

 
12447424
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

07-Jun-2016
12447424

D
IR

EC
T

Y
O

T
39 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Topical

 
Application site erythem

a
 

12450576
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jun-2016
12450576

D
IR

EC
T

O
T

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY SU

M
ATR

IPTAN
IO

N
TO

PH
O

R
ETI, 6.5 M

G
 TEVA

S
1 patch O

nce a day
Applied to a surface,
usually the skin

 
TEVA

LEVO
TH

YR
O

XIN
E

C
 

AM
ER

G
E

C
 

M
AG

N
ESIU

M
C

 
B2

C
 

Application site burn
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12104348
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-Jun-2016
12104348

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-636141U

SA
44 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site sw
elling

 
Application site urticaria

 
C

hem
ical injury

 
D

erm
atitis contact

 
D

evice leakage
 

D
rug effect incom

plete
 

H
ypersensitivity

 
Product adhesion issue

 
R

ash
 

12451551
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-Jun-2016
12451551

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665291U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12453331
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-Jun-2016
12453331

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665383U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Product adhesion issue
 

12454565
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-Jun-2016
12454565

D
IR

EC
T

O
T

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Topical

 
TEVA

Application site pain
VIIBR

YD
C

 
Application site sw

elling
BAC

LO
FEN

C
 

Application site pruritus
C

LO
N

AZEPAM
C

 
Application site w

arm
th

VITAM
IN

 B
C

 
Application site inflam

m
ation

M
AG

N
ESIU

M
C

 
Application site vesicles

BIO
TIN

C
 

Application site discharge
 

Application site erythem
a

 

12456310
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-Jun-2016
12456310

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665803U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site inflam

m
ation

 
Application site pain

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12457014
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-Jun-2016
12457014

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666004U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

M
igraine

 
12457203
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-Jun-2016
12457203

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665372U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site inflam
m

ation
 

Application site paraesthesia
 

Application site pruritus
 

D
rug effect incom

plete
 

12458522
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

10-Jun-2016
12458522

D
IR

EC
T

O
T

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Topical

3 patch(es) once a day
applied as m

edicated
patch to skin

 

IBESAR
TIN

C
 

SU
M

ATR
IPTAN

C
 

M
U

LTI VITAM
IN

C
 

Application site scar
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12052508
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Jun-2016
12052508

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-631846U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
has used 5 or 6 patches

 
TEVA

Application site erythem
a

 
Application site pain

 
C

hest discom
fort

 
C

hest pain
 

D
izziness

 
D

rug ineffective
 

H
eadache

 
Palpitations

 
Product adhesion issue

 
Product physical issue

 
12191520
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Jun-2016
12191520

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-643648U

SA
53 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
LEXAPR

O
C

20 M
illigram

 D
aily;

 
Application site pruritus

SYN
TH

R
O

ID
C

daily
 

Application site sw
elling

VALTR
EX

C
daily

 
Application site erythem

a
 

C
ontusion

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11706355
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
11706355

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-601509U

SA
21 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site paraesthesia
 

Application site scab
 

Application site urticaria
 

Application site w
arm

th
 

12185597
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12185597

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-642866U

SA
26 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dysaesthesia

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site scab
 

Application site sw
elling

 
Application site urticaria
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12226364
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12226364

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-647190U

SA
53 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site rash
 

Application site reaction
 

12239159
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12239159

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-648152U

SA
20 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Application site rash
 

Application site w
arm

th
 

Petechiae
 

Skin texture abnorm
al
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12333925
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12333925

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-656378U

SA
53 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site vesicles
 

D
erm

atitis contact
 

D
evice battery issue

 
12430276
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12430276

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-663993U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12459706
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12459706

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665966U

SA
26 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site pain
 

W
rong technique in product usage process
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12463518
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12463518

D
IR

EC
T

O
T

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY PAD
 6.5 M

G
 / 4 H

O
U

R
S

SU
M

, 6.5 M
G

 TEVA
PH

AR
M

AC
EU

TIC
AL IN

D
U

STR
IES

LTD

S
1 Patch as needed
applied as m

edicated
patch to skin

 
TEVA

Application site w
arm

th
Q

N
ASL

C
 

Application site pain
PAM

ELO
R

C
 

Abasia
O

R
TH

O
 M

IC
R

O
N

O
R

C
 

Application site vesicles
LID

O
C

AIN
E PATC

H
C

 
BIAXIN

C
 

SALIN
E N

ASAL R
IN

SE W
ITH

G
EN

TAM
YC

IN
 AN

D
M

O
M

ETASO
N

E

C
 

TEM
O

VATE
C

 
SILVAD

EN
E

C
 

M
AXALT

C
 

PEPC
ID

 C
O

M
PLETE

C
 

BU
TTER

BU
R

C
 

VITAM
IN

 B2
C

 
C

O
-EN

ZYM
E Q

10
C

 
M

U
LTIVITAM

IN
C

 
AD

VIL
C

 
ALEVE

C
 

EXC
ED

R
IN

C
 

Application site inflam
m

ation
 

Application site reaction
 

Burns second degree
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12463819
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12463819

D
IR

EC
T

Y
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12463968
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12463968

D
IR

EC
T

Y
O

T
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Topical
 

TEVA
Skin exfoliation

 
12464021
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12464021

D
IR

EC
T

O
T

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
1 patch(es) As needed
Applied as m

edicated
patch to skin

4 H
R

TEVA

Application site burn
SPR

IX
C

 
Application site discharge

R
EPLAX

C
 

C
O

D
EIN

E
C

 
ZO

FR
AN

C
 

AD
VIL

C
 

ALLEVE
C

 
Application site pruritus

 
Application site vesicles
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)
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 of Inform

ation A
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D
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eport
12464227
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jun-2016
12464227

D
IR

EC
T

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

ZEC
U

ITY
S

 
Application site pruritus

AM
ITR

IPTYLIN
E

C
 

Burning sensation
AM

ER
G

E
C

 
TYEN

O
L

C
 

M
O

TR
IN

C
 

Application site burn
 

Application site dryness
 

12294898
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12294898

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-653091U

SA
28 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site rash
 

Application site sw
elling

 
Application site urticaria

 
12463549
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12463549

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666031U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site exfoliation

 
Application site pain

 
Application site pruritus

 
W

rong technique in product usage process
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
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ation A
ct (FO

IA
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D
etailed R

eport
12465158
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12465158

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666422U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site pain

 
Application site paraesthesia

 
Product adhesion issue

 
12465162
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12465162

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666423U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
12467008
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467008

D
IR

EC
T

O
T

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
edical device site pain

ZEC
U

ITY, 6.5 M
G

S
Topical

1 Patch(es) As N
eeded

Applied as m
edicated

patch to skin

 
TEVA

Application site burn
PEPC

ID
C

 
Application site erythem

a
C

LAR
ITIN

C
 

AM
BIEN

C
 

IM
ITR

EX
C

 
ZO

FR
AN

C
 

SKELAXIN
C

 
M

U
LTI-VITAM

IN
C

 
BIO

TIN
C

 
ZIN

C
C

 
VIT C

C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12467210
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467210

D
IR

EC
T

Y
O

T
37 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY, 9.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

12467263
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467263

D
IR

EC
T

O
T

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

ZEC
U

R
ITY, 6.5 M

G
 TEVA

S
1 patch(es)    applied as
m

edicated patch to skin
20 M

IN
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pain

 
12467524
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467524

D
IR

EC
T

Y
O

T
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY, 6.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

Application site w
arm

th
 

M
edical device site erythem

a
 

12467614
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467614

D
IR

EC
T

Y
O

T
43 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY, 9.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

Application site vesicles
 

Page: 338 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12467622
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467622

D
IR

EC
T

Y
O

T
20 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY, 9.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

Application site scar
 

12467637
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467637

D
IR

EC
T

Y
O

T
56 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY, 9.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

Application site bruise
 

Application site paraesthesia
 

C
hem

ical injury
 

12467664
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467664

D
IR

EC
T

Y
O

T
27 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY, 9.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

12467674
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12467674

D
IR

EC
T

Y
O

T
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin exfoliation
ZEC

U
ITY, 9.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

Application site burn
 

12468073
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

14-Jun-2016
12468073

D
IR

EC
T

Y
O

T
32 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY, 6.5M

G
S

Transderm
al

 
TEVA

D
evice leakage
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eport
12433292
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12433292

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-662814U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site vesicles

 
12468626
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12468626

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666679U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
C

hem
ical injury

 
12469261
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12469261

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667531U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Skin reaction

 
12469269
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12469269

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666660U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site oedem
a

 
Application site pain

 
Application site pruritus

 
Application site rash

 
W

rong technique in product usage process
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 A
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D
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eport
12469319
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12469319

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667718U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12469320
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12469320

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667942U

SA
37 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

ZO
N

EG
R

AN
C

200 M
illigram

 D
aily;

 
Application site vesicles

 
12469339
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12469339

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667719U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site rash
 

Application site sw
elling

 
Application site urticaria

 
Application site vesicles
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 A
dverse Event R

eporting System
 (FA
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ct (FO
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D
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eport
12469345
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12469345

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666786U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

TR
AM

AD
O

L
C

 
N

ausea
FIO

R
IC

ET
C

 
Application site exfoliation

TO
R

AD
O

L
C

 
Application site dryness

 
Application site erythem

a
 

Application site paraesthesia
 

Application site sw
elling

 
D

izziness
 

12470671
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12470671

D
IR

EC
T

38 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns first degree
ZEC

U
ITY

S
Topical

1 Patch(es) As N
eeded

Applied as m
edicated

patch to skin

 
TEVA

Application site pain
LAM

IC
TAL

C
 

Application site irritation
ZO

N
ISAM

ID
E

C
 

C
hem

ical injury
 

M
igraine

 
M

usculoskeletal stiffness
 

N
ausea

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
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Freedom
 of Inform

ation A
ct (FO
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D
etailed R

eport
12470760
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12470760

D
IR

EC
T

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pain in extrem
ity

ZEC
U

ITY, 6.5 M
G

 TEVA
S

1 patch(es)  applied as
m

edicated patch to skin
 

TEVA

LEXAPR
O

C
 

SIN
G

U
LAIR

C
 

FISH
 O

IL
C

 
B C

O
M

PLEX
C

 
M

U
LTIVITAM

IN
S

C
 

PR
O

BIO
TIC

C
 

IR
O

N
C

 
R

ash erythem
atous

 
12470769
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12470769

D
IR

EC
T

O
T

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin discolouration
ZEC

U
ITY PATC

H
S

1 PATC
H

(ES)  APPLIED
TO

 A SU
R

FAC
E,

U
SU

ALLY TH
E SKIN

 

Application site burn
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D
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eport
12470828
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12470828

D
IR

EC
T

O
T

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Erythem
a

ZEC
U

ITY
S

 
Scar

PH
EN

ER
G

AN
C

 
EFFEXO

R
C

 
TEG

R
ETO

L
C

 
VALIU

M
C

 
LEVO

TH
YR

O
XIN

C
 

N
EXIU

M
C

 
Blister

 
Burns second degree

 
12470834
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12470834

D
IR

EC
T

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY, 6.5 M

G
S

4 Patch (es) once a day
applied as m

edicated
patch to skin

 

Application site erythem
a

G
ABAPEN

TIN
C

 
BO

TO
X

C
 

FISH
 O

IL
C

 
VITAM

IN
 C

C
 

VITAM
IN

 B12
C

 
Application site burn
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12470866
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12470866

D
IR

EC
T

O
T

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

1 patch for 4 hour
 

TEVA
FLEXER

IL
C

 
TO

PAM
AX

C
 

FIO
R

IC
ET

C
 

ELAVIL
C

 
TR

AZAD
O

N
E

C
 

N
APR

O
XEN

C
 

C
O

M
PAZIN

E
C

 
12470892
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12470892

D
IR

EC
T

O
T

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY TEVA

PH
AR

M
AC

EU
TIC

ALS
S

 
TEVA

D
rug ineffective

TR
O

KEN
D

I XR
C

 
Im

paired w
ork ability

C
ALC

IU
M

 W
ITH

 D
3

C
 

H
yperaesthesia

M
AG

N
ESIU

M
C

 
Tenderness

C
O

Q
10

C
 

Scar
B2

C
 

Application site erythem
a

 
Application site pain

 
D

evice leakage
 

Scab
 

12471400
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12471400

D
IR

EC
T

Y
O

T
38 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY, 6.5 M

G
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12471428
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12471428

D
IR

EC
T

Y
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY PATC

H
, 6.5M

G
/4H

S
Transderm

al
 

TEVA
Application site erythem

a
 

12471451
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12471451

D
IR

EC
T

Y
24 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY, 6.5M

G
/4H

 TEVA
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site urticaria

 
12471862
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jun-2016
12471862

D
IR

EC
T

Y
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY PAD

 6 5M
G

/4H
S

 
Application site scar

 

12297453
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12297453

EXPED
ITED

 (15-D
AY)

U
S-TEVA-653642U

SA
22 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hr
 

TEVA
Application site erythem

a
TO

PR
AL

C
 

Skin irritation
BO

TO
X

C
 

ZO
FR

AN
C

as needed
 

SU
M

ATR
IPTAN

C
O

ral
 

FR
O

VA
C

 
AXER

T
C

as needed
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12434311
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12434311

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-664612U

SA
48 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site rash
 

D
rug effect incom

plete
 

H
yperhidrosis

 
M

iliaria
 

Skin texture abnorm
al

 
12471545
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12471545

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666658U

SA
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site oedem

a
 

Application site urticaria
 

D
evice battery issue

 
12473099
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12473099

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667234U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site scar
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12473376
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12473376

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667683U

SA
52 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

12474351
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12474351

D
IR

EC
T

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY, 6.5 M
G

S
2 Patch (es) Every 4
hours applied as
m

edicated patch to skin

 
TEVA

Application site pruritus
SU

M
ITR

IPTAN
C

 
FLEXIR

IL
C

 
LO

R
AZEPAM

C
 

VITAM
IN

 D
2

C
 

D
rug ineffective

 
D

ry skin
 

12474355
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12474355

D
IR

EC
T

O
T

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

As N
eeded Applied as

m
edicated patch to skin

 
TEVA

Application site vesicles
VITAM

IN
 D

C
 

M
U

LTIVITAM
IN

C
 

M
AG

N
ESIU

M
 O

XID
E

C
 

Application site burn
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12474366
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Jun-2016
12474366

D
IR

EC
T

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY  TEVA
PH

AR
M

AC
EU

TIC
ALS

S
applied as m

edication
patch on skin

 
TEVA

LABETALO
L

C
 

W
ELLBU

TR
IN

C
 

FIO
R

IC
ET

C
 

SU
M

ATR
IPTAN

C
 

O
M

EPR
AZO

LE
C

 
Application site pain

 

11647870
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
11647870

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-602489U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Therm
al burn

ZEC
U

ITY
S

Transderm
al

apply one patch as
needed

 
TEVA

Scar
am

bien
C

 
Electric shock

am
lodipine

C
 

Pain
C

elexa
C

 
Application site erythem

a
Iron

C
 

D
rug ineffective

Tram
adol

C
 

Paraesthesia
Keppra

C
 

Application site discolouration
 

Application site pain
 

Incorrect drug adm
inistration duration

 
Product physical issue

 
Product quality issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12378896
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12378896

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-659875U

SA
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
used 3 patches

 
TEVA

Application site pain
Topam

ax
C

 
Instillation site discolouration

Fioricet
C

 
Application site exfoliation

M
axalt

C
 

Application site erythem
a

 
Incorrect drug adm

inistration duration
 

12434297
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12434297

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-663333U

SA
54 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site scar
 

12467028
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12467028

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666032U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site induration
 

Application site inflam
m

ation
 

Application site pain
 

Incorrect drug adm
inistration duration

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12476138
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12476138

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667944U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12477239
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12477239

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667939U

SA
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

12477403
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12477403

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668002U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site pain

 
12477425
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12477425

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668006U

SA
26 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12477433
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

17-Jun-2016
12477433

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668394U

SA
51 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site pruritus

 

12461677
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jun-2016
12461677

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666323U

SA
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
 

Product adhesion issue
 

W
rong technique in product usage process

 
12484245
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jun-2016
12484245

D
IR

EC
T

O
T

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY TEVA
PH

AR
M

AC
EU

TIC
ALS

S
 

TEVA

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12484785
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jun-2016
12484785

D
IR

EC
T

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

As N
eeded Applied as

m
edicated patch to skin

 
TEVA

Application site pruritus
TR

O
KEN

D
I

C
 

Paraesthesia
O

R
PH

EN
AD

R
IN

E
C

 
TYZAN

ID
IN

E
C

 
D

IC
LO

N
FIN

E
C

 
Q

U
AR

TETTE
C

 
SYSTO

LIC
C

 
FO

LIC
 AC

ID
C

 
VITAM

IN
 D

C
 

M
AG

N
ESIU

M
C

 
VITAM

IN
 B12

C
 

Application site pain
 

12484898
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jun-2016
12484898

D
IR

EC
T

R
I

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY (SU

M
ATR

IPTAN
IO

N
TO

PH
O

R
ET, 6.5 M

G
S

1 Patch stay on 4 hours
PR

N
 applied as

m
edicated patch to skin

 
TEVA

Application site pain
TR

O
KEN

D
I

C
 

Application site erythem
a

 
Application site pain

 
Application site sw

elling
 

C
hem

ical injury
 

Pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform
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D
etailed R

eport
12434157
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jun-2016
12434157

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-662792U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
D

rug effect incom
plete

 
M

igraine
 

12453335
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jun-2016
12453335

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666418U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Product physical issue
 

12486964
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jun-2016
12486964

D
IR

EC
T

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Erythem
a

ZEC
U

ITY TEVA
PH

AR
M

AC
EU

TIC
ALS

S
1 Patch (es) As N

eeded
Applied as m

edicated
patch to skin

 
TEVA

Skin burning sensation
AD

VIL
C

 
Photosensitivity reaction

 
Product quality issue
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D
etailed R

eport
12486969
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jun-2016
12486969

D
IR

EC
T

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY, 6.5 M

G
 TEVA

N
EU

R
O

SC
IEN

C
E

S
4 patches as needed
Applied as m

dicated
patch to skin

 
TEVA

Application site erythem
a

 
Application site vesicles

 

12488052
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jun-2016
12488052

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668359U

SA
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
Application site exfoliation

 
12489306
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jun-2016
12489306

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669297U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12489525
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jun-2016
12489525

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668829U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Skin tightness
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D
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eport
12491593
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jun-2016
12491593

D
IR

EC
T

O
T

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Topical
1 Patch(es) As N

eeded
Applied as m

edicated
patch to skin

 
TEVA

Application site pruritus
ELAVIL

C
 

Application site m
ass

ESTR
AD

IO
L

C
 

M
AXALT

C
 

O
N

E A D
AY

C
 

C
R

AN
BER

R
Y PILLS

C
 

PR
O

-BIO
TIC

S
C

 
STO

O
L SO

FTEN
ER

S
C

 
VITAM

IN
 D

C
 

TYLEN
O

L
C

 
Application site pain

 
Application site w

arm
th

 
12491606
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jun-2016
12491606

D
IR

EC
T

O
T

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY M

IG
R

AIN
E SU

PPO
R

T
SO

LU
TIO

N
S

S
Topical

Applied to a surface,
usually the skin

 

Pruritus
R

IZATR
IPTAN

C
 

Erythem
a

ASPIR
IN

C
 

BU
TTER

BU
R

C
 

M
AG

N
ESIU

M
C

 
B VITAM

IN
S

C
 

Application site burn
 

Application site discom
fort

 
Paraesthesia
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D
etailed R

eport
12491914
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jun-2016
12491914

D
IR

EC
T

Y
27 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY 6.5 M
G

/4H
R

S
Transderm

al
1

 

12155569
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12155569

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-640967U

SA
26 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
evice leakage

 
Product adhesion issue

 
12168973
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12168973

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-641683U

SA
33 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
used 8-10 patches over
the last couple m

onths
 

TEVA

Application site discolouration
 

Application site dryness
 

Application site erythem
a

 
Application site pruritus

 
Application site sw

elling
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D
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12174505
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12174505

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-639087U

SA
43 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adverse event

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site rash
 

Application site scab
 

Application site sw
elling

 
D

rug ineffective
 

12211174
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12211174

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-645010U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site scab
 

Application site vesicles
 

Blister rupture
 

D
evice use error
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12249953
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12249953

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-649353U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns first degree
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site sw
elling

 
Application site urticaria

 
Paraesthesia

 
Sunburn

 
12254576
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12254576

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-650102U

SA
51 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns first degree
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site scar
 

Application site w
arm

th
 

Product physical issue
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FD
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 A
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eporting System
 (FA
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D
etailed R

eport
12312117
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12312117

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654699U

SA
38 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn

LAM
IC

TAL
C

 
Application site scar

D
ILAN

TIN
C

 
Application site erythem

a
ALLEG

R
A D

C
 

Application site discolouration
 

Application site rash
 

Application site urticaria
 

12492711
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12492711

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668822U

SA
62 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site inflam

m
ation

 
Application site irritation

 
Application site pain

 
D

ry skin
 

Incorrect drug adm
inistration duration

 
12493377
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12493377

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669090U

SA
20 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site pain

 

Page: 360 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12493403
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12493403

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669091U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
 

Product physical issue
 

12493526
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12493526

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668813U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

D
rug ineffective
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eport
12493612
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12493612

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668816U

SA
27 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site scab
 

D
rug ineffective

 
M

igraine
 

12493810
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12493810

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669030U

SA
56 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
Application site scab

 
Product physical issue

 
12493905
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12493905

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669483U

SA
34 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site urticaria
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eport
12494997
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

23-Jun-2016
12494997

D
IR

EC
T

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
 

Application site bruise
 

12496990
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Jun-2016
12496990

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669089U

SA
25 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site paraesthesia
 

Application site vesicles
 

Application site w
arm

th
 

D
ry skin

 
12497032
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Jun-2016
12497032

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669795U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12497036
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Jun-2016
12497036

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669685U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site w

arm
th

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
W

rong technique in product usage process
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FD

A
 R
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ate

C
ase #

C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Jun-2016
12499131

D
IR

EC
T

O
T

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY 6.5 M

G
/4 H

O
U

R
 PATC

H
,

6.5 M
G

 TEVA P
H

AR
M

AC
EU

TIC
ALS

S
4 Patch(es) as needed
applied as m

edicated
patch to skin

 
TEVA

N
AR

ATR
IPTAN

C
 

C
hem

ical injury
 

12499216
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

24-Jun-2016
12499216

D
IR

EC
T

69 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY SU
M

ATR
IPTAN

IN
O

TO
PH

O
R

ETIC
 TR

AN
SD

ER
M

AL
SYSTEM

S
Transderm

al
 

TEVA

Application site erythem
a

SIM
VISTATIN

C
 

Application site burn
W

ELLBU
TR

IN
C

 
Application site scar

BO
N

IVA
C

 
ZALEPLO

N
C

 
PER

C
O

C
ET

C
 

PH
EN

ER
G

AN
C

 
PILC

O
C

AR
PIN

E
C

 
AM

LO
D

O
PIN

E
C

 
M

U
LTIVITAM

IN
C

 
C

ALC
IU

M
C

 
M

ELATO
N

IN
C

 
VALLER

IAN
C

 

12498058
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Jun-2016
12498058

EXPED
ITED

 (15-D
AY)

D
E

U
S-TEVA-669823U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
eath

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12432518
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12432518

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-663275U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scar

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

Application site pruritus
 

Application site scab
 

Application site w
arm

th
 

Burning sensation
 

12476498
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12476498

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668847U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

 
Application site pain

 
Application site w

arm
th

 
Product physical issue

 
12497956
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12497956

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669826U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12500229
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12500229

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669115U

SA
51 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

12500567
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12500567

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669890U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site m

ass
 

Application site pain
 

Application site pruritus
 

Application site rash
 

Application site w
arm

th
 

Product adhesion issue
 

Product physical issue
 

12500600
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12500600

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669745U

SA
32 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site paraesthesia
 

Application site rash
 

Product physical issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12500855
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12500855

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669775U

SA
51 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site oedem
a

 
Application site pain

 
Application site paraesthesia

 
Application site urticaria

 
D

rug ineffective
 

Skin fissures
 

12501169
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12501169

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669925U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site inflam
m

ation
 

Sunburn
 

12501577
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12501577

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670259U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Product adhesion issue
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12501977
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12501977

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669778U

SA
38 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discharge

 
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site scar
 

Application site vesicles
 

D
rug effect incom

plete
 

Inappropriate schedule of drug adm
inistration

 
Product physical issue

 
12502171
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12502171

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669975U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scar

 
12502543
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12502543

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670247U

SA
33 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hr
 

TEVA
Application site exfoliation

 
Application site paraesthesia

 
Application site reaction

 
Application site vesicles

 
D

rug effect incom
plete

 
W

rong technique in product usage process
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12502556
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12502556

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670237U

SA
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hour
 

TEVA
Application site pain

 
Application site scab

 
12502561
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12502561

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670225U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12503388
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12503388

D
IR

EC
T

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY 6.5 M
G

 TEVA
PH

AR
M

AC
EU

TIC
ALS

S
applied as m

edicated
patch to skin

 
TEVA

Application site irritation
SU

M
ATR

IPTAN
C

 
O

M
EPR

AZO
LE

C
 

PH
EN

ER
G

AN
C

 
TO

R
AD

O
L

C
 

APLEN
ZIN

C
 

ELAVIL
C

 
IN

D
ER

AL
C

 
C

ALC
IU

M
C

 
M

AG
N

ESIU
M

C
 

Application site sw
elling

 

Page: 369 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12503533
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12503533

D
IR

EC
T

O
T

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Topical

1 patch as needed
applied to a surface,
usually the skin

 

Application site rash
SU

M
ATR

IPTAN
C

 
Application site pruritus

M
ETR

O
C

H
LO

PR
AM

ID
E

C
 

AD
VIL

C
 

12503620
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jun-2016
12503620

D
IR

EC
T

O
T

37 YR
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
As needed  applied to a
surface, usually the skin

 
TEVA

Application site dryness
 

Application site erythem
a

 
Application site exfoliation

 
Application site paraesthesia

 
D

evice leakage
 

12449270
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12449270

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665364U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Incorrect drug adm
inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12503682
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12503682

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669810U

SA
38 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

12504395
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12504395

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670294U

SA
34 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Product physical issue
 

12505705
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12505705

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670328U

SA
30 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site pain

 
Application site pruritus

 
Application site scab
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12505800
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12505800

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670275U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

Application site sw
elling

 
Application site vesicles

 
12505802
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12505802

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670313U

SA
55 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12505821
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12505821

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670289U

SA
32 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site irritation

 
Application site vesicles

 
W

ound
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12505900
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12505900

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669931U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discharge

 
Application site pain

 
Application site pruritus

 
12505910
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12505910

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669928U

SA
24 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site oedem
a

 
Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12505924
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12505924

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-672291U

SA
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

Application site scar
 

Application site urticaria
 

Application site vesicles
 

12506111
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12506111

EXPED
ITED

 (15-D
AY)

H
O

,O
T

U
S-TEVA-670194U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
erebrovascular accident

ZEC
U

ITY
S

Transderm
al

 
TEVA

Adverse event
 

Agitation
 

Blood pressure increased
 

H
eadache

 
Intentional overdose

 
Vom

iting
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FD

A
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C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12506214

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669815U

SA
47 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns second degree
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
D

rug ineffective
 

Product physical issue
 

12506418
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12506418

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670600U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site paraesthesia

 
12506619
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12506619

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670477U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site pain

 
Application site pruritus

 
Application site rash

 
Application site w

arm
th

 
Incorrect drug adm

inistration duration
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12507479
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12507479

D
IR

EC
T

Y
O

T
31 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY, 6.5 M
G

 TEVA
S

C
utaneous

 
TEVA

M
edical device site irritation

 
12507509
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

28-Jun-2016
12507509

D
IR

EC
T

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY, 6.5 M

G
 TEVA

N
EU

R
O

SC
IEN

C
E

S
1 Patch as needed
applied as m

edicated
patch to skin

 
TEVA

Application site discom
fort

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

12177349
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12177349

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-642131U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site scab
 

Application site vesicles
 

Application site w
arm

th
 

Product adhesion issue
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FD

A
 R
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12461678

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665971U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

 
Application site pruritus

 
D

rug ineffective
 

Product physical issue
 

12473370
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12473370

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666725U

SA
60 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12477265
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12477265

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667691U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site hypersensitivity
 

Application site irritation
 

Application site pain
 

Application site scab
 

Application site sw
elling

 
Application site w

arm
th

 
Incorrect product storage
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FD

A
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ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12486664

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668357U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site rash
 

Application site reaction
 

Application site urticaria
 

D
rug effect incom

plete
 

Incorrect drug adm
inistration duration

 
Product physical issue

 
12502250
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12502250

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669977U

SA
22 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site vesicles
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eport
12508639
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12508639

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669929U

SA
50 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site vesicles
 

D
rug ineffective

 
12509072
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12509072

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670616U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12509740
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12509740

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671016U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
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eport
12509802
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12509802

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671034U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discom
fort

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site paraesthesia
 

Application site urticaria
 

Incorrect drug adm
inistration duration

 
12509812
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12509812

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671063U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

 
Application site pain

 
Application site reaction

 
Incorrect drug adm

inistration duration
 

12509816
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12509816

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671065U

SA
21 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site discolouration

 
Application site scab

 
D

rug ineffective
 

M
igraine
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eport
12510010
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12510010

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670620U

SA
31 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site vesicles
 

12510691
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12510691

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671024U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site paraesthesia
 

C
hest discom

fort
 

Product physical issue
 

Throat tightness
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eport
12510780
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12510780

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669882U

SA
39 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

Application site pustules
 

Application site scab
 

Application site vesicles
 

12511111
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12511111

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670958U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hem

ical injury
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site pain

 
D

rug ineffective
 

Incorrect drug adm
inistration duration
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eport
12511158
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12511158

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670960U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

D
rug ineffective

 
12511382
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

29-Jun-2016
12511382

EXPED
ITED

 (15-D
AY)

H
O

,O
T

U
S-TEVA-670597U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Brain neoplasm
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product adhesion issue

 
Product physical issue

 
W

rong technique in product usage process
 

12510782
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-Jun-2016
12510782

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670522U

SA
29 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site pain

 
Application site vesicles

 
Blood blister

 
Incorrect drug adm

inistration duration
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FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-Jun-2016
12515686

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671360U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site exfoliation

 
Application site irritation

 
Application site scar

 
Application site vesicles

 
Product physical issue

 
12516765
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-Jun-2016
12516765

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670880U

SA
33 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site scar
 

Application site vesicles
 

D
rug ineffective

 
12517151
FD

A
 R

eceived D
ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

30-Jun-2016
12517151

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671448U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site w
arm

th
 

Inappropriate schedule of drug adm
inistration
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FD

A
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ate

C
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C
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H
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rug effect incom
plete
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284700
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12284700

N
O

N
-EXPED

ITED
U

S-TEVA-646346U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12284833
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12284833

N
O

N
-EXPED

ITED
U

S-TEVA-647797U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site pruritus

 
Application site rash

 
Application site sw

elling
 

D
evice battery issue

 
D

evice issue
 

12284841
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12284841

N
O

N
-EXPED

ITED
U

S-TEVA-648090U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

12284845
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12284845

N
O

N
-EXPED

ITED
U

S-TEVA-647792U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

 
TEVA

Abdom
inal discom

fort
 

D
rug ineffective
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ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284871
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12284871

N
O

N
-EXPED

ITED
U

S-TEVA-648796U
SA

32 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

Inappropriate schedule of drug adm
inistration

 
12284881
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12284881

N
O

N
-EXPED

ITED
U

S-TEVA-648789U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Application site sw

elling
 

Product adhesion issue
 

12386820
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12386820

N
O

N
-EXPED

ITED
U

S-TEVA-654705U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site paraesthesia
 

Application site sw
elling

 
Application site w

arm
th

 
D

evice use error
 

Incorrect drug adm
inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12522680
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12522680

N
O

N
-EXPED

ITED
U

S-TEVA-653976U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
D

evice leakage
 

Product adhesion issue
 

12540509
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540509

N
O

N
-EXPED

ITED
U

S-TEVA-649443U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540510
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540510

N
O

N
-EXPED

ITED
U

S-TEVA-633872U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site papules
 

Application site pruritus
 

Application site rash
 

D
evice battery issue

 
D

evice leakage
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540511
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540511

N
O

N
-EXPED

ITED
U

S-TEVA-635740U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site urticaria
 

D
rug ineffective

 
12540512
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540512

N
O

N
-EXPED

ITED
U

S-TEVA-649319U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug effect decreased
 

12540513
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540513

N
O

N
-EXPED

ITED
U

S-TEVA-635745U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

SEPTR
A

C
 

D
evice leakage

 
Product adhesion issue

 
12540514
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540514

N
O

N
-EXPED

ITED
U

S-TEVA-649439U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site oedem
a

 
Application site pain

 
Application site paraesthesia
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540515
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540515

N
O

N
-EXPED

ITED
U

S-TEVA-649278U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

12540516
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540516

N
O

N
-EXPED

ITED
U

S-TEVA-650092U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
rug ineffective

 
12540517
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540517

N
O

N
-EXPED

ITED
U

S-TEVA-649280U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12540518
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540518

N
O

N
-EXPED

ITED
U

S-TEVA-649767U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Palpitations
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540519
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540519

N
O

N
-EXPED

ITED
U

S-TEVA-649785U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540520
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540520

N
O

N
-EXPED

ITED
U

S-TEVA-649284U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Product physical issue
 

12540521
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540521

N
O

N
-EXPED

ITED
U

S-TEVA-649399U
SA

45 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Feeling abnorm
al

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
12540522
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540522

N
O

N
-EXPED

ITED
U

S-TEVA-649275U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12540523
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540523

N
O

N
-EXPED

ITED
U

S-TEVA-650103U
SA

64 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12540525
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540525

N
O

N
-EXPED

ITED
U

S-TEVA-649323U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

W
rong technique in product usage process

 
12540526
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540526

N
O

N
-EXPED

ITED
U

S-TEVA-649272U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
12540528
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540528

N
O

N
-EXPED

ITED
U

S-TEVA-649717U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Vom
iting

ZEC
U

ITY
S

Transderm
al

 
TEVA

12540529
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540529

N
O

N
-EXPED

ITED
U

S-TEVA-649879U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540530
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540530

N
O

N
-EXPED

ITED
U

S-TEVA-649421U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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dverse Event R
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D
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12540531
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540531

N
O

N
-EXPED

ITED
U

S-TEVA-649884U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12540532
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540532

N
O

N
-EXPED

ITED
U

S-TEVA-649403U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Intentional product use issue

 
12540533
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540533

N
O

N
-EXPED

ITED
U

S-TEVA-649304U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12540534
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540534

N
O

N
-EXPED

ITED
U

S-TEVA-649307U
SA

59 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12540536
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540536

N
O

N
-EXPED

ITED
U

S-TEVA-649746U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site sw

elling
 

D
evice leakage
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A

 A
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eporting System
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ct (FO

IA
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D
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12540537
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540537

N
O

N
-EXPED

ITED
U

S-TEVA-649857U
SA

Fem
ale

U
SA
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12540539
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
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D
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M
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a
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U
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U
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O
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U
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U
SA

Preferred Term
Product
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D
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M
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D
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ZEC
U
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S
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inistration duration
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08-Jul-2016
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N
O
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R
ole
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D
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M
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U

ITY
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H
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O
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C
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08-Jul-2016
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N
O

N
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U
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U
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R
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R
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D
osage Text

D
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M
anufacturer

D
rug ineffective

ZEC
U
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S

 
TEVA

D
evice leakage

 
12540549
FD

A
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H
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O
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M
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ontrol # 

A
ge

Sex 
C
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08-Jul-2016
12540549

N
O

N
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U
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SA
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U
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R
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R
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D
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U
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08-Jul-2016
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N
O
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D
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M
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ZEC

U
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D
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N
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M
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arm
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ZEC

U
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S
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a
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A
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C
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08-Jul-2016
12540579

N
O

N
-EXPED
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U

S-TEVA-650295U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
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M
anufacturer

Application site urticaria
ZEC

U
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S
Transderm

al
 

TEVA
12540580
FD

A
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H
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O
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A
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C
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08-Jul-2016
12540580

N
O
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SA
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Application site erythem
a

ZEC
U
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S

Transderm
al

 
TEVA

Application site dryness
 

Application site pruritus
 

D
rug ineffective
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D
erm

atitis contact
 

D
rug ineffective

 
12540582
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540582

N
O

N
-EXPED

ITED
U

S-TEVA-650661U
SA

17 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g ove four hours
 

TEVA
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N
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ZEC
U
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S
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TEVA

Application site erythem
a

 
Application site irritation
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Application site pruritus

 
D
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D
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D
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Fatigue
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M
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U
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TEVA

Application site inflam
m
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D
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plete
 

12540586
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540586

N
O

N
-EXPED

ITED
U

S-TEVA-650296U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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08-Jul-2016
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N
O
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R
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D
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D
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M
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D
rug effect incom
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ZEC

U
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S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem
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Application site rash
 

Application site reaction
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D
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O
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SA
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ZEC
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R
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D
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D
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ZEC
U
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al

 
TEVA

D
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ZEC
U
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S

Transderm
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Application site pain
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D
rug hypersensitivity

 
Incorrect drug adm
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Application site pruritus
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D
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ZEC
U
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S
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Application site irritation
 

Application site rash
 

D
evice battery issue

 
D
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U
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al
6.5 m
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TEVA
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a
 

Inappropriate schedule of drug adm
inistration

 
12540598
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
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08-Jul-2016
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Application site pain
 

M
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08-Jul-2016
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O
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U
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D
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D
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M
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ZEC

U
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S
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TEVA
Application site discolouration

 
Application site reaction

 
D

rug ineffective
 

Product adhesion issue
 

12540602
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540602

N
O

N
-EXPED

ITED
U

S-TEVA-650997U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
12540603
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540603

N
O

N
-EXPED

ITED
U

S-TEVA-651755U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

 
Product physical issue

 

Page: 444 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540605
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540605

N
O

N
-EXPED

ITED
U

S-TEVA-651460U
SA

55 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

D
rug effect incom

plete
 

D
rug ineffective

 
12540606
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540606

N
O

N
-EXPED

ITED
U

S-TEVA-650980U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

D
evice adhesion issue

 
D

evice leakage
 

12540607
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540607

N
O

N
-EXPED

ITED
U

S-TEVA-651784U
SA

70 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

D
rug ineffective

 
Product adhesion issue
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540608
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540608

N
O

N
-EXPED

ITED
U

S-TEVA-651823U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

Application site paraesthesia
 

12540609
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540609

N
O

N
-EXPED

ITED
U

S-TEVA-650633U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540610
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540610

N
O

N
-EXPED

ITED
U

S-TEVA-651535U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eadache

ZEC
U

ITY
S

Transderm
al

6.5 m
g per 4 hours

 
TEVA

N
ausea

AR
IPIPR

AZO
LE

C
 

W
eight decreased

Vyvanase
C

 
D

evice adhesion issue
TO

PIR
AM

ATE
C

 
D

evice leakage
FLU

O
XETIN

E
C

 
D

evice use error
C

LO
N

AZEPAM
C

 
PR

O
PR

AN
O

LO
L

C
 

SU
M

ATR
IPTAN

C
 

D
EXAM

ETH
ASO

N
E

C
 

am
phetam

ine/dextroam
phetam

ine
C
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540612
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540612

N
O

N
-EXPED

ITED
U

S-TEVA-651413U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

D
evice battery issue

 
12540613
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540613

N
O

N
-EXPED

ITED
U

S-TEVA-651425U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
Application site inflam

m
ation

 
D

evice battery issue
 

Product adhesion issue
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540614
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540614

N
O

N
-EXPED

ITED
U

S-TEVA-652691U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

LO
 LO

ESTR
IN

C
 

M
ELO

XIC
AM

C
 

TIR
O

SIN
T

C
 

C
YC

LO
BEN

ZAPR
IN

E
C

 
SU

M
ATR

IPTAN
C

 
ATO

R
VASTATIN

C
 

M
IC

R
O

G
ESTIN

C
 

VO
LTAR

EN
C

 
H

YD
R

O
XYZIN

E
C

 
C

H
LO

R
ZO

XAZO
N

C
 

C
LIN

D
AM

YC
IN

C
 

N
ITR

O
FU

R
AN

TO
IN

C
 

AM
ETH

IA
C

 
D

O
XYC

YC
LIN

E
C

 
O

N
D

AN
SETR

O
N

C
 

12540616
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540616

N
O

N
-EXPED

ITED
U

S-TEVA-651466U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540617
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540617

N
O

N
-EXPED

ITED
U

S-TEVA-651842U
SA

64 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540618
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540618

N
O

N
-EXPED

ITED
U

S-TEVA-651433U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540619
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540619

N
O

N
-EXPED

ITED
U

S-TEVA-652223U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pain
 

12540620
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540620

N
O

N
-EXPED

ITED
U

S-TEVA-651851U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect increased

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
isturbance in attention

 
D

izziness
 

Feeling abnorm
al

 
Incorrect drug adm

inistration duration
 

12540621
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540621

N
O

N
-EXPED

ITED
U

S-TEVA-651553U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site pain

 
Application site paraesthesia
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540622
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540622

N
O

N
-EXPED

ITED
U

S-TEVA-652313U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
over 4 hours

 
TEVA

D
evice battery issue

 
12540623
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540623

N
O

N
-EXPED

ITED
U

S-TEVA-651101U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Feeling abnorm
al

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Inappropriate schedule of drug adm
inistration

 
12540624
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540624

N
O

N
-EXPED

ITED
U

S-TEVA-653984U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
 

TEVA
C

ontraindicated drug adm
inistered

 
Intentional product m

isuse
 

12540625
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540625

N
O

N
-EXPED

ITED
U

S-TEVA-651410U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12540626
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540626

N
O

N
-EXPED

ITED
U

S-TEVA-651551U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540629
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540629

N
O

N
-EXPED

ITED
U

S-TEVA-651011U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12540630
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540630

N
O

N
-EXPED

ITED
U

S-TEVA-651036U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
Application site pain

 
Application site sw

elling
 

12540631
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540631

N
O

N
-EXPED

ITED
U

S-TEVA-651806U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12540633
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540633

N
O

N
-EXPED

ITED
U

S-TEVA-651491U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
D

evice use error
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540634
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540634

N
O

N
-EXPED

ITED
U

S-TEVA-652686U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
D

evice leakage
 

12540635
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540635

N
O

N
-EXPED

ITED
U

S-TEVA-650992U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
evice adhesion issue

 
D

evice leakage
 

D
rug effect incom

plete
 

12540636
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540636

N
O

N
-EXPED

ITED
U

S-TEVA-652683U
SA

42 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
eart rate increased

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site paraesthesia

 
C

hills
 

N
ausea

 
12540637
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540637

N
O

N
-EXPED

ITED
U

S-TEVA-651497U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540638
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540638

N
O

N
-EXPED

ITED
U

S-TEVA-653457U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site exfoliation

 
W

rong technique in product usage process
 

12540639
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540639

N
O

N
-EXPED

ITED
U

S-TEVA-651549U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site sw
elling

 
12540640
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540640

N
O

N
-EXPED

ITED
U

S-TEVA-653910U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540641
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540641

N
O

N
-EXPED

ITED
U

S-TEVA-653462U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site vesicles
 

Application site w
arm

th
 

Skin texture abnorm
al

 
12540642
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540642

N
O

N
-EXPED

ITED
H

O
U

S-TEVA-652312U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
yspnoea

ZEC
U

ITY
S

 
TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540643
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540643

N
O

N
-EXPED

ITED
U

S-TEVA-651502U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
6.5 m

g per 4 hours, 4
patches a m

onth
 

TEVA

ALPR
AZO

LAM
C

 
KETO

R
O

LAC
C

 
AZITH

R
O

M
YC

IN
C

 
TIZAN

ID
IN

E
C

 
TR

AM
AD

O
L

C
 

SU
M

ATR
IPTAN

C
 

M
atzim

 LA
C

 
H

YD
R

O
XYZIN

E
C

 
PR

O
C

H
LO

R
PER

AZIN
E

C
 

C
am

bia
C

 
PR

O
M

ETH
AZIN

E
C

 
M

ETO
C

LO
PR

AM
ID

E
C

 
AC

ETAM
IN

O
PH

EN
\H

YD
R

O
C

O
D

O
N

E BITAR
TR

ATE
C

 

ondansetron
C

 
m

ethylphenidate
C

 
chlorprom

azine
C

 
sertraline

C
 

VITAM
IN

 D
C

 
fluconazole

C
 

duloxetine
C

 
IN

D
O

M
ETH

AC
IN

C
 

SU
LFAM

ETH
O

XAZO
LE W

/
TR

IM
ETH

O
PR

IM
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540644
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540644

N
O

N
-EXPED

ITED
U

S-TEVA-652277U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12540645
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540645

N
O

N
-EXPED

ITED
U

S-TEVA-653667U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hest pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

12540646
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540646

N
O

N
-EXPED

ITED
U

S-TEVA-651890U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pruritus
 

Application site sw
elling

 
D

evice leakage
 

D
evice use error

 
12540647
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540647

N
O

N
-EXPED

ITED
U

S-TEVA-651803U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
rug ineffective

 

Page: 456 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540648
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540648

N
O

N
-EXPED

ITED
U

S-TEVA-651877U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

D
evice leakage

 
12540649
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540649

N
O

N
-EXPED

ITED
U

S-TEVA-653036U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site w
arm

th
 

12540650
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540650

N
O

N
-EXPED

ITED
U

S-TEVA-651787U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

Product physical issue
 

12540651
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540651

N
O

N
-EXPED

ITED
U

S-TEVA-652689U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540652
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540652

N
O

N
-EXPED

ITED
U

S-TEVA-653071U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540653
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540653

N
O

N
-EXPED

ITED
U

S-TEVA-653489U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site exfoliation

 
Incorrect drug adm

inistration duration
 

Product adhesion issue
 

12540654
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540654

N
O

N
-EXPED

ITED
U

S-TEVA-652688U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12540655
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540655

N
O

N
-EXPED

ITED
U

S-TEVA-652194U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

D
evice leakage
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540656
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540656

N
O

N
-EXPED

ITED
U

S-TEVA-653987U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12540657
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540657

N
O

N
-EXPED

ITED
U

S-TEVA-652193U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site derm
atitis

ZEC
U

ITY
S

Transderm
al

as needed
 

TEVA
D

evice adhesion issue
 

D
evice leakage

 
12540658
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540658

N
O

N
-EXPED

ITED
U

S-TEVA-653971U
SA

47 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540659
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540659

N
O

N
-EXPED

ITED
U

S-TEVA-653057U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Incorrect drug adm
inistration duration

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540660
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540660

N
O

N
-EXPED

ITED
U

S-TEVA-651881U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site erythem

a
 

12540661
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540661

N
O

N
-EXPED

ITED
U

S-TEVA-653981U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
D

evice battery issue
 

Product adhesion issue
 

12540662
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540662

N
O

N
-EXPED

ITED
U

S-TEVA-653062U
SA

55 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site irritation

 
Application site pruritus

 
Application site sw

elling
 

Incorrect drug adm
inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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) 

D
etailed R

eport
12540663
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540663

N
O

N
-EXPED

ITED
U

S-TEVA-652695U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pruritus
 

Application site urticaria
 

Application site w
arm

th
 

12540664
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540664

N
O

N
-EXPED

ITED
U

S-TEVA-653696U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
12540665
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540665

N
O

N
-EXPED

ITED
U

S-TEVA-651849U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
ysgeusia

ZEC
U

ITY
S

Transderm
al

 
TEVA

IR
O

N
S

U
nknow

n
 

12540666
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540666

N
O

N
-EXPED

ITED
U

S-TEVA-654708U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
rug ineffective
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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D
etailed R

eport
12540667
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540667

N
O

N
-EXPED

ITED
U

S-TEVA-653069U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

Application site sw
elling

 
Application site w

arm
th

 
12540668
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540668

N
O

N
-EXPED

ITED
U

S-TEVA-653074U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

12540669
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540669

N
O

N
-EXPED

ITED
U

S-TEVA-654700U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

12540670
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540670

N
O

N
-EXPED

ITED
U

S-TEVA-653650U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

propranolol
C

 
Im

itrex
C

 
Am

bien
C

 
oxybutynin

C
 

C
elexa

C
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540671
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540671

N
O

N
-EXPED

ITED
U

S-TEVA-653972U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site bruise

 
D

evice leakage
 

W
rong technique in product usage process

 
12540672
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540672

N
O

N
-EXPED

ITED
U

S-TEVA-654704U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice leakage

 
12540674
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540674

N
O

N
-EXPED

ITED
U

S-TEVA-653134U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

Application site pruritus
 

Asthenia
 

12540675
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540675

N
O

N
-EXPED

ITED
U

S-TEVA-653988U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

D
evice battery issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540676
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540676

N
O

N
-EXPED

ITED
U

S-TEVA-654212U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

12540677
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540677

N
O

N
-EXPED

ITED
U

S-TEVA-653979U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

12540678
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540678

N
O

N
-EXPED

ITED
U

S-TEVA-654953U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Palpitations
ZEC

U
ITY

S
Transderm

al
 

TEVA
12540679
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540679

N
O

N
-EXPED

ITED
U

S-TEVA-653484U
SA

66 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
12540680
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540680

N
O

N
-EXPED

ITED
U

S-TEVA-653998U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540681
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540681

N
O

N
-EXPED

ITED
U

S-TEVA-654702U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Incorrect drug adm

inistration duration
 

12540682
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540682

N
O

N
-EXPED

ITED
U

S-TEVA-653093U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

Application site pain
 

Application site pruritus
 

12540683
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540683

N
O

N
-EXPED

ITED
U

S-TEVA-652770U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
12540684
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540684

N
O

N
-EXPED

ITED
U

S-TEVA-659214U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site exfoliation
 

Application site sw
elling
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540685
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540685

N
O

N
-EXPED

ITED
U

S-TEVA-654706U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
Application site urticaria

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

Application site erythem
a

 
Application site pain

 
Product physical issue

 
12540686
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540686

N
O

N
-EXPED

ITED
U

S-TEVA-654008U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin reaction
ZEC

U
ITY

S
 

TEVA
Application site discolouration

 
12540687
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540687

N
O

N
-EXPED

ITED
U

S-TEVA-654540U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g oveer 4 hours
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
D

evice leakage
 

Inappropriate schedule of drug adm
inistration

 
12540688
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540688

N
O

N
-EXPED

ITED
U

S-TEVA-654707U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Skin irritation
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540689
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540689

N
O

N
-EXPED

ITED
U

S-TEVA-653990U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product adhesion issue
 

Product physical issue
 

12540690
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540690

N
O

N
-EXPED

ITED
U

S-TEVA-654009U
SA

44 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
 

TEVA
Inappropriate schedule of drug adm

inistration
 

12540691
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540691

N
O

N
-EXPED

ITED
U

S-TEVA-653657U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12540692
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540692

N
O

N
-EXPED

ITED
U

S-TEVA-655133U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

Skin disorder
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540693
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540693

N
O

N
-EXPED

ITED
U

S-TEVA-654006U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
 

D
evice battery issue

 
12540694
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540694

N
O

N
-EXPED

ITED
U

S-TEVA-654177U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12540695
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540695

N
O

N
-EXPED

ITED
U

S-TEVA-654692U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site papules
 

Application site pruritus
 

D
evice battery issue

 
12540696
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540696

N
O

N
-EXPED

ITED
U

S-TEVA-653973U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540697
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540697

N
O

N
-EXPED

ITED
U

S-TEVA-654701U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
igraine

 
12540698
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540698

N
O

N
-EXPED

ITED
U

S-TEVA-654211U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site derm

atitis
 

Application site erythem
a

 
Application site pruritus

 
12540699
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540699

N
O

N
-EXPED

ITED
U

S-TEVA-653991U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site laceration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Skin sensitisation
 

12540708
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540708

N
O

N
-EXPED

ITED
U

S-TEVA-654694U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540709
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540709

N
O

N
-EXPED

ITED
U

S-TEVA-654240U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site papules

 
D

evice leakage
 

D
rug ineffective

 
12540710
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540710

N
O

N
-EXPED

ITED
U

S-TEVA-654264U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site sw
elling

 
D

evice leakage
 

12540711
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12540711

N
O

N
-EXPED

ITED
U

S-TEVA-654270U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
LATU

D
A

C
 

Application site exfoliation
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12541184
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Jul-2016
12541184

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673596U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
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ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12284734

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-644812U

SA
56 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
Skin exfoliation
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540627
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12540627

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-652692U

SA
31 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Abasia

 
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site scab
 

Application site urticaria
 

W
ound secretion

 
12549620
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12549620

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-675491U

SA
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site irritation
 

Application site paraesthesia
 

Application site scab
 

Application site w
arm

th
 

12549691
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12549691

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-675526U

SA
38 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12549726
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12549726

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-675629U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12549829
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12549829

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-675489U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site vesicles
 

Product physical issue
 

12550757
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12550757

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-675631U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns first degree
ZEC

U
ITY

S
Transderm

al
used 4 patches in the
last 3 m

onths
 

TEVA

Application site erythem
a

 
D

rug effect incom
plete

 
Product use issue

 
12551684
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Jul-2016
12551684

D
IR

EC
T

H
O

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
applied to a surface,
usually the skin

 
TEVA

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12247927
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12247927

N
O

N
-EXPED

ITED
U

S-TEVA-627876U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

 
D

rug ineffective
 

12270837
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12270837

N
O

N
-EXPED

ITED
U

S-TEVA-633684U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Allodynia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site vesicles

penicillin
C

 
Incorrect drug adm

inistration duration
m

orphine
C

 
Application site erythem

a
N

orvasc
C

 
lisinopril

C
 

lopressor
C

 
Zanaflex

C
1 every 6 hours as
needed

 

R
equip

C
 

C
ym

balta
C

O
ral

60 M
illigram

 D
aily;

 
D

Iovan
C

320-25 m
g

 
Lipitor

C
 

Aspirin
C

 
Aspirin

C
 

Zofran
C

Sublingual
1 as needed

 
D

icyclom
ine

C
20 M

illigram
 D

aily;
 

Lam
ictal

C
400 M

illigram
 D

aily;
 

Arthrotec
C

75-0.2m
g

 
Klonopin

C
 

Bystolic
C

O
ral

2.5 M
illigram

 D
aily;

 
Topam

ax
C

O
ral

100 M
illigram

 D
aily;

 
Trazodone

C
O

ral
150 M

illigram
 D

aily;
 

Page: 484 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12270837
Preferred Term

Product
R

ole
R

oute
D

osage Text
D

uration
M

anufacturer
Progesterone Sr

C
50 M

illigram
 D

aily; at
bedtim

e
 

Fluticasone
C

N
asal

1 to 2 sprays daily each
nostril

 

M
ontelukast Sodium

C
O

ral
10 M

illigram
 D

aily;
 

O
m

eprazole
C

O
ral

20 M
illigram

 D
aily;

 
G

abapentin
C

O
ral

 
Voltaren

C
Transderm

al
as directed

 
C

ipro
C

O
ral

1000 M
illigram

 D
aily;

 
M

edrol
C

as directed
 

Epi Pen
C

as directed
 

12277188
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12277188

N
O

N
-EXPED

ITED
U

S-TEVA-636107U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Palpitations
ZEC

U
ITY

S
Transderm

al
 

TEVA
Anxiety

ZO
M

IG
C

 
Trem

or
 

12277301
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12277301

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-637423U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

D
rug ineffective

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281743
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12281743

N
O

N
-EXPED

ITED
U

S-TEVA-641687U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12281763
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12281763

N
O

N
-EXPED

ITED
U

S-TEVA-644498U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
 

TEVA
12284711
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12284711

N
O

N
-EXPED

ITED
U

S-TEVA-646655U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
AM

ITR
IPTYLIN

E
C

 
W

ELLBU
TR

IN
C

 
PR

O
M

ETH
AZIN

E
C

 
ZYR

TEC
C

 
M

O
TR

IN
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284861
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12284861

N
O

N
-EXPED

ITED
U

S-TEVA-648503U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

LIBR
IU

M
C

 
Application site discolouration

 
Application site erythem

a
 

Application site paraesthesia
 

Application site pruritus
 

Application site urticaria
 

D
rug effect incom

plete
 

D
rug hypersensitivity

 
12284864
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12284864

N
O

N
-EXPED

ITED
U

S-TEVA-647438U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site irritation
 

Application site pain
 

Application site pruritus
 

Application site rash
 

D
izziness

 
12284887
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12284887

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-648814U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Topam

ax
C

U
nknow

n
75 M

illigram
 D

aily;
nightly
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12506613
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12506613

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670457U

SA
52 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adverse event

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

D
rug ineffective

 
Erythem

a
 

N
ausea

 
W

rong technique in product usage process
 

12510950
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12510950

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670896U

SA
36 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site haem
orrhage

 
Application site pain

 
Application site pruritus

 
Application site rash

 
Application site urticaria
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12511396
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12511396

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670608U

SA
48 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

12515685
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12515685

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671351U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site discolouration

 
Application site dryness

 
Application site pain

 
Application site pruritus

 
Spider vein

 
12516668
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12516668

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670862U

SA
53 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discharge

 
Application site vesicles
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12518002
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12518002

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670560U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site exfoliation

 
Application site pain

 
W

rong technique in product usage process
 

12518230
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12518230

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671069U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site w

arm
th

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pruritus

 
D

izziness
 

Incorrect drug adm
inistration duration

 
N

ausea
 

12518422
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12518422

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671782U

SA
34 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site vesicles
 

Electrical burn
 

R
ash

 
R

ash m
acular
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12518641
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12518641

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671415U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site reaction
 

12518765
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12518765

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671790U

SA
23 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

12522058
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12522058

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-672322U

SA
38 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scar

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site vesicles
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12522247
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12522247

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-672670U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12540524
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12540524

N
O

N
-EXPED

ITED
U

S-TEVA-649365U
SA

33 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

H
eart rate increased

 
Intentional product use issue

 
12540535
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12540535

N
O

N
-EXPED

ITED
U

S-TEVA-650137U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

Application site erythem
a

 
Application site irritation

 
Application site pain

 
D

evice battery issue
 

Incorrect drug adm
inistration duration
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)
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ation A
ct (FO
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D
etailed R

eport
12540547
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12540547

N
O

N
-EXPED

ITED
U

S-TEVA-649887U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

D
erm

atitis contact
 

12540632
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12540632

N
O

N
-EXPED

ITED
U

S-TEVA-652202U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
D

evice leakage
 

12551241
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551241

N
O

N
-EXPED

ITED
U

S-TEVA-654893U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
 

12551242
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551242

N
O

N
-EXPED

ITED
U

S-TEVA-654911U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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A

 A
dverse Event R

eporting System
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D
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eport
12551243
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551243

N
O

N
-EXPED

ITED
U

S-TEVA-654841U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
D

evice battery issue
 

12551244
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551244

N
O

N
-EXPED

ITED
U

S-TEVA-654910U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

12551245
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551245

N
O

N
-EXPED

ITED
U

S-TEVA-655173U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
D

evice battery issue
 

12551246
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551246

N
O

N
-EXPED

ITED
U

S-TEVA-654929U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

D
evice battery issue

 
Product use issue
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FD
A

 A
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ation A
ct (FO
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D
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eport
12551247
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551247

N
O

N
-EXPED

ITED
U

S-TEVA-654912U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

D
evice leakage

 
D

rug ineffective
 

12551248
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551248

N
O

N
-EXPED

ITED
U

S-TEVA-654934U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551249
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551249

N
O

N
-EXPED

ITED
U

S-TEVA-655192U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551250
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551250

N
O

N
-EXPED

ITED
U

S-TEVA-654897U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
N

ausea
 

Vom
iting

 

Page: 495 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
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D
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12551251
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551251

N
O

N
-EXPED

ITED
U

S-TEVA-654810U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

rivatriptan
C

 
Application site discolouration

 
Application site scab

 
D

evice battery issue
 

D
rug ineffective

 
M

igraine
 

12551252
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551252

N
O

N
-EXPED

ITED
U

S-TEVA-654915U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Vom
iting

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551253
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551253

N
O

N
-EXPED

ITED
U

S-TEVA-654913U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site exfoliation
 

Application site fissure
 

12551254
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551254

N
O

N
-EXPED

ITED
U

S-TEVA-654932U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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12551255
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551255

N
O

N
-EXPED

ITED
U

S-TEVA-655219U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12551256
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551256

N
O

N
-EXPED

ITED
U

S-TEVA-654931U
SA

30 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551257
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551257

N
O

N
-EXPED

ITED
U

S-TEVA-655205U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551258
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551258

N
O

N
-EXPED

ITED
U

S-TEVA-655224U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site erythem
a

 
D

evice battery issue
 

D
rug ineffective

 

Page: 497 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
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D
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12551259
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551259

N
O

N
-EXPED

ITED
U

S-TEVA-655210U
SA

61 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
Product adhesion issue

 
12551260
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551260

N
O

N
-EXPED

ITED
U

S-TEVA-655200U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551261
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551261

N
O

N
-EXPED

ITED
U

S-TEVA-655225U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
12551263
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551263

N
O

N
-EXPED

ITED
U

S-TEVA-655231U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
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12551264
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551264

N
O

N
-EXPED

ITED
U

S-TEVA-655163U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site exfoliation
 

Skin discolouration
 

W
rong technique in product usage process

 
12551265
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551265

N
O

N
-EXPED

ITED
U

S-TEVA-654928U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Palpitations
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551266
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551266

N
O

N
-EXPED

ITED
U

S-TEVA-655057U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Application site pain

 
12551267
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551267

N
O

N
-EXPED

ITED
U

S-TEVA-655197U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration
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12551268
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551268

N
O

N
-EXPED

ITED
U

S-TEVA-655146U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Som

nolence
 

12551270
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551270

N
O

N
-EXPED

ITED
U

S-TEVA-655198U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
 

TEVA
12551271
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551271

N
O

N
-EXPED

ITED
U

S-TEVA-655495U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
iarrhoea

ZEC
U

ITY
S

Transderm
al

 
TEVA

N
ausea

SER
O

Q
U

EL
C

 
Vom

iting
Pristiq

C
 

Application site erythem
a

 
Application site pain

 
M

uscle spasm
s

 
12551274
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551274

N
O

N
-EXPED

ITED
U

S-TEVA-655253U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

D
rug effect incom

plete
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D
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N
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FD
A

 A
dverse Event R

eporting System
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IA
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D
etailed R

eport
12551275
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551275

N
O

N
-EXPED

ITED
U

S-TEVA-655218U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
rug effect incom

plete
 

H
eadache

 
N

ausea
 

Photophobia
 

12551276
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551276

N
O

N
-EXPED

ITED
U

S-TEVA-655466U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

R
ash

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

D
evice battery issue

 
12551277
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551277

N
O

N
-EXPED

ITED
U

S-TEVA-655226U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)
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ation A
ct (FO

IA
) 

D
etailed R

eport
12551278
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551278

N
O

N
-EXPED

ITED
U

S-TEVA-656660U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
ry m

outh
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
 

Application site w
arm

th
 

D
evice battery issue

 
12551279
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551279

N
O

N
-EXPED

ITED
U

S-TEVA-656627U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
W

rong technique in product usage process
 

12551280
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551280

N
O

N
-EXPED

ITED
U

S-TEVA-655494U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12551282
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551282

N
O

N
-EXPED

ITED
U

S-TEVA-656670U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect decreased

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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12551283
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551283

N
O

N
-EXPED

ITED
U

S-TEVA-656562U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

12551284
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551284

N
O

N
-EXPED

ITED
U

S-TEVA-656417U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site irritation

 
Application site pain

 
Application site pruritus

 
12551285
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551285

N
O

N
-EXPED

ITED
U

S-TEVA-656633U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pain
 

Application site pruritus
 

Application site rash
 

Product use issue
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D
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FD
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) 

D
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eport
12551286
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551286

N
O

N
-EXPED

ITED
U

S-TEVA-656599U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site exfoliation
 

D
rug ineffective

 
12551287
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551287

N
O

N
-EXPED

ITED
U

S-TEVA-655569U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
Application site w

arm
th

 
Product adhesion issue

 
12551288
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551288

N
O

N
-EXPED

ITED
U

S-TEVA-655806U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site w

arm
th

 
D

evice battery issue
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dverse Event R

eporting System
 (FA

ER
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12551289
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551289

N
O

N
-EXPED

ITED
U

S-TEVA-655537U
SA

31 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pruritus
 

D
rug ineffective

 
Product adhesion issue

 
12551290
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551290

N
O

N
-EXPED

ITED
U

S-TEVA-656684U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
uscular w

eakness
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

N
ausea

 
Product odour abnorm

al
 

Product physical issue
 

12551291
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551291

N
O

N
-EXPED

ITED
U

S-TEVA-655846U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

D
evice use error

 
D

rug ineffective
 

12551292
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551292

N
O

N
-EXPED

ITED
U

S-TEVA-655837U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
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A

 A
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D
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12551293
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551293

N
O

N
-EXPED

ITED
U

S-TEVA-656413U
SA

16 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site irritation

 
D

rug adm
inistered to patient of inappropriate age

 
Product physical issue

 
12551294
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551294

N
O

N
-EXPED

ITED
U

S-TEVA-655543U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site rash
 

Application site sw
elling

 
D

rug hypersensitivity
 

Incorrect drug adm
inistration duration

 
12551295
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551295

N
O

N
-EXPED

ITED
U

S-TEVA-655534U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

W
rong technique in product usage process

 
12551296
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551296

N
O

N
-EXPED

ITED
U

S-TEVA-655829U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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12551297
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551297

N
O

N
-EXPED

ITED
U

S-TEVA-655830U
SA

21 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Skin disorder
 

12551298
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551298

N
O

N
-EXPED

ITED
U

S-TEVA-656687U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12551299
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551299

N
O

N
-EXPED

ITED
U

S-TEVA-655857U
SA

64 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551300
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551300

N
O

N
-EXPED

ITED
U

S-TEVA-655848U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

Incorrect drug adm
inistration duration

 

Page: 507 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R
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12551301
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551301

N
O

N
-EXPED

ITED
U

S-TEVA-655780U
SA

55 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

SU
M

ATR
IPTAN

C
U

nknow
n

100 M
illigram

 D
aily;

 
Application site sw

elling
N

AR
ATR

IPTAN
C

U
nknow

n
 

Application site pain
 

Incorrect drug adm
inistration duration

 
Intentional product m

isuse
 

12551302
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551302

N
O

N
-EXPED

ITED
U

S-TEVA-656398U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

12551303
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551303

N
O

N
-EXPED

ITED
U

S-TEVA-655573U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551305
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551305

N
O

N
-EXPED

ITED
U

S-TEVA-656204U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

has used 3 different
patches

 
TEVA

12551306
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551306

N
O

N
-EXPED

ITED
U

S-TEVA-655900U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Page: 508 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551307
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551307

N
O

N
-EXPED

ITED
U

S-TEVA-655800U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12551308
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551308

N
O

N
-EXPED

ITED
U

S-TEVA-655579U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

12551309
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551309

N
O

N
-EXPED

ITED
U

S-TEVA-655775U
SA

46 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site laceration
 

Application site pain
 

Application site scab
 

Application site sw
elling

 
O

edem
a

 
12551310
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551310

N
O

N
-EXPED

ITED
U

S-TEVA-655827U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site dryness
 

Application site erythem
a

 
Application site exfoliation
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551311
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551311

N
O

N
-EXPED

ITED
U

S-TEVA-655858U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

D
rug effect incom

plete
 

Therapeutic response unexpected
 

12551314
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551314

N
O

N
-EXPED

ITED
U

S-TEVA-656364U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours, onset of

m
igraine, to upper arm

or thigh

 
TEVA

12551315
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551315

N
O

N
-EXPED

ITED
U

S-TEVA-658356U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551316
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551316

N
O

N
-EXPED

ITED
U

S-TEVA-658346U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site hyperaesthesia
 

Application site pain
 

Application site pruritus
 

Application site w
arm

th
 

D
rug ineffective

 
Tension headache

 
12551317
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551317

N
O

N
-EXPED

ITED
U

S-TEVA-656357U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551318
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551318

N
O

N
-EXPED

ITED
U

S-TEVA-656386U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA

Page: 511 of 786
D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551319
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551319

N
O

N
-EXPED

ITED
U

S-TEVA-658884U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
 

Application site vesicles
 

12551320
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551320

N
O

N
-EXPED

ITED
U

S-TEVA-656392U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12551321
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551321

N
O

N
-EXPED

ITED
U

S-TEVA-656349U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12551322
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551322

N
O

N
-EXPED

ITED
U

S-TEVA-656377U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551323
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551323

N
O

N
-EXPED

ITED
U

S-TEVA-656384U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
12551325
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551325

N
O

N
-EXPED

ITED
U

S-TEVA-656387U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12551327
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551327

N
O

N
-EXPED

ITED
U

S-TEVA-658348U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

12551328
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551328

N
O

N
-EXPED

ITED
U

S-TEVA-656390U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Incorrect drug adm

inistration duration
 

Product substitution issue
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551329
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551329

N
O

N
-EXPED

ITED
U

S-TEVA-658025U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
D

evice leakage
 

Incorrect drug adm
inistration duration

 
12551330
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551330

N
O

N
-EXPED

ITED
U

S-TEVA-658345U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

Application site pruritus
 

Application site reaction
 

12551332
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551332

N
O

N
-EXPED

ITED
U

S-TEVA-658354U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551333
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551333

N
O

N
-EXPED

ITED
U

S-TEVA-657738U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site w
arm

th
 

Flushing
 

Incorrect drug adm
inistration duration

 
12551334
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551334

N
O

N
-EXPED

ITED
U

S-TEVA-658320U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
 

TEVA
Application site discolouration

 
Application site erythem

a
 

12551335
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551335

N
O

N
-EXPED

ITED
U

S-TEVA-658022U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration

 
M

igraine
 

12551336
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551336

N
O

N
-EXPED

ITED
U

S-TEVA-658353U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551337
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551337

N
O

N
-EXPED

ITED
U

S-TEVA-656379U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

12551338
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551338

N
O

N
-EXPED

ITED
U

S-TEVA-658831U
SA

28 YR
U

nknow
n

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

D
evice battery issue

 
Product adhesion issue

 
12551339
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551339

N
O

N
-EXPED

ITED
U

S-TEVA-658863U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product physical issue
 

W
rong technique in product usage process

 
12551340
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551340

N
O

N
-EXPED

ITED
U

S-TEVA-656370U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site vesicles
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D
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ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551341
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551341

N
O

N
-EXPED

ITED
U

S-TEVA-658386U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

U
rticaria

ZEC
U

ITY
S

Transderm
al

6.5m
g/4hours

 
TEVA

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4hours

 
TEVA

Adm
inistration site w

arm
th

 
D

rug ineffective
 

12551342
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551342

N
O

N
-EXPED

ITED
U

S-TEVA-658021U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

Verapam
il

C
 

Application site urticaria
D

oxepin
C

 
Butalbital

C
 

M
ethotrexate

C
 

Alprazolam
C

 
C

yclobenzaprine
C

 
Spironolactone

C
 

12551344
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551344

N
O

N
-EXPED

ITED
U

S-TEVA-657329U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551345
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551345

N
O

N
-EXPED

ITED
U

S-TEVA-657945U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site irritation

 
D

evice battery issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551346
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551346

N
O

N
-EXPED

ITED
U

S-TEVA-658358U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice battery issue

 
Product adhesion issue

 
12551347
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551347

N
O

N
-EXPED

ITED
U

S-TEVA-658030U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Inappropriate schedule of drug adm
inistration

 
Vom

iting
 

12551348
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551348

N
O

N
-EXPED

ITED
U

S-TEVA-657341U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551349
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551349

N
O

N
-EXPED

ITED
U

S-TEVA-658027U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

Incorrect drug adm
inistration duration

 

Page: 518 of 786
D
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ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551350
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551350

N
O

N
-EXPED

ITED
U

S-TEVA-658889U
SA

48 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

12551351
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551351

N
O

N
-EXPED

ITED
U

S-TEVA-658868U
SA

18 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pruritus

 
12551352
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551352

N
O

N
-EXPED

ITED
U

S-TEVA-657746U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

Application site sw
elling
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D

ate - Tim
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551353
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551353

N
O

N
-EXPED

ITED
U

S-TEVA-658349U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site irritation
 

Application site pruritus
 

Application site rash
 

Application site w
arm

th
 

12551354
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551354

N
O

N
-EXPED

ITED
U

S-TEVA-658328U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

12551355
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551355

N
O

N
-EXPED

ITED
U

S-TEVA-658036U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site pruritus
 

12551356
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551356

N
O

N
-EXPED

ITED
U

S-TEVA-658853U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551357
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551357

N
O

N
-EXPED

ITED
U

S-TEVA-658334U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ot flush

ZEC
U

ITY
S

Transderm
al

 
TEVA

Feeling hot
 

12551358
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551358

N
O

N
-EXPED

ITED
U

S-TEVA-658858U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

D
rug ineffective

 
12551359
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551359

N
O

N
-EXPED

ITED
U

S-TEVA-658321U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
 

TEVA
Application site paraesthesia

 
D

evice battery issue
 

12551360
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551360

N
O

N
-EXPED

ITED
U

S-TEVA-657051U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus
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FD
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 A
dverse Event R

eporting System
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ER
S)
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D
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eport
12551361
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551361

N
O

N
-EXPED

ITED
U

S-TEVA-658825U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551362
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551362

N
O

N
-EXPED

ITED
U

S-TEVA-657743U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice leakage

 
12551363
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551363

N
O

N
-EXPED

ITED
U

S-TEVA-658326U
SA

32 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

 
TEVA

Application site exfoliation
 

12551365
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551365

N
O

N
-EXPED

ITED
U

S-TEVA-658034U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site discolouration
 

Incorrect drug adm
inistration duration

 
12551366
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551366

N
O

N
-EXPED

ITED
U

S-TEVA-656984U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Eyelid ptosis
ZEC

U
ITY

S
Transderm

al
 

TEVA
Insom

nia
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
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ct (FO
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D
etailed R

eport
12551367
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551367

N
O

N
-EXPED

ITED
U

S-TEVA-658847U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

12551368
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551368

N
O

N
-EXPED

ITED
U

S-TEVA-658339U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12551369
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551369

N
O

N
-EXPED

ITED
U

S-TEVA-657776U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
 

Application site sw
elling

 
Application site w

arm
th

 
12551370
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551370

N
O

N
-EXPED

ITED
U

S-TEVA-657959U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice leakage

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)
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 of Inform
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ct (FO
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D
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eport
12551371
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551371

N
O

N
-EXPED

ITED
U

S-TEVA-658343U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
H

eadache
 

12551372
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551372

N
O

N
-EXPED

ITED
U

S-TEVA-657962U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

Product use issue
 

12551373
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551373

N
O

N
-EXPED

ITED
U

S-TEVA-656807U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug interaction
M

irena IU
D

S
U

nknow
n

 
N

ausea
 

12551374
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551374

N
O

N
-EXPED

ITED
U

S-TEVA-656956U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA

Page: 524 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551375
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551375

N
O

N
-EXPED

ITED
U

S-TEVA-656983U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site sw
elling

 
D

evice battery issue
 

12551376
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551376

N
O

N
-EXPED

ITED
U

S-TEVA-656962U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site hypoaesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Palpitations

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551377
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551377

N
O

N
-EXPED

ITED
U

S-TEVA-657012U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site rash
 

Intentional product m
isuse

 
Product use issue

 
12551378
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551378

N
O

N
-EXPED

ITED
U

S-TEVA-656964U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551379
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551379

N
O

N
-EXPED

ITED
U

S-TEVA-657330U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
ysgeusia

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site sw

elling
 

D
rug effect incom

plete
 

Parosm
ia

 
12551380
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551380

N
O

N
-EXPED

ITED
U

S-TEVA-657394U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erosion

 
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site scab
 

D
evice battery issue

 
M

enstruation delayed
 

12551381
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551381

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-657454U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5m

g every 4 hours
 

TEVA
12551382
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551382

N
O

N
-EXPED

ITED
U

S-TEVA-657389U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Therapeutic response unexpected
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551383
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551383

N
O

N
-EXPED

ITED
U

S-TEVA-658024U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site laceration
 

Application site m
acule

 
Incorrect drug adm

inistration duration
 

12551384
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551384

N
O

N
-EXPED

ITED
U

S-TEVA-658332U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
ysgeusia

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
Product quality issue

 
12551385
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551385

N
O

N
-EXPED

ITED
U

S-TEVA-656979U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site w
arm

th
 

12551386
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551386

N
O

N
-EXPED

ITED
U

S-TEVA-658324U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
 

TEVA
D

evice battery issue
 

Product odour abnorm
al
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551387
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551387

N
O

N
-EXPED

ITED
U

S-TEVA-657013U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site coldness
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Product adhesion issue
 

Product physical issue
 

12551388
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551388

N
O

N
-EXPED

ITED
U

S-TEVA-657698U
SA

53 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
igraine

 
12551389
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551389

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-657708U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12551396
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551396

N
O

N
-EXPED

ITED
U

S-TEVA-657699U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551397
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551397

N
O

N
-EXPED

ITED
U

S-TEVA-657704U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g /4 hours

 
TEVA

D
evice battery issue

 
12551398
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551398

N
O

N
-EXPED

ITED
U

S-TEVA-657490U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

C
ITALO

PR
AM

C
 

12551400
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551400

N
O

N
-EXPED

ITED
U

S-TEVA-659858U
SA

31 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

used for one m
onth

 
TEVA

AD
VIL

C
 

TYLEN
O

L
C

 
12551401
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551401

N
O

N
-EXPED

ITED
U

S-TEVA-659041U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
D

evice battery issue
 

12551403
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551403

N
O

N
-EXPED

ITED
U

S-TEVA-659044U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551405
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551405

N
O

N
-EXPED

ITED
U

S-TEVA-657705U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pruritus
 

D
rug ineffective

 
12551406
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551406

N
O

N
-EXPED

ITED
U

S-TEVA-657733U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12551407
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551407

N
O

N
-EXPED

ITED
U

S-TEVA-659258U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551408
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551408

N
O

N
-EXPED

ITED
U

S-TEVA-657692U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

Application site papules
 

Application site paraesthesia
 

Application site pruritus
 

Application site sw
elling

 
D

rug ineffective
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551409
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551409

N
O

N
-EXPED

ITED
U

S-TEVA-659269U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551410
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551410

N
O

N
-EXPED

ITED
U

S-TEVA-658933U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

 
TEVA

N
ausea

SER
O

Q
U

EL
S

U
nknow

n
 

D
ysarthria

C
ELEXA

S
U

nknow
n

 
Application site erythem

a
 

Application site pruritus
 

D
rug interaction

 
Product physical issue

 
Vision blurred

 
12551411
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551411

N
O

N
-EXPED

ITED
U

S-TEVA-657700U
SA

51 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pruritus
 

12551412
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551412

N
O

N
-EXPED

ITED
U

S-TEVA-659607U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12551414
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551414

N
O

N
-EXPED

ITED
U

S-TEVA-658945U
SA

53 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
12551417
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551417

N
O

N
-EXPED

ITED
U

S-TEVA-659637U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
12551418
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551418

N
O

N
-EXPED

ITED
U

S-TEVA-659613U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

D
evice battery issue

 
Product physical issue

 
12551419
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551419

N
O

N
-EXPED

ITED
U

S-TEVA-659644U
SA

64 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site reaction
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A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551420
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551420

N
O

N
-EXPED

ITED
U

S-TEVA-659687U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12551421
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551421

N
O

N
-EXPED

ITED
U

S-TEVA-660145U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551422
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551422

N
O

N
-EXPED

ITED
U

S-TEVA-665221U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12551423
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551423

N
O

N
-EXPED

ITED
U

S-TEVA-659320U
SA

56 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551424
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

13-Jul-2016
12551424

N
O

N
-EXPED

ITED
U

S-TEVA-659368U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
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ZEC
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TEVA

Application site erythem
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Application site pain
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elling
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A
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H
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O
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A
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C
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13-Jul-2016
12551425

N
O

N
-EXPED

ITED
U

S-TEVA-659690U
SA

37 YR
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U
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R
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R
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D
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M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pruritus
 

Application site sw
elling

 
12551426
FD

A
 R
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C
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C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
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C

ountry

13-Jul-2016
12551426

N
O

N
-EXPED
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U

S-TEVA-659373U
SA

41 YR
Fem

ale
U
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R
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R
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D
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D
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M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

12551427
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A
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H
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O
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M
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A
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C
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13-Jul-2016
12551427

N
O

N
-EXPED

ITED
U

S-TEVA-659466U
SA
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U
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Product

R
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R
oute

D
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M
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ZEC
U
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S

Transderm
al
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Application site erythem
a
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A
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H
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13-Jul-2016
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N
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U
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U
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M
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D
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U
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S
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al
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H
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O
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A
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C
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13-Jul-2016
12551431

N
O
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U
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U
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ZEC

U
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S
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TEVA
R
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13-Jul-2016
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N
O
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R
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D
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M
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Application site pain
ZEC

U
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S
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al
 

TEVA
Application site erythem
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Application site exfoliation
 

Application site pruritus
 

Application site rash
 

D
evice battery issue

 
D

rug effect incom
plete

 
Incorrect drug adm

inistration duration
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H
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O
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A
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C
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13-Jul-2016
12553336

EXPED
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 (15-D
AY)

O
T

U
S-TEVA-671427U

SA
44 YR

Fem
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U
SA

Preferred Term
Product

R
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R
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D
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D
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M
anufacturer

Application site scar
ZEC

U
ITY

S
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al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Incorrect drug adm
inistration duration
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H
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A
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C
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13-Jul-2016
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D
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EC
T
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U
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Application site rash
ZEC

U
ITY, 6.5M

G
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H
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O
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A
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C
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14-Jul-2016
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EXPED
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 (15-D
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O
T

U
S-TEVA-670196U
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46 YR

Fem
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U
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R
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R
oute

D
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D
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M
anufacturer

Sunburn
ZEC

U
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S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
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H
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O
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A
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C
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14-Jul-2016
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EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671447U

SA
45 YR

Fem
ale

U
SA
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Product

R
ole

R
oute

D
osage Text

D
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M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Incorrect drug adm
inistration duration

 
12519876
FD

A
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ase #

C
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H
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O
utcom
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M
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ontrol # 

A
ge
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C
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14-Jul-2016
12519876

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-672126U

SA
34 YR

M
ale

U
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R
ole

R
oute

D
osage Text

D
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M
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C
hem
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ZEC

U
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S
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al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site paraesthesia
 

M
igraine

 
Product adhesion issue

 
Product physical issue
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A
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14-Jul-2016
12519983

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671334U

SA
54 YR

M
ale

U
SA
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R
ole

R
oute

D
osage Text

D
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M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

 
Application site discolouration

 
Application site erythem

a
 

M
igraine

 
12524921
FD

A
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H
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O
utcom
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A
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C
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14-Jul-2016
12524921

EXPED
ITED

 (15-D
AY)

O
T

U
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SA
50 YR

Fem
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U
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R
ole

R
oute

D
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D
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M
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Burns first degree
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Application site hypoaesthesia
 

Application site irritation
 

Application site pain
 

Application site pruritus
 

Application site scar
 

Application site vesicles
 

D
ysgeusia

 
Product physical issue

 
Skin exfoliation

 
Sunburn

 
W

rong technique in product usage process
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C
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14-Jul-2016
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EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673599U

SA
52 YR

Fem
ale

U
SA
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R
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R
oute

D
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D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
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Application site erythem
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FD
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H
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A
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C
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14-Jul-2016
12538130

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673825U

SA
44 YR

Fem
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U
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R
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R
oute

D
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D
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M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site reaction
 

Application site vesicles
 

Application site w
arm

th
 

Inappropriate schedule of drug adm
inistration

 
Product adhesion issue

 
Product physical issue

 
Sunburn
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H
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O
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C
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14-Jul-2016
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EXPED
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O
T

U
S-TEVA-675861U
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U
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M
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U
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A
ge

Sex 
C
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14-Jul-2016
12556455

N
O

N
-EXPED
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U

S-TEVA-655049U
SA

U
nknow

n
U
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Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
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G
/4H

R
 

TEVA
Product physical issue
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H
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O
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A
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C
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14-Jul-2016
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EXPED
ITED
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AY)

O
T

U
S-TEVA-676533U

SA
41 YR

M
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U
SA
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R
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R
oute

D
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D
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M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Product physical issue
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U
ITY

S
Transderm

al
 

TEVA
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D
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14-Jul-2016
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D
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EC
T

O
T

38 YR
Fem
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U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin irritation
ZEC

U
ITY

S
1 patch(es) O

nce a day
Applied as m

edicated
patch to skin

 

Application site pruritus
TO

PAM
AX

C
 

Application site pain
FIO

R
IC

ET
C

 
D

evice m
alfunction

IN
D

O
M

ETH
AC

IN
C

 
XAN

AX
C

 
Application site pain

 
Application site scar

 
Application site urticaria
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15-Jul-2016
12254604

N
O

N
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O

T
U

S-TEVA-650631U
SA

53 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
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M
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Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

PR
EM

PR
O

C
 

Application site erythem
a

N
ASO

C
O

R
T

C
 

Application site discolouration
BEN

AD
R
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C

 
Application site discolouration

 
D

evice leakage
 

D
rug ineffective

 
D
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15-Jul-2016
12277263

N
O

N
-EXPED
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U

S-TEVA-639946U
SA

51 YR
Fem

ale
U

SA
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R
ole

R
oute

D
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D
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M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
C

ITALO
PR

AM
C

U
nknow

n
40 M

illigram
 D

aily;
 

G
ABAPEN

TIN
C

TID
 prn

 
SU

M
ATR

IPTAN
C

 
12281584
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H
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O
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A
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C
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15-Jul-2016
12281584

N
O

N
-EXPED
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U

S-TEVA-640552U
SA

Fem
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U
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R
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R
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D
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D
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M
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D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12281641
FD

A
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C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge
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C
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15-Jul-2016
12281641

N
O

N
-EXPED
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U

S-TEVA-641391U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration

 
Som

nolence
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H
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O
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C
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15-Jul-2016
12281699

N
O
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U
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SA
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U

SA
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R
oute

D
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D
uration

M
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TEVA
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15-Jul-2016
12281701

N
O
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U
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U

SA
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R
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D
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N
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ZEC
U
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S

Transderm
al
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D
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FD

A
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H
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utcom

es
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C
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15-Jul-2016
12281725

N
O
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U
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R
oute

D
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D
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M
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D
iscom

fort
ZEC

U
ITY

S
Transderm

al
 

TEVA
D
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Palpitations
 

Paraesthesia
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FD
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15-Jul-2016
12281727

N
O
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U
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15-Jul-2016
12281757

N
O

N
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U

S-TEVA-642159U
SA

51 YR
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ale
U

SA
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R
ole

R
oute

D
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D
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M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

ZEC
U

ITY
S

Transderm
al

 
TEVA

U
nderdose

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product adhesion issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

sum
atriptan

C
 

Application site irritation
C

alcium
 w

ith vitam
in D

3
C

600m
g w

ith D
3

 
G

abapentin
C

2700 M
illigram

 D
aily;

 
B-12

C
O

ral
 

om
eprazole

C
 

trazadone
C

Q
H

S
 

C
ym

balta
C

 
Torodol

C
PR

N
 

Phenergan
C

PR
N

 
12281764
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12281764

N
O

N
-EXPED

ITED
U

S-TEVA-641841U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site erythem
a

 
D

evice battery issue
 

D
evice leakage

 
D

rug ineffective
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281781
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12281781

N
O

N
-EXPED

ITED
U

S-TEVA-644705U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

12281782
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12281782

N
O

N
-EXPED

ITED
U

S-TEVA-644007U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

C
LAR

IN
EX

C
 

Application site discolouration
 

Application site dryness
 

Application site pruritus
 

12281786
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12281786

N
O

N
-EXPED

ITED
U

S-TEVA-643685U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
12281821
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12281821

N
O

N
-EXPED

ITED
U

S-TEVA-643918U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue

 
W

rong technique in product usage process
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12281822
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12281822

N
O

N
-EXPED

ITED
U

S-TEVA-642482U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Incorrect drug adm
inistration duration

 
12284709
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12284709

N
O

N
-EXPED

ITED
U

S-TEVA-645021U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Application site pain

 
12284748
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12284748

N
O

N
-EXPED

ITED
H

O
,O

T
U

S-TEVA-646715U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
yocardial infarction

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pruritus

 
C

hest pain
 

H
ypoaesthesia

 
Pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12284853
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12284853

N
O

N
-EXPED

ITED
U

S-TEVA-648169U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
ound

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site rash

 
Skin abrasion

 
12342644
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12342644

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-656797U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site pain
 

Application site scab
 

Application site sw
elling

 
D

rug ineffective
 

12501124
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12501124

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669920U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12510136
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12510136

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670933U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site pain
 

Application site paraesthesia
 

Application site vesicles
 

Application site w
arm

th
 

Sunburn
 

12538118
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12538118

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673824U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site pain

 
Application site vesicles

 
Application site w

arm
th

 
Incorrect drug adm

inistration duration
 

Product physical issue
 

12540541
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12540541

N
O

N
-EXPED

ITED
U

S-TEVA-649764U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug effect incom
plete

 
D

rug ineffective
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12540611
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12540611

N
O

N
-EXPED

ITED
U

S-TEVA-651820U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discom
fort

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site coldness
 

Application site erythem
a

 
12551273
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551273

N
O

N
-EXPED

ITED
U

S-TEVA-655222U
SA

69 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site oedem
a

 
12551312
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551312

N
O

N
-EXPED

ITED
U

S-TEVA-656169U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
Incorrect drug adm

inistration duration
 

Product adhesion issue
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551331
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551331

N
O

N
-EXPED

ITED
U

S-TEVA-657795U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
ZEC

U
ITY

S
Transderm

al
she had used 7-8 TD

S
previously

 
TEVA

Application site dryness
 

Product adhesion issue
 

Product physical issue
 

12551364
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551364

N
O

N
-EXPED

ITED
U

S-TEVA-658865U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12551402
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551402

N
O

N
-EXPED

ITED
U

S-TEVA-659305U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site erythem
a

 
Application site pain

 
12551413
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551413

N
O

N
-EXPED

ITED
U

S-TEVA-659253U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product quality issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12551416
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551416

N
O

N
-EXPED

ITED
U

S-TEVA-659467U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA

TO
PAM

AX
C

 
ALBU

TER
O

L
C

 
BO

TO
X

C
 

M
AXALT

C
 

12551428
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12551428

N
O

N
-EXPED

ITED
U

S-TEVA-658911U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

D
rug effect incom

plete
 

12559018
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559018

N
O

N
-EXPED

ITED
U

S-TEVA-660128U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site discolouration
 

Application site exfoliation
 

12559019
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559019

N
O

N
-EXPED

ITED
U

S-TEVA-660140U
SA

62 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site irritation
 

Application site pruritus
 

Application site rash
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559020
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559020

N
O

N
-EXPED

ITED
U

S-TEVA-660147U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product physical issue
 

W
rong technique in product usage process

 
12559021
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559021

N
O

N
-EXPED

ITED
U

S-TEVA-660134U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12559022
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559022

N
O

N
-EXPED

ITED
U

S-TEVA-661011U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Product physical issue

 
12559023
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559023

N
O

N
-EXPED

ITED
U

S-TEVA-660614U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

12559024
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559024

N
O

N
-EXPED

ITED
U

S-TEVA-660129U
SA

37 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559025
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559025

N
O

N
-EXPED

ITED
U

S-TEVA-660063U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

12559026
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559026

N
O

N
-EXPED

ITED
U

S-TEVA-661091U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Intentional product use issue
 

12559027
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559027

N
O

N
-EXPED

ITED
U

S-TEVA-660142U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
has used three patches
(date not provided)

 
TEVA

12559028
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559028

N
O

N
-EXPED

ITED
U

S-TEVA-660941U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site sw
elling

 
C

hest discom
fort

 
D

iscom
fort

 
D

izziness
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D
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559029
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559029

N
O

N
-EXPED

ITED
U

S-TEVA-660612U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site reaction
 

Application site sw
elling

 
D

rug ineffective
 

Product adhesion issue
 

12559030
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559030

N
O

N
-EXPED

ITED
U

S-TEVA-660141U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
rug effect incom

plete
 

Product physical issue
 

12559031
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559031

N
O

N
-EXPED

ITED
U

S-TEVA-660132U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site pruritus

 
12559032
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559032

N
O

N
-EXPED

ITED
U

S-TEVA-660371U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
D

evice battery issue
 

Product adhesion issue
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559033
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559033

N
O

N
-EXPED

ITED
U

S-TEVA-660953U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

4 hours
 

TEVA
Application site pain

 
Application site pruritus

 
Application site sw

elling
 

D
evice adhesion issue

 
D

evice battery issue
 

D
evice defective

 
Paraesthesia

 
12559034
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559034

N
O

N
-EXPED

ITED
U

S-TEVA-660982U
SA

65 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pain
 

Application site sw
elling

 
Application site urticaria

 
12559035
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559035

N
O

N
-EXPED

ITED
U

S-TEVA-660137U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
gover 4 hours

 
TEVA

Application site bruise
 

Application site laceration
 

Application site pain
 

Application site pruritus
 

Application site sw
elling

 

Page: 554 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559036
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559036

N
O

N
-EXPED

ITED
U

S-TEVA-660143U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559037
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559037

N
O

N
-EXPED

ITED
U

S-TEVA-660394U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

2 or 3 patches since
M

arch 2016
 

TEVA

Application site erythem
a

 
Application site urticaria

 
12559038
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559038

N
O

N
-EXPED

ITED
U

S-TEVA-660952U
SA

65 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

4 hours
 

TEVA
Application site pain

 
D

evice battery issue
 

D
rug effect incom

plete
 

Product physical issue
 

12559039
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559039

N
O

N
-EXPED

ITED
U

S-TEVA-660373U
SA

44 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site pruritus
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D
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e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559040
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559040

N
O

N
-EXPED

ITED
U

S-TEVA-660130U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12559041
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559041

N
O

N
-EXPED

ITED
U

S-TEVA-661078U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
zom

ig
C

U
nknow

n
 

Application site pain
 

Application site sw
elling

 
12559042
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559042

N
O

N
-EXPED

ITED
U

S-TEVA-660605U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
Product adhesion issue

 
Product physical issue

 
12559043
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559043

N
O

N
-EXPED

ITED
U

S-TEVA-660764U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559044
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559044

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-660948U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

Application site urticaria
 

Application site vesicles
 

12559045
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559045

N
O

N
-EXPED

ITED
U

S-TEVA-660609U
SA

37 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug prescribing error

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect incom

plete
 

Intentional product m
isuse

 
12559046
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559046

N
O

N
-EXPED

ITED
U

S-TEVA-660386U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559047
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559047

N
O

N
-EXPED

ITED
U

S-TEVA-660135U
SA

44 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice leakage

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Application site w

arm
th

 
D

evice battery issue
 

Paraesthesia
 

Product adhesion issue
 

Skin disorder
 

12559048
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559048

N
O

N
-EXPED

ITED
U

S-TEVA-660552U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
ound

ZEC
U

ITY
S

Transderm
al

from
 12-Feb-2016 to

current - dates and
num

ber of patches used
not provided

 
TEVA

Application site inflam
m

ation
 

Application site vesicles
 

12559049
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559049

N
O

N
-EXPED

ITED
U

S-TEVA-661092U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site discom
fort

 
Application site pain

 
Application site pruritus

 
Application site urticaria
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559050
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559050

N
O

N
-EXPED

ITED
U

S-TEVA-660984U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Adverse event

 
Application site erythem

a
 

Application site sw
elling

 
12559051
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559051

N
O

N
-EXPED

ITED
U

S-TEVA-660380U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
12559052
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559052

N
O

N
-EXPED

ITED
U

S-TEVA-660412U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559055
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559055

N
O

N
-EXPED

ITED
U

S-TEVA-660617U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

D
rug effect incom

plete
 

Product physical issue
 

Som
nolence
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559056
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559056

N
O

N
-EXPED

ITED
U

S-TEVA-660771U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12559057
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559057

N
O

N
-EXPED

ITED
U

S-TEVA-660944U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
12559060
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559060

N
O

N
-EXPED

ITED
U

S-TEVA-661097U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
hest discom

fort
ZEC

U
ITY

S
Transderm

al
 

TEVA
trexim

et
S

U
nknow

n
 

12559062
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559062

N
O

N
-EXPED

ITED
U

S-TEVA-660978U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Intentional product use issue
 

Product adhesion issue
 

Product physical issue
 

12559063
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559063

N
O

N
-EXPED

ITED
U

S-TEVA-661360U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Tachycardia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Incorrect drug adm

inistration duration
 

Palpitations
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559064
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559064

N
O

N
-EXPED

ITED
U

S-TEVA-661368U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
6.5 m

g / 4 hours
 

TEVA
D

evice adhesion issue
 

D
evice battery issue

 
12559066
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559066

N
O

N
-EXPED

ITED
U

S-TEVA-660809U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

H
ypersensitivity

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

12559067
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559067

N
O

N
-EXPED

ITED
U

S-TEVA-660973U
SA

65 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

12559068
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559068

N
O

N
-EXPED

ITED
U

S-TEVA-660935U
SA

36 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discom
fort

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site reaction

 
Application site w

arm
th

 
Paraesthesia
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D
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N
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 A
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eporting System
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D
etailed R

eport
12559069
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559069

N
O

N
-EXPED

ITED
U

S-TEVA-660768U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site dryness
 

Application site pruritus
 

12559070
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559070

N
O

N
-EXPED

ITED
U

S-TEVA-661080U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site pain

 
Application site pruritus

 
Application site sw

elling
 

D
rug effect incom

plete
 

12559071
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559071

N
O

N
-EXPED

ITED
U

S-TEVA-660934U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site pain
 

12559072
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559072

N
O

N
-EXPED

ITED
U

S-TEVA-661212U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
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ation A
ct (FO

IA
) 

D
etailed R

eport
12559074
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559074

N
O

N
-EXPED

ITED
U

S-TEVA-661372U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

D
evice leakage

 
12559075
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559075

N
O

N
-EXPED

ITED
U

S-TEVA-661381U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12559076
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559076

N
O

N
-EXPED

ITED
U

S-TEVA-661580U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site pruritus

 
Application site w

arm
th

 
12559077
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559077

N
O

N
-EXPED

ITED
U

S-TEVA-661434U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug hypersensitivity

 
R

ash m
acular
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D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
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FD
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 A
dverse Event R
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D
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eport
12559078
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559078

N
O

N
-EXPED

ITED
U

S-TEVA-661378U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

 
TEVA

12559079
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559079

N
O

N
-EXPED

ITED
U

S-TEVA-661389U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559080
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559080

N
O

N
-EXPED

ITED
U

S-TEVA-661795U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12559081
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559081

N
O

N
-EXPED

ITED
U

S-TEVA-661469U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Product physical issue
 

W
rong technique in product usage process

 
12559084
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559084

N
O

N
-EXPED

ITED
U

S-TEVA-661431U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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dverse Event R
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D
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12559085
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559085

N
O

N
-EXPED

ITED
U

S-TEVA-661510U
SA

64 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
rug ineffective

 
12559086
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559086

N
O

N
-EXPED

ITED
U

S-TEVA-661824U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559087
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559087

N
O

N
-EXPED

ITED
U

S-TEVA-661429U
SA

26 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559088
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559088

N
O

N
-EXPED

ITED
U

S-TEVA-661830U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

W
rong technique in product usage process

 
12559089
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559089

N
O

N
-EXPED

ITED
U

S-TEVA-661827U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

M
alaise

 
M

igraine
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D
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12559090
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559090

N
O

N
-EXPED

ITED
U

S-TEVA-661550U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discom
fort

 
Application site rash

 
Application site w

arm
th

 
D

evice leakage
 

Paraesthesia
 

12559091
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559091

N
O

N
-EXPED

ITED
U

S-TEVA-661829U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Incorrect drug adm
inistration duration

 
Product adhesion issue

 
Product physical issue

 
Skin reaction

 
12559092
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559092

N
O

N
-EXPED

ITED
U

S-TEVA-661578U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site irritation

 
D

rug ineffective
 

Product physical issue
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12559093
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559093

N
O

N
-EXPED

ITED
U

S-TEVA-661840U
SA

16 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Incorrect drug adm
inistration duration

 
12559094
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559094

N
O

N
-EXPED

ITED
U

S-TEVA-661430U
SA

68 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559095
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559095

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-661435U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
yspnoea

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
izziness

 
H

eart rate increased
 

12559096
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559096

N
O

N
-EXPED

ITED
U

S-TEVA-661848U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
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12559098
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559098

N
O

N
-EXPED

ITED
U

S-TEVA-661831U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Product physical issue
 

12559099
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559099

N
O

N
-EXPED

ITED
U

S-TEVA-661565U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site discolouration
 

Skin hyperpigm
entation

 
12559100
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559100

N
O

N
-EXPED

ITED
U

S-TEVA-661841U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Panic attack
ZEC

U
ITY

S
Transderm

al
 

TEVA
XAN

AX
C

 
12559101
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559101

N
O

N
-EXPED

ITED
U

S-TEVA-661513U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
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ation A
ct (FO

IA
) 

D
etailed R

eport
12559102
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559102

N
O

N
-EXPED

ITED
U

S-TEVA-661498U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site sw
elling

 
D

evice adhesion issue
 

Paraesthesia
 

12559103
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559103

N
O

N
-EXPED

ITED
U

S-TEVA-661845U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
W

rong technique in product usage process
 

12559105
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559105

N
O

N
-EXPED

ITED
U

S-TEVA-661842U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559106
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559106

N
O

N
-EXPED

ITED
U

S-TEVA-661852U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug hypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Page: 569 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559108
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559108

N
O

N
-EXPED

ITED
U

S-TEVA-661857U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site pruritus

 
W

rong technique in product usage process
 

12559109
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559109

N
O

N
-EXPED

ITED
U

S-TEVA-662126U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559110
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559110

N
O

N
-EXPED

ITED
U

S-TEVA-662016U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pruritus
R

ELPAX
C

 
12559111
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559111

N
O

N
-EXPED

ITED
U

S-TEVA-662101U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site coldness

 
Application site erythem

a
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559112
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559112

N
O

N
-EXPED

ITED
U

S-TEVA-662129U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
D

evice battery issue
 

Product adhesion issue
 

12559113
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559113

N
O

N
-EXPED

ITED
U

S-TEVA-662104U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

12559114
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559114

N
O

N
-EXPED

ITED
U

S-TEVA-664620U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
D

rug ineffective
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559115
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559115

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-664818U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scar

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site inflam

m
ation

 
Application site pain

 
Application site paraesthesia

 
Application site sw

elling
 

Application site urticaria
 

Application site vesicles
 

D
rug ineffective

 
Product quality issue

 
12559116
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559116

N
O

N
-EXPED

ITED
U

S-TEVA-664826U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Vom
iting

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect increased

 
12559117
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559117

N
O

N
-EXPED

ITED
U

S-TEVA-664830U
SA

13 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
rug adm

inistered to patient of inappropriate age
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559118
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559118

N
O

N
-EXPED

ITED
U

S-TEVA-664834U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
 

Application site w
arm

th
 

M
uscle tightness

 
12559119
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559119

N
O

N
-EXPED

ITED
U

S-TEVA-665222U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site irritation

 
Application site pain

 
D

ry skin
 

12559120
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559120

N
O

N
-EXPED

ITED
U

S-TEVA-665287U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

12559121
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559121

N
O

N
-EXPED

ITED
U

S-TEVA-663440U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559123
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559123

N
O

N
-EXPED

ITED
U

S-TEVA-663443U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Incorrect drug adm
inistration duration

 
12559124
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559124

N
O

N
-EXPED

ITED
U

S-TEVA-663416U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site inflam
m

ation
 

Application site pruritus
 

Product physical issue
 

12559125
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559125

N
O

N
-EXPED

ITED
U

S-TEVA-663430U
SA

65 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours; on

upper arm
 or thigh

 
TEVA

Application site pruritus
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559126
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559126

N
O

N
-EXPED

ITED
U

S-TEVA-663779U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
M

igraine
 

12559128
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559128

N
O

N
-EXPED

ITED
U

S-TEVA-663490U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site rash
 

Application site w
arm

th
 

Incorrect drug adm
inistration duration

 
12559129
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559129

N
O

N
-EXPED

ITED
U

S-TEVA-663359U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559130
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559130

N
O

N
-EXPED

ITED
U

S-TEVA-664590U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

W
rong technique in product usage process
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559131
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559131

N
O

N
-EXPED

ITED
U

S-TEVA-663353U
SA

60 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pain
 

Application site pruritus
 

12559132
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559132

N
O

N
-EXPED

ITED
U

S-TEVA-663436U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
 

12559133
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559133

N
O

N
-EXPED

ITED
U

S-TEVA-663778U
SA

70 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Incorrect drug adm
inistration duration

 
12559134
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559134

N
O

N
-EXPED

ITED
U

S-TEVA-663485U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5m
g/4 hours

 
TEVA

12559135
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559135

N
O

N
-EXPED

ITED
U

S-TEVA-663612U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559136
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559136

N
O

N
-EXPED

ITED
U

S-TEVA-664595U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site m
ass

 
Application site rash

 
W

rong technique in product usage process
 

12559137
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559137

N
O

N
-EXPED

ITED
U

S-TEVA-663744U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site rash

 
12559138
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559138

N
O

N
-EXPED

ITED
U

S-TEVA-663793U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pain
ZEC

U
ITY

S
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site reaction
 

M
edication overuse headache

 
Product physical issue
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559139
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559139

N
O

N
-EXPED

ITED
U

S-TEVA-664060U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site paraesthesia

 
Skin papillom

a
 

12559140
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559140

N
O

N
-EXPED

ITED
U

S-TEVA-663995U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
Application site urticaria

 
12559141
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559141

N
O

N
-EXPED

ITED
U

S-TEVA-663735U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559142
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559142

N
O

N
-EXPED

ITED
U

S-TEVA-664616U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12559143
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559143

N
O

N
-EXPED

ITED
U

S-TEVA-664165U
SA

21 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
PR

N
 

TEVA
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FD
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 A
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eporting System
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S)

Freedom
 of Inform
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D
etailed R

eport
12559144
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559144

N
O

N
-EXPED

ITED
U

S-TEVA-664609U
SA

61 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
 

Product adhesion issue
 

W
rong technique in product usage process

 
12559145
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559145

N
O

N
-EXPED

ITED
U

S-TEVA-662180U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Palpitations
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
12559146
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559146

N
O

N
-EXPED

ITED
U

S-TEVA-664494U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
erm

atitis contact
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
12559147
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559147

N
O

N
-EXPED

ITED
U

S-TEVA-664450U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Adverse event
 

Fatigue
 

Product physical issue
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FD
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 A
dverse Event R

eporting System
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Freedom
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D
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eport
12559148
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559148

N
O

N
-EXPED

ITED
U

S-TEVA-662170U
SA

17 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site inflam
m

ation
 

M
igraine

 
Product use issue

 
Som

nolence
 

12559149
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559149

N
O

N
-EXPED

ITED
U

S-TEVA-663991U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
U

nknow
n

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pain

 
Feeling abnorm

al
 

Incorrect drug adm
inistration duration

 
12559150
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559150

N
O

N
-EXPED

ITED
U

S-TEVA-664602U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site inflam
m

ation
 

Application site m
ass

 
Application site pruritus
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FD
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 A
dverse Event R

eporting System
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D
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12559151
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559151

N
O

N
-EXPED

ITED
U

S-TEVA-662809U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559152
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559152

N
O

N
-EXPED

ITED
U

S-TEVA-664592U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

D
rug effect incom

plete
 

12559153
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559153

N
O

N
-EXPED

ITED
U

S-TEVA-663994U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
6.5 m

g ober 4 hours
 

TEVA
Application site w

arm
th

 
Incorrect drug adm

inistration duration
 

N
ausea

 
12559154
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559154

N
O

N
-EXPED

ITED
U

S-TEVA-662167U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
M

igraine
 

Product physical issue
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12559155
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559155

N
O

N
-EXPED

ITED
U

S-TEVA-662134U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559156
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559156

N
O

N
-EXPED

ITED
U

S-TEVA-664599U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site paraesthesia
 

Application site pruritus
 

Application site rash
 

Flushing
 

H
ypersensitivity

 
Incorrect drug adm

inistration duration
 

Product physical issue
 

Pruritus generalised
 

12559157
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559157

N
O

N
-EXPED

ITED
U

S-TEVA-664469U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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FD
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 A
dverse Event R

eporting System
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D
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eport
12559158
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559158

N
O

N
-EXPED

ITED
U

S-TEVA-662533U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Incorrect drug adm
inistration duration

 
12559159
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559159

N
O

N
-EXPED

ITED
U

S-TEVA-662178U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
D

izziness
 

12559160
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559160

N
O

N
-EXPED

ITED
U

S-TEVA-662803U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559161
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559161

N
O

N
-EXPED

ITED
U

S-TEVA-664597U
SA

59 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

D
rug effect incom

plete
 

Product physical issue
 

W
rong technique in product usage process
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D
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12559162
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559162

N
O

N
-EXPED

ITED
U

S-TEVA-662163U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site urticaria
 

D
rug ineffective

 
12559163
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559163

N
O

N
-EXPED

ITED
U

S-TEVA-662685U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559164
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559164

N
O

N
-EXPED

ITED
U

S-TEVA-664600U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site pain

 
Incorrect drug adm

inistration duration
 

12559165
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559165

N
O

N
-EXPED

ITED
U

S-TEVA-662328U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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12559166
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559166

N
O

N
-EXPED

ITED
U

S-TEVA-662166U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
6.5 m

gover 4 hours
 

TEVA
Application site erythem

a
 

Product physical issue
 

12559167
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559167

N
O

N
-EXPED

ITED
U

S-TEVA-662683U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559168
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559168

N
O

N
-EXPED

ITED
U

S-TEVA-662845U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

12559169
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559169

N
O

N
-EXPED

ITED
U

S-TEVA-662874U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site urticaria
 

Application site vesicles
 

Product physical issue
 

W
rong technique in product usage process
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12559170
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559170

N
O

N
-EXPED

ITED
U

S-TEVA-662521U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
12559171
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559171

N
O

N
-EXPED

ITED
U

S-TEVA-662864U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559172
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559172

N
O

N
-EXPED

ITED
U

S-TEVA-662536U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559173
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559173

N
O

N
-EXPED

ITED
U

S-TEVA-662581U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559174
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559174

N
O

N
-EXPED

ITED
U

S-TEVA-664604U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
rug hypersensitivity

 
Product adhesion issue

 
Product physical issue
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D
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559175
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559175

N
O

N
-EXPED

ITED
U

S-TEVA-662471U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

ZEC
U

ITY
S

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

Application site rash
 

Product adhesion issue
 

Product physical issue
 

W
rong technique in product usage process

 
12559176
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559176

N
O

N
-EXPED

ITED
U

S-TEVA-662131U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site induration

 
12559177
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559177

N
O

N
-EXPED

ITED
U

S-TEVA-662573U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559178
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559178

N
O

N
-EXPED

ITED
U

S-TEVA-662635U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12559179
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559179

N
O

N
-EXPED

ITED
U

S-TEVA-662502U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559180
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559180

N
O

N
-EXPED

ITED
U

S-TEVA-662687U
SA

60 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559181
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559181

N
O

N
-EXPED

ITED
U

S-TEVA-662578U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559182
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559182

N
O

N
-EXPED

ITED
U

S-TEVA-662836U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
12559183
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559183

N
O

N
-EXPED

ITED
U

S-TEVA-663345U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
 

D
rug effect incom

plete
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
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ation A
ct (FO

IA
) 

D
etailed R

eport
12559184
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559184

N
O

N
-EXPED

ITED
U

S-TEVA-662866U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site coldness

 
Product physical issue

 
12559185
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559185

N
O

N
-EXPED

ITED
U

S-TEVA-663317U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site inflam
m

ation
 

Application site pruritus
 

Application site urticaria
 

12559186
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559186

N
O

N
-EXPED

ITED
U

S-TEVA-663332U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product physical issue
 

12559187
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559187

N
O

N
-EXPED

ITED
U

S-TEVA-663343U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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D
etailed R

eport
12559188
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559188

N
O

N
-EXPED

ITED
U

S-TEVA-663299U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

12559189
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559189

N
O

N
-EXPED

ITED
U

S-TEVA-663292U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
erm

atitis contact
ZEC

U
ITY

S
Transderm

al
at onset of m

igraine;
apply patch to underarm
or thigh

 
TEVA

Application site erythem
a

 
Application site irritation

 
Application site pruritus

 
Application site urticaria

 
12559190
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559190

N
O

N
-EXPED

ITED
U

S-TEVA-665299U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Product adhesion issue
 

Product physical issue
 

12559191
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559191

N
O

N
-EXPED

ITED
U

S-TEVA-665305U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA
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ation A
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D
etailed R

eport
12559192
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559192

N
O

N
-EXPED

ITED
U

S-TEVA-662489U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice battery issue

 
12559193
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559193

N
O

N
-EXPED

ITED
U

S-TEVA-662907U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559194
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559194

N
O

N
-EXPED

ITED
U

S-TEVA-662889U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559195
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559195

N
O

N
-EXPED

ITED
U

S-TEVA-662854U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Incorrect drug adm
inistration duration

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)
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 of Inform
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ct (FO
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D
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eport
12559196
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559196

N
O

N
-EXPED

ITED
U

S-TEVA-662899U
SA

17 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site paraesthesia
 

Product use issue
 

12559197
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559197

N
O

N
-EXPED

ITED
U

S-TEVA-662537U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12559198
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559198

N
O

N
-EXPED

ITED
U

S-TEVA-665417U
SA

28 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
ysgeusia

 
N

ausea
 

12559199
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559199

N
O

N
-EXPED

ITED
U

S-TEVA-666649U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

H
eadache
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dverse Event R

eporting System
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D
etailed R

eport
12559200
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559200

N
O

N
-EXPED

ITED
U

S-TEVA-665409U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site exfoliation
 

12559201
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559201

N
O

N
-EXPED

ITED
U

S-TEVA-662950U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Incorrect product storage

 
Product physical issue

 
12559202
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559202

N
O

N
-EXPED

ITED
U

S-TEVA-665379U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site reaction
 

12559203
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559203

N
O

N
-EXPED

ITED
U

S-TEVA-665411U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
Application site urticaria

 

Page: 593 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform
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D
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eport
12559204
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559204

N
O

N
-EXPED

ITED
U

S-TEVA-663350U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site laceration
 

W
rong technique in product usage process

 
12559205
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Jul-2016
12559205

N
O

N
-EXPED
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U

S-TEVA-642870U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
Vitam

in B
C

 
D

rug effect incom
plete

C
holestyram

ine
C

 
D

evice leakage
D

icyclom
ine

C
 

R
ash

Lexapro
C

 
G

abapentin
C

 
toradol

C
 

M
elatonin

C
 

om
eprazole

C
 

R
anitidine

C
 

rizatriptan
C

 
phenergan

C
 

sum
atriptan succinate

C
 

Valacyclovir
C

 
Trazodone

C
 

12284686
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12284686

N
O

N
-EXPED

ITED
U

S-TEVA-647188U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice leakage
 

12284698
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12284698

N
O

N
-EXPED

ITED
U

S-TEVA-645991U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
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FD
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C
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C
ase Type

H
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O
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ontrol # 

A
ge
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C
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19-Jul-2016
12284706

N
O

N
-EXPED

ITED
U

S-TEVA-645666U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
evice leakage

 
12284741
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12284741

N
O

N
-EXPED

ITED
U

S-TEVA-645591U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Pain
 

12287682
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12287682

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-652702U

SA
60 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site rash
 

C
hem

ical injury
 

D
erm

atitis
 

D
evice adhesion issue

 
D

evice battery issue
 

D
evice leakage

 
D

rug ineffective
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FD
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H
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O
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es
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ontrol # 

A
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C
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19-Jul-2016
12318624

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-656168U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
evice battery issue

 
Incorrect drug adm

inistration duration
 

12331342
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12331342

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-656411U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site w
arm

th
 

Injection site scar
 

Product physical issue
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H
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O
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ontrol # 

A
ge
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C

ountry

19-Jul-2016
12475513

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667943U

SA
56 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns first degree
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site scar

ZEC
U

ITY
S

 
TEVA

Application site vesicles
Vitam

in D
C

 
Application site pain

Vitam
in C

C
 

Application site paraesthesia
M

ulti-Vitam
in

C
 

Product physical issue
Venlafaxine

C
 

Product adhesion issue
Estrogen

C
 

Application site discom
fort

 
D

rug ineffective
 

12477143
FD

A
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C
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H
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O
utcom

es
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anufacturer C
ontrol # 

A
ge
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C
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19-Jul-2016
12477143

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-667579U

SA
49 YR

Fem
ale

U
SA
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Product

R
ole

R
oute

D
osage Text

D
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M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site exfoliation

 
Application site inflam

m
ation

 
Application site irritation

 
Application site pain

 
Application site pruritus

 
Application site scab

 
Application site urticaria

 
D

rug ineffective
 

Product physical issue
 

W
rong technique in product usage process
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FD

A
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ate

C
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C
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H
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O
utcom
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M
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ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12489471

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-668828U

SA
52 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site discom
fort

 
Application site dryness

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Product physical issue
 

12522356
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12522356

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-672309U

SA
53 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site w
arm

th
 

Sunburn
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H
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O
utcom
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ontrol # 

A
ge
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C
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19-Jul-2016
12538159

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673331U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site irritation
 

Application site paraesthesia
 

Application site pruritus
 

D
rug ineffective

 
Feeling abnorm

al
 

Incorrect drug adm
inistration duration

 
M

usculoskeletal pain
 

Pain in extrem
ity

 
Product adhesion issue

 
Product physical issue

 
12540551
FD

A
 R
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ate

C
ase #

C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12540551

N
O

N
-EXPED
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U

S-TEVA-650264U
SA

44 YR
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ale
U

SA
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Product

R
ole

R
oute

D
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D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S
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al

 
TEVA

Paraesthesia
ZEC

U
ITY

S
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al
 

TEVA
Application site exfoliation
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A
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12540673

N
O

N
-EXPED

ITED
U

S-TEVA-657709U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY
S

Transderm
al

39 M
illigram

 D
aily;

 
TEVA

Blister
 

D
evice battery issue

 
Erythem

a
 

Pain
 

Pruritus
 

12540712
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12540712

N
O

N
-EXPED

ITED
U

S-TEVA-654268U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

evice battery issue
 

M
igraine

 
Product adhesion issue

 
Product physical issue

 
Product use issue

 
12546875
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12546875

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-675481U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 
D

rug ineffective
 

Incorrect drug adm
inistration duration

 
Product adhesion issue
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FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12550652

N
O

N
-EXPED

ITED
U

S-TEVA-666671U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12551262
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12551262

N
O

N
-EXPED

ITED
U

S-TEVA-655206U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
usculoskeletal stiffness

ZEC
U

ITY
S

Transderm
al

 
TEVA

H
ead discom

fort
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

N
ausea

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site irritation

 
Application site pruritus

 
Application site w

arm
th

 
D

evice leakage
 

Skin exfoliation
 

Skin reaction
 

12551272
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12551272

N
O

N
-EXPED

ITED
U

S-TEVA-655499U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
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12551326
FD

A
 R
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ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12551326

N
O

N
-EXPED

ITED
U

S-TEVA-658352U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
 

Incorrect product storage
 

12551343
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12551343

N
O

N
-EXPED

ITED
U

S-TEVA-658829U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
W

rong technique in product usage process
 

12559097
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12559097

N
O

N
-EXPED

ITED
U

S-TEVA-661520U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site vesicles
 

Application site w
arm

th
 

Product physical issue
 

12559122
FD

A
 R
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12559122

N
O

N
-EXPED

ITED
U

S-TEVA-665267U
SA

69 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Product physical issue
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FD

A
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C
ase #

C
ase Type

H
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O
utcom
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M
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A
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C
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19-Jul-2016
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N
O

N
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ITED
U

S-TEVA-663391U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

C
rying

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Em
otional disorder

ELAVIL
C

 
Application site erythem

a
ZO

LO
FT

C
 

Application site discolouration
 

Application site pruritus
 

D
rug effect incom

plete
 

12561948
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A
 R
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C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12561948

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-676682U

SA
42 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site vesicles
 

Burning sensation
 

Incorrect drug adm
inistration duration

 
Product adhesion issue

 
Product physical issue

 
12570036
FD

A
 R
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ate

C
ase #

C
ase Type

H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570036

N
O

N
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U

S-TEVA-661844U
SA

38 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
igraine

ZEC
U
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S
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a

 
Product physical issue
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O
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A
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19-Jul-2016
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N
O

N
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U

S-TEVA-665796U
SA
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U
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R
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R
oute

D
osage Text

D
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M
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Application site oedem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
12570038
FD

A
 R
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C
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C
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H
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O
utcom
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M
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ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570038

N
O

N
-EXPED

ITED
U

S-TEVA-665795U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Incorrect drug adm

inistration duration
 

12570041
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570041

N
O

N
-EXPED

ITED
U

S-TEVA-665798U
SA

18 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Product physical issue

 

Page: 614 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570042
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570042

N
O

N
-EXPED

ITED
U

S-TEVA-665917U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site pain

 
D

rug ineffective
 

Incorrect drug adm
inistration duration

 
Incorrect product storage

 
Product adhesion issue

 
Product physical issue

 
12570043
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570043

N
O

N
-EXPED

ITED
U

S-TEVA-665806U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site inflam
m

ation
 

Application site pruritus
 

Application site sw
elling

 
12570044
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570044

N
O

N
-EXPED

ITED
U

S-TEVA-665802U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Abdom
inal pain

 
Application site erythem

a
 

D
iarrhoea

 

Page: 615 of 786
D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570045
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570045

N
O

N
-EXPED

ITED
U

S-TEVA-665972U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Product physical issue
 

W
rong technique in product usage process

 
12570046
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570046

N
O

N
-EXPED

ITED
U

S-TEVA-665935U
SA

48 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

G
astrooesophageal reflux disease

ZEC
U

ITY
S

Transderm
al

 
TEVA

12570047
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570047

N
O

N
-EXPED

ITED
U

S-TEVA-665916U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570048
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570048

N
O

N
-EXPED

ITED
U

S-TEVA-665797U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Product physical issue
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D
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570049
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570049

N
O

N
-EXPED

ITED
U

S-TEVA-665940U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site irritation

 
Application site paraesthesia

 
Application site pruritus

 
D

rug ineffective
 

12570050
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570050

N
O

N
-EXPED

ITED
U

S-TEVA-665928U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

Application site pruritus
 

12570051
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570051

N
O

N
-EXPED

ITED
U

S-TEVA-665930U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Application site sw
elling

 

Page: 617 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570053
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570053

N
O

N
-EXPED

ITED
U

S-TEVA-666016U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site urticaria
 

12570054
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570054

N
O

N
-EXPED

ITED
U

S-TEVA-665939U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

12570055
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570055

N
O

N
-EXPED

ITED
U

S-TEVA-665929U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
erm

atitis contact
 

D
rug effect delayed

 
12570056
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570056

N
O

N
-EXPED

ITED
U

S-TEVA-665799U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect incom

plete
 

Product physical issue
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D
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e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570057
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570057

N
O

N
-EXPED

ITED
U

S-TEVA-665932U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

used a few
 w

eeks ago
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
used 2 patches

 
TEVA

Application site irritation
Im

itrex
C

 
Application site exfoliation

 
Product physical issue

 
12570058
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570058

N
O

N
-EXPED

ITED
U

S-TEVA-665965U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product physical issue
 

12570059
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570059

N
O

N
-EXPED

ITED
U

S-TEVA-665995U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue

 
12570061
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570061

N
O

N
-EXPED

ITED
U

S-TEVA-666019U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570062
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570062

N
O

N
-EXPED

ITED
U

S-TEVA-666011U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12570063
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570063

N
O

N
-EXPED

ITED
U

S-TEVA-666001U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12570065
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570065

N
O

N
-EXPED

ITED
U

S-TEVA-665936U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site irritation
 

Application site pruritus
 

Product physical issue
 

W
rong technique in product usage process

 
12570066
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570066

N
O

N
-EXPED

ITED
U

S-TEVA-666017U
SA

21 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discom
fort

 
Application site pain

 
Application site paraesthesia

 
Product physical issue

 
W

rong technique in product usage process
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570067
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570067

N
O

N
-EXPED

ITED
U

S-TEVA-666338U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
erm

atitis allergic
ZEC

U
ITY

S
Transderm

al
 

TEVA
U

rticaria
 

12570068
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570068

N
O

N
-EXPED

ITED
U

S-TEVA-666028U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12570069
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570069

N
O

N
-EXPED

ITED
U

S-TEVA-666325U
SA

43 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
W

rong technique in product usage process
 

12570070
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570070

N
O

N
-EXPED

ITED
U

S-TEVA-666025U
SA

58 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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D
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e: 08-17-2016 1:18:57 PM

 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570072
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570072

N
O

N
-EXPED

ITED
U

S-TEVA-666360U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site paraesthesia
 

Application site sw
elling

 
Application site urticaria

 
12570073
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570073

N
O

N
-EXPED

ITED
U

S-TEVA-666022U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

12570074
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570074

N
O

N
-EXPED

ITED
U

S-TEVA-666376U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site vesicles

 
D

rug effect incom
plete

 
Product physical issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570077
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570077

N
O

N
-EXPED

ITED
U

S-TEVA-666055U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site vesicles
 

Incorrect drug adm
inistration duration

 
12570078
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570078

N
O

N
-EXPED

ITED
U

S-TEVA-666088U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
N

APR
O

XEN
C

 
AC

ETAM
IN

O
PH

EN
\H

YD
R

O
C

O
D

O
N

E BITAR
TR

ATE
C

 

12570079
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570079

N
O

N
-EXPED

ITED
U

S-TEVA-666355U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12570081
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570081

N
O

N
-EXPED

ITED
U

S-TEVA-666103U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site sw
elling

 

Page: 623 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570086
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570086

N
O

N
-EXPED

ITED
U

S-TEVA-666415U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pruritus
 

12570087
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570087

N
O

N
-EXPED

ITED
U

S-TEVA-666670U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
Application site pruritus

 
Application site rash

 
Product colour issue

 
12570088
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570088

N
O

N
-EXPED

ITED
U

S-TEVA-666532U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570089
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570089

N
O

N
-EXPED

ITED
U

S-TEVA-666669U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site inflam
m

ation
 

Application site pruritus
 

Product physical issue
 

W
rong technique in product usage process
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D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570096
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570096

N
O

N
-EXPED

ITED
U

S-TEVA-666467U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Therapeutic response unexpected
ZEC

U
ITY

S
Transderm

al
used another patch
before 12-Apr-2016
(exact date not provided)

 
TEVA

12570097
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570097

N
O

N
-EXPED

ITED
U

S-TEVA-666448U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Palpitations
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570098
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570098

N
O

N
-EXPED

ITED
U

S-TEVA-666687U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12570099
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570099

N
O

N
-EXPED

ITED
U

S-TEVA-666672U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Incorrect drug adm
inistration duration

 
Product physical issue
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570100
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570100

N
O

N
-EXPED

ITED
U

S-TEVA-667280U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site pain

 
Incorrect drug adm

inistration duration
 

12570102
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570102

N
O

N
-EXPED

ITED
U

S-TEVA-667682U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site inflam

m
ation

 
Application site pruritus

 
Application site rash

 
Application site urticaria

 
D

rug ineffective
 

12570103
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570103

N
O

N
-EXPED

ITED
U

S-TEVA-666664U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

12570104
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570104

N
O

N
-EXPED

ITED
U

S-TEVA-666443U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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D

ate - Tim
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570105
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570105

N
O

N
-EXPED

ITED
U

S-TEVA-667206U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
 

Incorrect drug adm
inistration duration

 
Product adhesion issue

 
Product physical issue

 
12570106
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570106

N
O

N
-EXPED

ITED
U

S-TEVA-667684U
SA

37 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue

ZEC
U

ITY
S

 
TEVA

Application site erythem
a

 
Application site urticaria

 
Incorrect drug adm

inistration duration
 

12570107
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570107

N
O

N
-EXPED

ITED
U

S-TEVA-666710U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Laceration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Skin haem

orrhage
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

 
Product odour abnorm

al
 

Product physical issue
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D
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570108
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570108

N
O

N
-EXPED

ITED
U

S-TEVA-667686U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
axalt

C
 

12570110
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570110

N
O

N
-EXPED

ITED
U

S-TEVA-667687U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site paraesthesia

 
12570111
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570111

N
O

N
-EXPED

ITED
U

S-TEVA-667706U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

D
rug ineffective

 
12570112
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570112

N
O

N
-EXPED

ITED
U

S-TEVA-666717U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

M
igraine

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect product storage
 

Product physical issue
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570113
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570113

N
O

N
-EXPED

ITED
U

S-TEVA-667668U
SA

16 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

W
rong technique in product usage process

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Product use issue

 
12570114
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570114

N
O

N
-EXPED

ITED
U

S-TEVA-667554U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration

 
Product physical issue

 
12570115
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570115

N
O

N
-EXPED

ITED
U

S-TEVA-667679U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Intentional product m
isuse

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
12570117
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570117

N
O

N
-EXPED

ITED
U

S-TEVA-666681U
SA

14 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product use issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue
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D
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 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570118
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570118

N
O

N
-EXPED

ITED
U

S-TEVA-666685U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Incorrect product storage
 

12570119
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570119

N
O

N
-EXPED

ITED
U

S-TEVA-667625U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

12570120
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570120

N
O

N
-EXPED

ITED
U

S-TEVA-666889U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570121
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570121

N
O

N
-EXPED

ITED
U

S-TEVA-667661U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
H

eadache
 

M
igraine

 
12570123
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570123

N
O

N
-EXPED

ITED
U

S-TEVA-667525U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570124
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570124

N
O

N
-EXPED

ITED
U

S-TEVA-667666U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570126
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570126

N
O

N
-EXPED

ITED
U

S-TEVA-667258U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12570127
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570127

N
O

N
-EXPED

ITED
U

S-TEVA-666379U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site oedem
a

 
Application site pruritus

 
12570128
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570128

N
O

N
-EXPED

ITED
U

S-TEVA-667627U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug adm

inistered to patient of inappropriate age
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570130
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570130

N
O

N
-EXPED

ITED
U

S-TEVA-668204U
SA

65 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site vesicles
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570131
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570131

N
O

N
-EXPED

ITED
U

S-TEVA-667887U
SA

65 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
6.5 m

g /4 hr 1 patch  up
to tw

ice daily
 

TEVA

AZELASTIN
E

C
 

M
O

N
TELU

KAST
C

 
D

U
LO

XETIN
E

C
 

D
IAZEPAM

C
 

PAN
TO

PR
AZO

LE
C

 
PR

AVASTATIN
C

 
M

ETFO
R

M
IN

C
 

BU
TO

R
PH

AN
O

L
C

 
SU

M
ATR

IPTAN
C

 
APAP W

/BU
TALBITAL

C
 

M
ETH

O
C

AR
BAM

O
L

C
 

G
EM

FIBR
O

ZIL
C

 
12570132
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570132

N
O

N
-EXPED

ITED
U

S-TEVA-667634U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570133
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570133

N
O

N
-EXPED

ITED
U

S-TEVA-667928U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570134
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570134

N
O

N
-EXPED

ITED
U

S-TEVA-667712U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product adhesion issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Adverse event

 
Application site erythem

a
 

Application site exfoliation
 

Application site paraesthesia
 

12570135
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570135

N
O

N
-EXPED

ITED
U

S-TEVA-667622U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

D
rug ineffective

 
12570136
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570136

N
O

N
-EXPED

ITED
U

S-TEVA-667704U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

W
rong technique in product usage process

 
12570137
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570137

N
O

N
-EXPED

ITED
U

S-TEVA-667988U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570138
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570138

N
O

N
-EXPED

ITED
U

S-TEVA-667631U
SA

69 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug effect incom
plete

 
Product physical issue

 
12570140
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570140

N
O

N
-EXPED

ITED
U

S-TEVA-667689U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
Product adhesion issue

 
Product physical issue

 
12570141
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570141

N
O

N
-EXPED

ITED
U

S-TEVA-666729U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570142
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570142

N
O

N
-EXPED

ITED
U

S-TEVA-667870U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug hypersensitivity

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hras needed

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570143
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570143

N
O

N
-EXPED

ITED
U

S-TEVA-667711U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
D

rug ineffective
 

12570144
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570144

N
O

N
-EXPED

ITED
U

S-TEVA-668428U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site papules
 

Application site sw
elling

 
Incorrect drug adm

inistration duration
 

12570145
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570145

N
O

N
-EXPED

ITED
U

S-TEVA-668323U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

used 4 patches several
m

onths ago
 

TEVA

12570146
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570146

N
O

N
-EXPED

ITED
U

S-TEVA-667717U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Skin discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Skin reaction
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570147
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570147

N
O

N
-EXPED

ITED
U

S-TEVA-668004U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

12570148
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570148

N
O

N
-EXPED

ITED
U

S-TEVA-667950U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Product physical issue
 

W
rong technique in product usage process

 
12570149
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570149

N
O

N
-EXPED

ITED
U

S-TEVA-667787U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

W
rong technique in product usage process
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ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570152
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570152

N
O

N
-EXPED

ITED
U

S-TEVA-668252U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Incorrect drug adm
inistration duration

 
Product physical issue

 
12570153
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570153

N
O

N
-EXPED

ITED
U

S-TEVA-667951U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

Application site exfoliation
 

Application site inflam
m

ation
 

Application site pain
 

Product physical issue
 

12570155
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570155

N
O

N
-EXPED

ITED
U

S-TEVA-667716U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue

 
12570156
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570156

N
O

N
-EXPED

ITED
U

S-TEVA-667934U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570157
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570157

N
O

N
-EXPED

ITED
U

S-TEVA-667935U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

12570158
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570158

N
O

N
-EXPED

ITED
U

S-TEVA-667947U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site irritation

 
12570159
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570159

N
O

N
-EXPED

ITED
U

S-TEVA-667945U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
 

12570160
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570160

N
O

N
-EXPED

ITED
U

S-TEVA-668420U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570161
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570161

N
O

N
-EXPED

ITED
U

S-TEVA-668333U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

O
ff label use

ZEC
U

ITY
S

 
TEVA

D
rug adm

inistered to patient of inappropriate age
 

12570162
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570162

N
O

N
-EXPED

ITED
U

S-TEVA-668806U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Product physical issue

 
12570163
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570163

N
O

N
-EXPED

ITED
U

S-TEVA-668399U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12570164
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570164

N
O

N
-EXPED

ITED
U

S-TEVA-667926U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site bruise
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site paraesthesia
 

Product quality issue
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dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570165
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570165

N
O

N
-EXPED

ITED
U

S-TEVA-668380U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adm

inistration site scab
 

Application site erythem
a

 
Application site pruritus

 
Application site sw

elling
 

Incorrect drug adm
inistration duration

 
12570166
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570166

N
O

N
-EXPED

ITED
U

S-TEVA-668805U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site discolouration
 

Application site inflam
m

ation
 

D
rug ineffective

 
Product physical issue

 
12570169
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570169

N
O

N
-EXPED

ITED
U

S-TEVA-667932U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Intentional product m
isuse

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product quality issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570171
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570171

N
O

N
-EXPED

ITED
U

S-TEVA-668407U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product adhesion issue
 

Product physical issue
 

12570172
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570172

N
O

N
-EXPED

ITED
U

S-TEVA-667937U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Intentional product use issue
 

12570173
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570173

N
O

N
-EXPED

ITED
U

S-TEVA-668818U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug effect incom

plete
 

12570174
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570174

N
O

N
-EXPED

ITED
U

S-TEVA-667788U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
D

rug effect incom
plete

 
Product physical issue
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570175
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570175

N
O

N
-EXPED

ITED
U

S-TEVA-668265U
SA

70 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

W
rong technique in product usage process

 
12570176
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570176

N
O

N
-EXPED

ITED
U

S-TEVA-668366U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site discom
fort

 
Application site erythem

a
 

Application site pain
 

Product physical issue
 

12570177
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570177

N
O

N
-EXPED

ITED
U

S-TEVA-667940U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12570178
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570178

N
O

N
-EXPED

ITED
U

S-TEVA-668827U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570179
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570179

N
O

N
-EXPED

ITED
U

S-TEVA-667954U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site exfoliation

 
12570180
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570180

N
O

N
-EXPED

ITED
U

S-TEVA-668404U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Product physical issue

 
12570181
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570181

N
O

N
-EXPED

ITED
U

S-TEVA-668781U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Product physical issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site pain

 
W

rong technique in product usage process
 

12570182
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570182

N
O

N
-EXPED

ITED
U

S-TEVA-668244U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

 
D

rug ineffective
 

M
igraine
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570183
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570183

N
O

N
-EXPED

ITED
U

S-TEVA-668615U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
12570184
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570184

N
O

N
-EXPED

ITED
U

S-TEVA-668807U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product difficult to rem
ove

ZEC
U

ITY
S

Transderm
al

 
TEVA

M
igraine

 
Product physical issue

 
12570185
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570185

N
O

N
-EXPED

ITED
U

S-TEVA-668826U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site sw
elling

 
Application site w

arm
th

 
Product physical issue

 
W

rong technique in product usage process
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D
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570186
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570186

N
O

N
-EXPED

ITED
U

S-TEVA-668782U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site pruritus

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site bruise
 

Application site pain
 

Application site papules
 

R
ubber sensitivity

 
W

rong technique in product usage process
 

12570187
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570187

N
O

N
-EXPED

ITED
U

S-TEVA-668621U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Product adhesion issue
 

Product physical issue
 

Product use issue
 

12570189
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570189

N
O

N
-EXPED

ITED
U

S-TEVA-668928U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12570196
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570196

N
O

N
-EXPED

ITED
U

S-TEVA-668746U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site pruritus

 
Product physical issue

 
12570197
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570197

N
O

N
-EXPED

ITED
U

S-TEVA-668760U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration

 
Application site pain

 
Skin lesion

 
12570198
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12570198

N
O

N
-EXPED

ITED
U

S-TEVA-668709U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12571423
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12571423

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-677090U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site paraesthesia
 

Product physical issue
 

12571438
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

19-Jul-2016
12571438

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-677092U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site pain
 

Application site w
arm

th
 

Paraesthesia
 

Product physical issue
 

Sunburn
 

11909329
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
11909329

N
O

N
-EXPED

ITED
U

S-TEVA-608207U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Som
nolence

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
N

aproxen
C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11936791
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
11936791

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-626866U

SA
55 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Burns second degree

ZEC
U

ITY
S

Transderm
al

sixth patch used
 

TEVA
D

erm
atitis contact

TR
EXIM

ET
C

as needed
 

Application site rash
R

elpax
C

as needed
 

Application site erythem
a

 
Application site sw

elling
 

Application site vesicles
 

Application site w
arm

th
 

12215471
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12215471

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-645871U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

Application site oedem
a

 
Application site pain

 
Application site paraesthesia

 
Burns second degree

 
D

erm
atitis allergic

 
D

erm
atitis contact

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12215506
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12215506

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-645875U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

IM
ITR

EX
C

O
ral

 
Application site rash

SPIR
O

N
O

LAC
TO

N
E

C
 

Application site pruritus
Trokendi XR

C
 

Application site oedem
a

M
IR

EN
A

C
 

Erythem
a

 
12245060
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site paraesthesia

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site exfoliation
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12572787
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572787

N
O

N
-EXPED

ITED
U

S-TEVA-669117U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product quality issue
 

12572788
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572788

N
O

N
-EXPED

ITED
U

S-TEVA-669056U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site inflam
m

ation
 

Product physical issue
 

12572789
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572789

N
O

N
-EXPED

ITED
U

S-TEVA-669053U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12572790
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572790

N
O

N
-EXPED

ITED
U

S-TEVA-669112U
SA

61 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
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12572791
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572791

N
O

N
-EXPED

ITED
U

S-TEVA-669028U
SA

26 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site scab
 

12572792
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572792

N
O

N
-EXPED

ITED
U

S-TEVA-669058U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site m
ass

 
W

rong technique in product usage process
 

12572793
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572793

N
O

N
-EXPED

ITED
U

S-TEVA-669547U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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12572794
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572794

N
O

N
-EXPED

ITED
U

S-TEVA-669094U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site pruritus

 
Application site rash

 
Product adhesion issue

 
Product physical issue

 
12572795
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572795

N
O

N
-EXPED

ITED
U

S-TEVA-669105U
SA

58 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

H
ypersensitivity

 
Incorrect drug adm

inistration duration
 

12572796
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572796

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-669885U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Seizure
ZEC

U
ITY

S
Transderm

al
 

TEVA
AM

ITR
IPTYLIN

E
C

 
XAN

AX
C

 
PR

O
ZAC

C
 

D
EPAKO

TE
C

 
IR

O
N

C
 

N
O

R
VASC

C
 

C
AM

BIA
C
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12572797
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572797

N
O

N
-EXPED

ITED
U

S-TEVA-670425U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site pruritus

 
12572798
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572798

N
O

N
-EXPED

ITED
U

S-TEVA-669875U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
 

12572799
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572799

N
O

N
-EXPED

ITED
U

S-TEVA-669060U
SA

31 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

Application site exfoliation
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12572800
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572800

N
O

N
-EXPED

ITED
U

S-TEVA-669550U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site papules
 

Product adhesion issue
 

Product physical issue
 

12572801
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572801

N
O

N
-EXPED

ITED
U

S-TEVA-669026U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site discom

fort
 

Application site erythem
a

 
Application site inflam

m
ation

 
D

rug ineffective
 

12572802
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572802

N
O

N
-EXPED

ITED
U

S-TEVA-669543U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
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12572803
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572803

N
O

N
-EXPED

ITED
U

S-TEVA-669055U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

W
rong technique in product usage process

 
12572804
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572804

N
O

N
-EXPED

ITED
O

T
U

S-TEVA-669546U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hours
 

TEVA
12572809
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12572809

N
O

N
-EXPED

ITED
U

S-TEVA-669545U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect delayed

ZEC
U

ITY
S

Transderm
al

 
TEVA

BU
PR

O
PIO

N
 H

YD
R

O
C

H
LO

R
ID

E
XL

C
 

12574066
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574066

N
O

N
-EXPED

ITED
U

S-TEVA-669490U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug hypersensitivity
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12574067
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574067

N
O

N
-EXPED

ITED
U

S-TEVA-669760U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
 

Application site rash
 

C
ontusion

 
12574068
FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574068

N
O

N
-EXPED

ITED
U

S-TEVA-669761U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site erythem
a

 
Application site exfoliation

 
Application site inflam

m
ation

 
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
12574070
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574070

N
O

N
-EXPED

ITED
U

S-TEVA-669486U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

W
rong technique in product usage process
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12574071
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A
 R
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ate

C
ase #

C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574071

N
O

N
-EXPED

ITED
U

S-TEVA-669687U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

has used over the last
six m

onths (4x/m
onth)

 
TEVA

Application site discolouration
 

Application site exfoliation
 

Application site pain
 

D
rug effect decreased

 
Product physical issue

 
12574072
FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574072

N
O

N
-EXPED

ITED
U

S-TEVA-669742U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
 

12574073
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574073

N
O

N
-EXPED

ITED
U

S-TEVA-669739U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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12574074
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574074

N
O

N
-EXPED

ITED
U

S-TEVA-669610U
SA

U
nknow

n
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Adm
inistration site discolouration

 
Application site bruise

 
Application site pain

 
Application site reaction

 
12574075
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574075

N
O

N
-EXPED

ITED
U

S-TEVA-669762U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

Application site w
arm

th
 

12574076
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574076

N
O

N
-EXPED

ITED
U

S-TEVA-669744U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

M
iliaria
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12574077
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574077

N
O

N
-EXPED

ITED
U

S-TEVA-669763U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

12574078
FD

A
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C
ase #

C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574078

N
O

N
-EXPED

ITED
U

S-TEVA-669499U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site irritation
 

12574079
FD

A
 R
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ate

C
ase #
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C
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20-Jul-2016
12574079

N
O

N
-EXPED
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U

S-TEVA-669758U
SA

53 YR
Fem
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U

SA
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R
ole

R
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D
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D
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M
anufacturer

Application site pain
ZEC

U
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S
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al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
 

12574080
FD

A
 R
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ate

C
ase #
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C
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20-Jul-2016
12574080

N
O

N
-EXPED

ITED
U

S-TEVA-669772U
SA

65 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
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D
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M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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12574081
FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574081

N
O

N
-EXPED

ITED
U

S-TEVA-669770U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Product physical issue
 

12574083
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574083

N
O

N
-EXPED

ITED
U

S-TEVA-669930U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

12574084
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574084

N
O

N
-EXPED

ITED
U

S-TEVA-669978U
SA

49 YR
Fem

ale
U

SA
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site irritation
 

Application site pain
 

Application site paraesthesia
 

12574085
FD

A
 R

eceived D
ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C
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20-Jul-2016
12574085

N
O

N
-EXPED

ITED
U

S-TEVA-669805U
SA

34 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
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M
anufacturer
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a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site exfoliation
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12574086
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574086

N
O

N
-EXPED

ITED
U

S-TEVA-669786U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product physical issue
 

12574087
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574087

N
O

N
-EXPED

ITED
U

S-TEVA-669807U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site irritation

 
Application site pain

 
Application site pruritus

 
Incorrect drug adm

inistration duration
 

12574088
FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574088

N
O

N
-EXPED

ITED
U

S-TEVA-669766U
SA

45 YR
Fem

ale
U

SA
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R
ole

R
oute

D
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D
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M
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Application site pruritus
ZEC

U
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S
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a
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20-Jul-2016
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N
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U

S-TEVA-669971U
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U
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rug ineffective
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H
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O
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anufacturer C
ontrol # 

A
ge
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C

ountry

20-Jul-2016
12574096

N
O

N
-EXPED
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U

S-TEVA-669776U
SA

64 YR
M

ale
U

SA
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R
ole

R
oute

D
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D
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M
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Application site pain
ZEC

U
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S
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al
6.5 m

g over 4 hours
 

TEVA
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Application site irritation
 

Application site pruritus
 

Skin lesion
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20-Jul-2016
12574097

N
O

N
-EXPED
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U
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SA
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U

SA
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M
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U
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S
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Application site pain
 

Application site urticaria
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C
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20-Jul-2016
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N
O
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U
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SA
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Fem

ale
U
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a
 

Application site irritation
 

Application site paraesthesia
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20-Jul-2016
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N
O
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FD

A
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C
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C
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H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574100

N
O

N
-EXPED

ITED
U

S-TEVA-669887U
SA

19 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site w
arm

th
 

Product physical issue
 

W
rong technique in product usage process
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FD

A
 R
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H
ealth Professional

O
utcom
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ontrol # 

A
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C
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20-Jul-2016
12574101

N
O

N
-EXPED

ITED
U

S-TEVA-669785U
SA

54 YR
Fem

ale
U

SA
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R
ole

R
oute

D
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D
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M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
C

hest discom
fort

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
12574102
FD

A
 R
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C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574102

N
O

N
-EXPED

ITED
U

S-TEVA-669927U
SA

52 YR
Fem

ale
U

SA
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R
ole

R
oute

D
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M
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Application site discolouration
ZEC

U
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S
Transderm

al
 

TEVA
Application site pruritus

 
Application site rash

 
Application site urticaria

 
Incorrect drug adm

inistration duration
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H
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O
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A
ge
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C
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20-Jul-2016
12574103

N
O

N
-EXPED

ITED
U

S-TEVA-669812U
SA

53 YR
Fem

ale
U

SA
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R
ole

R
oute

D
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D
uration

M
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Application site erythem
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ZEC
U
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S

Transderm
al
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Application site dryness
 

Application site inflam
m

ation
 

Application site vesicles
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20-Jul-2016
12574104

N
O

N
-EXPED
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20-Jul-2016
12574105

N
O
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SA
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a
 

Application site exfoliation
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12574107

N
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12574108

N
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U

S-TEVA-670266U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
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U
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S

Transderm
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Adm
inistration site scab

 
Application site discolouration

 
Application site exfoliation

 
Application site inflam
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ation
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12574109

N
O
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U

S-TEVA-669886U
SA

Fem
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U
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ole
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oute

D
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ZEC
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al
 

TEVA
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C
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20-Jul-2016
12574110

N
O

N
-EXPED
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U

S-TEVA-669979U
SA

27 YR
Fem

ale
U

SA
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R
ole

R
oute

D
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D
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M
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Incorrect drug adm
inistration duration
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ITY
S
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al
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Adm
inistration site discolouration
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Application site irritation
 

Application site pain
 

Application site vesicles
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20-Jul-2016
12574111

N
O

N
-EXPED
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U

S-TEVA-669934U
SA
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Fem

ale
U

SA
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R
oute

D
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M
anufacturer

Application site pain
ZEC

U
ITY

S
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al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site paraesthesia
 

12574112
FD

A
 R
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C
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H
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O
utcom

es
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anufacturer C
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A
ge
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C
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20-Jul-2016
12574112

N
O

N
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ITED
U

S-TEVA-669970U
SA
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ale

U
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R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site pain
 

Product physical issue
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20-Jul-2016
12574113

N
O
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U

S-TEVA-670329U
SA
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ale
U
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Application site rash
 

Application site vesicles
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Sex 
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20-Jul-2016
12574114

N
O

N
-EXPED
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U

S-TEVA-670283U
SA

36 YR
Fem

ale
U

SA
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oute

D
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Application site erythem
a

ZEC
U

ITY
S
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TEVA

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site urticaria
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20-Jul-2016
12574115

N
O
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-EXPED
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U

S-TEVA-670193U
SA
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Fem

ale
U

SA
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oute
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M
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ITY

S
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al
 

TEVA
Application site discolouration

 
Application site erythem
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U
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Product physical issue

ZEC
U

ITY
S
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Application site discolouration
 

Application site erythem
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ation A
ct (FO

IA
) 

D
etailed R

eport
12574118
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574118

N
O

N
-EXPED

ITED
U

S-TEVA-670263U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
12574119
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574119

N
O

N
-EXPED

ITED
U

S-TEVA-670279U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site urticaria
 

W
rong technique in product usage process

 
12574120
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574120

N
O

N
-EXPED

ITED
U

S-TEVA-669889U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site injury
 

Application site pain
 

Application site rash
 

Skin haem
orrhage

 
12574121
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574121

N
O

N
-EXPED

ITED
U

S-TEVA-669932U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574122
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574122

N
O

N
-EXPED

ITED
U

S-TEVA-670291U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site inflam
m

ation
 

12574124
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574124

N
O

N
-EXPED

ITED
U

S-TEVA-670269U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discom
fort

 
Application site dryness

 
Application site pain

 
Application site pruritus

 
12574125
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574125

N
O

N
-EXPED

ITED
U

S-TEVA-670440U
SA

58 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12574126
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574126

N
O

N
-EXPED

ITED
U

S-TEVA-670200U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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FD
A

 A
dverse Event R

eporting System
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D
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eport
12574127
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574127

N
O

N
-EXPED

ITED
U

S-TEVA-669817U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
3 patches over the last
six m

onths
 

TEVA

Application site erythem
a

 
Application site irritation

 
W

rong technique in product usage process
 

12574128
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574128

N
O

N
-EXPED

ITED
U

S-TEVA-670334U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

Incorrect drug adm
inistration duration

 
Product physical issue

 
12574129
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574129

N
O

N
-EXPED

ITED
U

S-TEVA-670333U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site inflam

m
ation

 
Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA
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D
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12574130
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574130

N
O

N
-EXPED

ITED
U

S-TEVA-670599U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site pruritus

 
Application site rash

 
Application site urticaria

 
12574131
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574131

N
O

N
-EXPED

ITED
U

S-TEVA-669976U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12574132
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574132

N
O

N
-EXPED

ITED
U

S-TEVA-670551U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site m
ass

 
Application site pruritus

 
Product physical issue

 
W

rong technique in product usage process
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12574133
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574133

N
O

N
-EXPED

ITED
U

S-TEVA-670335U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adm

inistration site discolouration
 

Application site pruritus
 

Application site sw
elling

 
12574134
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574134

N
O

N
-EXPED

ITED
U

S-TEVA-670436U
SA

24 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

Application site vesicles
 

12574135
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574135

N
O

N
-EXPED

ITED
U

S-TEVA-670609U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

Application site vesicles
 

D
rug effect incom

plete
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FD
A

 A
dverse Event R

eporting System
 (FA
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D
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12574136
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574136

N
O

N
-EXPED

ITED
U

S-TEVA-669818U
SA

33 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Application site scab
 

Product physical issue
 

12574137
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574137

N
O

N
-EXPED

ITED
U

S-TEVA-669974U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site pain
 

Application site pruritus
 

12574138
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574138

N
O

N
-EXPED

ITED
U

S-TEVA-670331U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

 
Application site urticaria
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
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ation A
ct (FO
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D
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eport
12574140
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574140

N
O

N
-EXPED

ITED
U

S-TEVA-670295U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Product physical issue
 

12574141
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574141

N
O

N
-EXPED

ITED
U

S-TEVA-670310U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Application site pruritus
 

Application site urticaria
 

12574142
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574142

N
O

N
-EXPED

ITED
U

S-TEVA-670497U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site irritation
 

Application site pain
 

Application site paraesthesia
 

D
rug effect incom

plete
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FD
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dverse Event R

eporting System
 (FA
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D
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12574143
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574143

N
O

N
-EXPED

ITED
U

S-TEVA-669935U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scab

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Application site w

arm
th

 
12574144
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574144

N
O

N
-EXPED

ITED
U

S-TEVA-670330U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site vesicles
 

Skin exfoliation
 

12574145
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574145

N
O

N
-EXPED

ITED
U

S-TEVA-669883U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site irritation
 

12574146
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574146

N
O

N
-EXPED

ITED
U

S-TEVA-670565U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site fissure
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dverse Event R
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D
etailed R

eport
12574147
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574147

N
O

N
-EXPED

ITED
U

S-TEVA-670454U
SA

56 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site pruritus

 
Application site urticaria

 
M

igraine
 

12574148
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574148

N
O

N
-EXPED

ITED
U

S-TEVA-670567U
SA

61 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site m
ass

 
Application site paraesthesia

 
Application site vesicles

 
12574149
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574149

N
O

N
-EXPED

ITED
U

S-TEVA-670449U
SA

17 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Product use issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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D
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eport
12574150
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574150

N
O

N
-EXPED

ITED
U

S-TEVA-670442U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
used 5-6 patches in the
last tw

o m
onths

 
TEVA

Application site erythem
a

 
Application site inflam

m
ation

 
Incorrect drug adm

inistration duration
 

Product physical issue
 

12574151
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574151

N
O

N
-EXPED

ITED
U

S-TEVA-670498U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site inflam
m

ation
 

Application site pain
 

Application site rash
 

Product quality issue
 

12574152
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574152

N
O

N
-EXPED

ITED
U

S-TEVA-670460U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574153
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574153

N
O

N
-EXPED

ITED
U

S-TEVA-669923U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Adverse event
 

Aphasia
 

Application site bruise
 

Application site pain
 

Application site pruritus
 

M
igraine

 
Vision blurred

 
W

rong technique in product usage process
 

12574155
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574155

N
O

N
-EXPED

ITED
U

S-TEVA-670549U
SA

29 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

12574156
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574156

N
O

N
-EXPED

ITED
U

S-TEVA-670555U
SA

18 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site discom

fort
 

Application site erythem
a

 
Application site inflam

m
ation

 
Application site pain

 
D

rug ineffective
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D

ate - Tim
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 EST
N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574157
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574157

N
O

N
-EXPED

ITED
U

S-TEVA-670516U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site exfoliation
 

Application site urticaria
 

Application site vesicles
 

12574158
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574158

N
O

N
-EXPED

ITED
U

S-TEVA-670262U
SA

48 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

12574160
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574160

N
O

N
-EXPED

ITED
U

S-TEVA-670607U
SA

68 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site papules

 
12574161
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574161

N
O

N
-EXPED

ITED
U

S-TEVA-670290U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
6.5 m

 over 4 hours
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site discolouration
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FD
A

 A
dverse Event R

eporting System
 (FA
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ct (FO
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D
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eport
12574162
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574162

N
O

N
-EXPED

ITED
U

S-TEVA-670612U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site pruritus
 

Skin exfoliation
 

12574163
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574163

N
O

N
-EXPED

ITED
U

S-TEVA-670559U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Adhesion
 

Application site dryness
 

Application site exfoliation
 

D
rug effect incom

plete
 

Product physical issue
 

12574166
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574166

N
O

N
-EXPED

ITED
U

S-TEVA-670312U
SA

72 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site inflam
m

ation
 

Application site irritation
 

Application site pruritus
 

W
rong technique in product usage process
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D
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N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574167
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574167

N
O

N
-EXPED

ITED
U

S-TEVA-670332U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

D
rug ineffective

 
12574168
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574168

N
O

N
-EXPED

ITED
U

S-TEVA-670488U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

 
Application site urticaria

 
Product physical issue

 
12574170
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574170

N
O

N
-EXPED

ITED
U

S-TEVA-670561U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adhesion

 
Product use issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO
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D
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eport
12574171
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574171

N
O

N
-EXPED

ITED
U

S-TEVA-670554U
SA

55 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Incorrect product storage
 

Product adhesion issue
 

W
rong technique in product usage process

 
12574172
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574172

N
O

N
-EXPED

ITED
U

S-TEVA-670611U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site pruritus
 

Application site scab
 

Application site vesicles
 

Incorrect drug adm
inistration duration

 
12574173
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574173

N
O

N
-EXPED

ITED
U

S-TEVA-670602U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site exfoliation
 

Application site inflam
m

ation
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574186
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574186

N
O

N
-EXPED

ITED
U

S-TEVA-671611U
SA

27 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site pain
 

12574188
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574188

N
O

N
-EXPED

ITED
U

S-TEVA-671026U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site discharge
 

Application site erythem
a

 
Application site pain

 
Application site paraesthesia

 
Application site rash

 
Application site vesicles

 
Application site w

arm
th

 
Product physical issue

 
12574189
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574189

N
O

N
-EXPED

ITED
U

S-TEVA-671656U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

 
Application site pruritus

 
W

rong technique in product usage process
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FD
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 A
dverse Event R

eporting System
 (FA
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S)
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 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12574190
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574190

N
O

N
-EXPED

ITED
U

S-TEVA-671027U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12574191
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574191

N
O

N
-EXPED

ITED
U

S-TEVA-671641U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

Erythem
a

 
12574193
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574193

N
O

N
-EXPED

ITED
U

S-TEVA-671070U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

12574194
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574194

N
O

N
-EXPED

ITED
U

S-TEVA-671615U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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FD
A

 A
dverse Event R

eporting System
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ct (FO
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D
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12574195
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574195

N
O

N
-EXPED

ITED
U

S-TEVA-671454U
SA

52 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
Application site paraesthesia

 
Application site rash

 
12574196
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574196

N
O

N
-EXPED

ITED
U

S-TEVA-671604U
SA

48 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site scab
 

Application site urticaria
 

Incorrect drug adm
inistration duration

 
Product physical issue

 
12574197
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574197

N
O

N
-EXPED

ITED
U

S-TEVA-671638U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
 of Inform

ation A
ct (FO
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) 

D
etailed R

eport
12574198
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574198

N
O

N
-EXPED

ITED
U

S-TEVA-671456U
SA

23 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

12574199
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574199

N
O

N
-EXPED

ITED
U

S-TEVA-671633U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

12574200
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574200

N
O

N
-EXPED

ITED
U

S-TEVA-671608U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12574201
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574201

N
O

N
-EXPED

ITED
U

S-TEVA-671038U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
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eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574235

N
O

N
-EXPED

ITED
U

S-TEVA-670651U
SA

30 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12574236
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574236

N
O

N
-EXPED

ITED
U

S-TEVA-671430U
SA

66 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
D

rug effect incom
plete

 
Pruritus
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574237
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574237

N
O

N
-EXPED

ITED
U

S-TEVA-670615U
SA

34 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
12574238
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574238

N
O

N
-EXPED

ITED
U

S-TEVA-671072U
SA

60 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

12574239
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574239

N
O

N
-EXPED

ITED
U

S-TEVA-670894U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

12574241
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574241

N
O

N
-EXPED

ITED
U

S-TEVA-671783U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site rash
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574242
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574242

N
O

N
-EXPED

ITED
U

S-TEVA-670669U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site paraesthesia
 

12574243
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574243

N
O

N
-EXPED

ITED
U

S-TEVA-671445U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12574244
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574244

N
O

N
-EXPED

ITED
U

S-TEVA-670653U
SA

20 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

W
rong technique in product usage process

 
12574245
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574245

N
O

N
-EXPED

ITED
U

S-TEVA-671416U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Product physical issue
 

W
rong technique in product usage process

 
12574247
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574247

N
O

N
-EXPED

ITED
U

S-TEVA-670670U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574248
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574248

N
O

N
-EXPED

ITED
U

S-TEVA-670876U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
 

TEVA
12574249
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574249

N
O

N
-EXPED

ITED
U

S-TEVA-671437U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

Application site vesicles
 

Product physical issue
 

12574250
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574250

N
O

N
-EXPED

ITED
U

S-TEVA-671433U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scab
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574251
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574251

N
O

N
-EXPED

ITED
U

S-TEVA-671428U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site m
ass

 
Application site pruritus

 
Application site reaction

 
12574252
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574252

N
O

N
-EXPED

ITED
U

S-TEVA-671444U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

12574253
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574253

N
O

N
-EXPED

ITED
U

S-TEVA-671774U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site vesicles

 
Erythem

a
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574254
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574254

N
O

N
-EXPED

ITED
U

S-TEVA-671426U
SA

52 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

W
rong technique in product usage process

 
12574255
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574255

N
O

N
-EXPED

ITED
U

S-TEVA-670872U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site rash
 

D
rug ineffective

 
Product physical issue

 
Skin injury

 
12574256
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574256

N
O

N
-EXPED

ITED
U

S-TEVA-671335U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

12574257
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574257

N
O

N
-EXPED

ITED
U

S-TEVA-670912U
SA

46 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site pruritus
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
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D
etailed R

eport
12574258
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574258

N
O

N
-EXPED

ITED
U

S-TEVA-671674U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12574259
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574259

N
O

N
-EXPED

ITED
U

S-TEVA-670683U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Incorrect drug adm
inistration duration

ZEC
U

ITY
S

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site rash

 
D

rug adm
inistered to patient of inappropriate age

 
D

yspnoea
 

Palpitations
 

12574260
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574260

N
O

N
-EXPED

ITED
U

S-TEVA-670875U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

12574261
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574261

N
O

N
-EXPED

ITED
U

S-TEVA-670887U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574262
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574262

N
O

N
-EXPED

ITED
U

S-TEVA-670668U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site irritation
 

Application site sw
elling

 
12574263
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574263

N
O

N
-EXPED

ITED
U

S-TEVA-671704U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Product physical issue
 

Product use issue
 

12574264
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574264

N
O

N
-EXPED

ITED
U

S-TEVA-670857U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site paraesthesia
 

12574265
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574265

N
O

N
-EXPED

ITED
U

S-TEVA-671021U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA
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D
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eport
12574266
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574266

N
O

N
-EXPED

ITED
U

S-TEVA-670882U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Feeling abnorm
al

ZEC
U

ITY
S

Transderm
al

 
TEVA

12574268
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574268

N
O

N
-EXPED

ITED
U

S-TEVA-671776U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Sw
elling

 
U

rticaria
 

12574269
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574269

N
O

N
-EXPED

ITED
U

S-TEVA-670884U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site paraesthesia
 

Application site pruritus
 

Application site rash
 

12574270
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574270

N
O

N
-EXPED

ITED
U

S-TEVA-670891U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
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FD
A
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dverse Event R

eporting System
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ation A
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D
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12574271
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574271

N
O

N
-EXPED

ITED
U

S-TEVA-671670U
SA

33 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Product physical issue
 

12574272
FD

A
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ase #
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge
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C
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20-Jul-2016
12574272

N
O

N
-EXPED

ITED
U

S-TEVA-671440U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site reaction
ZEC

U
ITY

S
Transderm

al
 

TEVA
12574273
FD

A
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H
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O
utcom
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A
ge
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C
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20-Jul-2016
12574273

N
O

N
-EXPED
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U

S-TEVA-671438U
SA

47 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
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20-Jul-2016
12574274

N
O

N
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U
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U

SA
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R
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R
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D
osage Text

D
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M
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Application site discolouration
ZEC

U
ITY

S
Transderm
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TEVA
Application site dryness

 
Application site pruritus
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O
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A
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C
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20-Jul-2016
12574276

N
O

N
-EXPED

ITED
U

S-TEVA-671793U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site sw
elling

 
W

rong technique in product usage process
 

12574277
FD

A
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H
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O
utcom
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anufacturer C
ontrol # 

A
ge
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C
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20-Jul-2016
12574277

N
O

N
-EXPED

ITED
U

S-TEVA-671773U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
evice battery issue

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Paraesthesia
 

12574278
FD

A
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C
ase Type

H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge
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C
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20-Jul-2016
12574278

N
O

N
-EXPED
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U

S-TEVA-671775U
SA
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M
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U
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R
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R
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D
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D
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M
anufacturer

Erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

R
ash

 
U

rticaria
 

12574279
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H
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O
utcom
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ontrol # 

A
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Sex 
C
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20-Jul-2016
12574279

N
O

N
-EXPED

ITED
U

S-TEVA-670614U
SA

50 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
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M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
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H
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O
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A
ge

Sex 
C
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20-Jul-2016
12574281

N
O

N
-EXPED

ITED
U

S-TEVA-671673U
SA

59 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site w
arm

th
 

12574282
FD

A
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H
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O
utcom
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M
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ontrol # 

A
ge
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C
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20-Jul-2016
12574282

N
O

N
-EXPED

ITED
U

S-TEVA-671784U
SA

53 YR
Fem

ale
U

SA
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Product

R
ole

R
oute

D
osage Text

D
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M
anufacturer

D
erm

atitis contact
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site urticaria
 

12574283
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A
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12574283

N
O

N
-EXPED

ITED
U

S-TEVA-671676U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site urticaria
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O
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A
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C
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20-Jul-2016
12574284

N
O

N
-EXPED

ITED
U

S-TEVA-671677U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Incorrect drug adm
inistration duration
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FD
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H
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O
utcom

es
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A
ge
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C
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20-Jul-2016
12574286

N
O

N
-EXPED

ITED
U

S-TEVA-671791U
SA

41 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug effect incom

plete
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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C
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20-Jul-2016
12574287

N
O

N
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U

S-TEVA-671683U
SA

44 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5M

G
/4H

R
 

TEVA
12574288
FD

A
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H
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O
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A
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C
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20-Jul-2016
12574288

N
O

N
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U

S-TEVA-671778U
SA

42 YR
M

ale
U
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R
ole

R
oute

D
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D
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M
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Pruritus
ZEC

U
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S
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al
 

TEVA
Application site erythem

a
 

Burning sensation
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FD

A
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H
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O
utcom
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A
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C
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20-Jul-2016
12574289

N
O

N
-EXPED

ITED
U

S-TEVA-671758U
SA

31 YR
M

ale
U

SA
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R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site inflam
m

ation
 

Application site pruritus
 

Incorrect drug adm
inistration duration

 
Product adhesion issue

 
Product physical issue

 
12574290
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H
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O
utcom
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A
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C
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20-Jul-2016
12574290

N
O

N
-EXPED

ITED
U

S-TEVA-671785U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Fatigue
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

D
izziness

 
M

alaise
 

12574291
FD

A
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H
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O
utcom
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A
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C

ountry

20-Jul-2016
12574291

N
O

N
-EXPED

ITED
U

S-TEVA-671800U
SA

M
ale

U
SA
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Product

R
ole

R
oute

D
osage Text

D
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M
anufacturer

Product physical issue
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
M

igraine
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H
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O
utcom
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A
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20-Jul-2016
12574292

N
O

N
-EXPED

ITED
U

S-TEVA-671798U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pain
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20-Jul-2016
12574293

N
O

N
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U

S-TEVA-671797U
SA

42 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
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M
anufacturer

D
rug hypersensitivity

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site dryness
 

Application site erythem
a

 
Application site inflam

m
ation

 
Application site irritation

 
Application site m

ass
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site rash
 

Application site scab
 

Application site sw
elling

 
Application site urticaria

 
Application site w

arm
th

 
Product adhesion issue

 
Som

nolence
 

12574294
FD
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H
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O
utcom
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C
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20-Jul-2016
12574294

N
O

N
-EXPED
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U

S-TEVA-672467U
SA

U
nknow

n
U

SA
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Product

R
ole

R
oute

D
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D
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M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

6.5 m
g/4 hours

 
TEVA
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20-Jul-2016
12574295

N
O

N
-EXPED

ITED
U

S-TEVA-669675U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration
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H
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20-Jul-2016
12574297

N
O

N
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U

S-TEVA-671794U
SA

60 YR
Fem
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U

SA
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site pruritus
 

D
rug ineffective

 
Incorrect drug adm

inistration duration
 

Product adhesion issue
 

W
rong technique in product usage process
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FD
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H
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A
ge

Sex 
C

ountry

20-Jul-2016
12574298

N
O
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U
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SA
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U
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R
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D
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M
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Application site erythem
a

ZEC
U
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S

Transderm
al

 
TEVA

Page: 719 of 786
D

ate - Tim
e: 08-17-2016 1:18:57 PM

 EST
N

ote: If the field is blank, there is no data



FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12574300
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
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N
O

N
-EXPED
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U

S-TEVA-671781U
SA

31 YR
M

ale
U

SA
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discom
fort

ZEC
U

ITY
S

Transderm
al

used 2 patches one
m

onth ago
 

TEVA

Application site erythem
a

 
Application site exfoliation

 
D

rug effect incom
plete

 
Product physical issue

 
Skin injury

 
12574302
FD

A
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H
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O
utcom
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M
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A
ge
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C
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20-Jul-2016
12574302

N
O

N
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U

S-TEVA-671705U
SA

Fem
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U
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R
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R
oute

D
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D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site inflam

m
ation

 
Application site pain

 
Product adhesion issue

 
Product physical issue

 
12574303
FD

A
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H
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O
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20-Jul-2016
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D
osage Text

D
uration

M
anufacturer

Skin reaction
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U
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S
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al
 

TEVA
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20-Jul-2016
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N
O

N
-EXPED
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U

S-TEVA-671740U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

N
asopharyngitis

ZEC
U

ITY
S

Transderm
al

 
TEVA

U
pper respiratory tract infection

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

D
rug ineffective

 
Pyrexia

 
12575619
FD

A
 R
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C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
12575619

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673679U

SA
34 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

12575989
FD

A
 R
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C
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H
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O
utcom
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ontrol # 

A
ge

Sex 
C

ountry

20-Jul-2016
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EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673594U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site pruritus
 

Product difficult to rem
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H
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O
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ontrol # 

A
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C

ountry

20-Jul-2016
12576311

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673465U

SA
32 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site scab

 
Incorrect drug adm

inistration duration
 

W
rong technique in product usage process

 
12577437
FD

A
 R

eceived D
ate
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H
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O
utcom
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A
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C
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20-Jul-2016
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EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-677100U

SA
39 YR

Fem
ale

U
SA
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site exfoliation

 
Application site vesicles
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21-Jul-2016
12281713

N
O
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U
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SA

44 YR
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U
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R
ole

R
oute

D
osage Text

D
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site hypertrophy
 

Application site irritation
 

Application site pruritus
 

12578171
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578171

N
O

N
-EXPED

ITED
U

S-TEVA-672326U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site inflam
m

ation
 

Application site pruritus
 

Application site rash
 

Application site urticaria
 

12578172
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578172

N
O

N
-EXPED

ITED
U

S-TEVA-672303U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA
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FD
A

 A
dverse Event R

eporting System
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ER
S)
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 of Inform

ation A
ct (FO
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D
etailed R

eport
12578173
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578173

N
O

N
-EXPED

ITED
U

S-TEVA-672331U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erosion
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

H
yperaesthesia

 
Product physical issue

 
12578174
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578174

N
O

N
-EXPED

ITED
U

S-TEVA-672221U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adm

inistration site dryness
 

Application site erythem
a

 
Application site paraesthesia

 
Application site pruritus

 
12578175
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578175

N
O

N
-EXPED

ITED
U

S-TEVA-672308U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

6.5 m
g over 4 hours

 
TEVA

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12578176
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578176

N
O

N
-EXPED

ITED
U

S-TEVA-672307U
SA

41 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site w
arm

th
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

Application site urticaria
 

12578177
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578177

N
O

N
-EXPED

ITED
U

S-TEVA-672305U
SA

65 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site discom

fort
 

Application site pruritus
 

Application site urticaria
 

12578178
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578178

N
O

N
-EXPED

ITED
U

S-TEVA-672241U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

Application site paraesthesia
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dverse Event R

eporting System
 (FA
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S)
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ct (FO
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D
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eport
12578180
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578180

N
O

N
-EXPED

ITED
U

S-TEVA-672365U
SA

63 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
 

Application site rash
 

12578181
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578181

N
O

N
-EXPED

ITED
U

S-TEVA-672300U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

Product adhesion issue
 

Product physical issue
 

12578182
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578182

N
O

N
-EXPED

ITED
U

S-TEVA-672373U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site irritation
ZEC

U
ITY

S
Transderm

al
 

TEVA
12578183
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578183

N
O

N
-EXPED

ITED
U

S-TEVA-672293U
SA

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
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12578184
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578184

N
O

N
-EXPED

ITED
U

S-TEVA-672969U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site vesicles
 

12578185
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578185

N
O

N
-EXPED

ITED
U

S-TEVA-672283U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
 

D
rug ineffective

 
12578186
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578186

N
O

N
-EXPED

ITED
U

S-TEVA-672371U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Skin disorder

 
12578187
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578187

N
O

N
-EXPED

ITED
U

S-TEVA-672367U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site exfoliation
 

Application site pain
 

Product physical issue
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FD
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 A
dverse Event R
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ct (FO

IA
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D
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eport
12578188
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578188

N
O

N
-EXPED

ITED
U

S-TEVA-673456U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

12578189
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578189

N
O

N
-EXPED

ITED
U

S-TEVA-673455U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site scab

 
Application site vesicles

 
W

rong technique in product usage process
 

12578190
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578190

N
O

N
-EXPED

ITED
U

S-TEVA-672915U
SA

36 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site paraesthesia

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)
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ation A
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D
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eport
12578191
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578191

N
O

N
-EXPED

ITED
U

S-TEVA-672377U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site laceration
 

Application site vesicles
 

W
ound secretion

 
12578192
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578192

N
O

N
-EXPED

ITED
U

S-TEVA-672566U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site paraesthesia
 

12578193
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578193

N
O

N
-EXPED

ITED
U

S-TEVA-672599U
SA

38 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Incorrect drug adm
inistration duration

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site pain

 
Application site pruritus

 
Product adhesion issue

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)
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ct (FO
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D
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eport
12578194
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578194

N
O

N
-EXPED

ITED
U

S-TEVA-672659U
SA

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
12578195
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578195

N
O

N
-EXPED

ITED
U

S-TEVA-672374U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site urticaria
 

Tinea infection
 

12578196
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578196

N
O

N
-EXPED

ITED
U

S-TEVA-672970U
SA

37 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site rash

 
12578197
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578197

N
O

N
-EXPED

ITED
U

S-TEVA-672636U
SA

57 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Inappropriate schedule of drug adm
inistration

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site irritation

 
Application site pain

 
D

rug ineffective
 

W
rong technique in product usage process
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12578198
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578198

N
O

N
-EXPED

ITED
U

S-TEVA-672617U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site dryness
 

Application site pain
 

Incorrect drug adm
inistration duration

 
W

rong technique in product usage process
 

12578199
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578199

N
O

N
-EXPED

ITED
U

S-TEVA-672664U
SA

40 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

Application site vesicles
 

12578200
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578200

N
O

N
-EXPED

ITED
U

S-TEVA-672378U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
12578201
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578201

N
O

N
-EXPED

ITED
U

S-TEVA-672983U
SA

36 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
6.5 m

g over 4 hours
 

TEVA
Application site erythem

a
 

Incorrect drug adm
inistration duration

 
Paraesthesia
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12578202
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578202

N
O

N
-EXPED

ITED
U

S-TEVA-672661U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

 
Application site pruritus

 
Incorrect drug adm

inistration duration
 

12578203
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578203

N
O

N
-EXPED

ITED
U

S-TEVA-672658U
SA

49 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site inflam
m

ation
 

Pain
 

12578204
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578204

N
O

N
-EXPED

ITED
U

S-TEVA-672877U
SA

32 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pruritus
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12578205
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578205

N
O

N
-EXPED

ITED
U

S-TEVA-672597U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Stress
ZEC

U
ITY

S
Transderm

al
 

TEVA
Incorrect drug adm

inistration duration
 

W
rong technique in product usage process

 
12578206
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578206

N
O

N
-EXPED

ITED
U

S-TEVA-673625U
SA

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discom
fort

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site exfoliation

 
Application site inflam

m
ation

 
Application site pain

 
Application site scab

 
Application site urticaria

 
Application site vesicles

 
Incorrect drug adm

inistration duration
 

12578207
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578207

N
O

N
-EXPED

ITED
U

S-TEVA-672890U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Product adhesion issue
 

Product physical issue
 

W
rong technique in product usage process
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12578208
FD

A
 R
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578208

N
O

N
-EXPED

ITED
U

S-TEVA-672909U
SA

22 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site irritation
 

Application site paraesthesia
 

Application site w
arm

th
 

Incorrect drug adm
inistration duration

 
12578209
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578209

N
O

N
-EXPED

ITED
U

S-TEVA-672660U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site sw
elling

 
D

rug effect incom
plete

 
12578210
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578210

N
O

N
-EXPED

ITED
U

S-TEVA-672641U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
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12578212
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578212

N
O

N
-EXPED

ITED
U

S-TEVA-672938U
SA

44 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site vesicles
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site urticaria
 

Product adhesion issue
 

Product physical issue
 

12578213
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578213

N
O

N
-EXPED

ITED
U

S-TEVA-672912U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12578214
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578214

N
O

N
-EXPED

ITED
U

S-TEVA-672974U
SA

43 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pruritus
 

Application site sw
elling

 
12578215
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578215

N
O

N
-EXPED

ITED
U

S-TEVA-672618U
SA

53 YR
Fem

ale
U

SA
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Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
 

D
ry skin

 
Incorrect drug adm

inistration duration
 

Product physical issue
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FD

A
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ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578216

N
O

N
-EXPED

ITED
U

S-TEVA-674491U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site urticaria
 

12578217
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578217

N
O

N
-EXPED

ITED
U

S-TEVA-672672U
SA

15 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

D
rug adm

inistered to patient of inappropriate age
 

12578218
FD

A
 R

eceived D
ate

C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578218

N
O

N
-EXPED

ITED
U

S-TEVA-672646U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site rash

 
12578219
FD

A
 R
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578219

N
O

N
-EXPED

ITED
U

S-TEVA-674731U
SA

54 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
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FD

A
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C
ase #

C
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H
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O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578220

N
O

N
-EXPED

ITED
U

S-TEVA-672977U
SA

42 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Injection site pruritus
 

12578221
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578221

N
O

N
-EXPED

ITED
U

S-TEVA-673362U
SA

60 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12578222
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578222

N
O

N
-EXPED

ITED
U

S-TEVA-672883U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pruritus
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Product adhesion issue
 

12578223
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578223

N
O

N
-EXPED

ITED
U

S-TEVA-672668U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site inflam
m

ation
 

Application site pruritus
 

Application site urticaria
 

Application site w
arm

th
 

Skin disorder
 

W
rong technique in product usage process
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12578224
FD

A
 R
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578224

N
O

N
-EXPED

ITED
U

S-TEVA-673461U
SA

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Vom
iting

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
H

eadache
 

Incorrect drug adm
inistration duration

 
12578225
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578225

N
O

N
-EXPED

ITED
U

S-TEVA-672988U
SA

25 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
rug ineffective

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site rash

 
12578226
FD

A
 R

eceived D
ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578226

N
O

N
-EXPED

ITED
U

S-TEVA-675901U
SA

51 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site paraesthesia
 

W
rong technique in product usage process

 
12578227
FD

A
 R
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ate

C
ase #

C
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H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578227

N
O

N
-EXPED

ITED
U

S-TEVA-672966U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Application site erythem

a
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12578228
FD

A
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ate

C
ase #

C
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H
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O
utcom
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M
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ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578228

N
O

N
-EXPED

ITED
U

S-TEVA-672987U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

12578229
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578229

N
O

N
-EXPED

ITED
U

S-TEVA-673744U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site paraesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pruritus
 

Application site rash
 

Incorrect drug adm
inistration duration

 
Product physical issue

 
Scratch

 
12578230
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
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O
utcom
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M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578230

N
O

N
-EXPED

ITED
U

S-TEVA-672936U
SA

50 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site inflam
m

ation
 

Application site pain
 

Application site paraesthesia
 

D
rug effect incom

plete
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A
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C
ase #

C
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H
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O
utcom
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M
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A
ge

Sex 
C
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21-Jul-2016
12578231

N
O

N
-EXPED

ITED
U

S-TEVA-673604U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site erythem

a
 

Application site irritation
 

Application site pruritus
 

D
rug ineffective

 
W

rong technique in product usage process
 

12578232
FD

A
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eceived D
ate

C
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C
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H
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O
utcom
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M

anufacturer C
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A
ge
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C
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21-Jul-2016
12578232

N
O

N
-EXPED
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U

S-TEVA-673656U
SA

47 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site exfoliation
 

Application site scab
 

Application site urticaria
 

Application site vesicles
 

D
rug ineffective

 
Incorrect drug adm

inistration duration
 

12578233
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H
ealth Professional

O
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21-Jul-2016
12578233

N
O

N
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U

S-TEVA-672895U
SA

Fem
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U
SA

Preferred Term
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R
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R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
D

rug ineffective
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H
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A
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21-Jul-2016
12578234

N
O

N
-EXPED
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U

S-TEVA-673709U
SA

19 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site exfoliation
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site vesicles
 

12578235
FD

A
 R

eceived D
ate

C
ase #

C
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H
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O
utcom

es
M
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ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578235

N
O

N
-EXPED
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U

S-TEVA-673462U
SA

55 YR
Fem

ale
U

SA
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R
ole

R
oute

D
osage Text

D
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M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

Application site pruritus
 

12578236
FD

A
 R
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C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578236

N
O

N
-EXPED

ITED
U

S-TEVA-672971U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site dryness

 
Feeling abnorm

al
 

W
rong technique in product usage process
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D
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12578237
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578237

N
O

N
-EXPED

ITED
U

S-TEVA-675476U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pruritus
 

W
rong technique in product usage process

 
12578238
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578238

N
O

N
-EXPED

ITED
U

S-TEVA-673430U
SA

56 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site hypoaesthesia
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site vesicles
 

Incorrect drug adm
inistration duration

 
12578240
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578240

N
O

N
-EXPED

ITED
U

S-TEVA-673746U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

estrogen patch
C

Transderm
al
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N
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12578241
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578241

N
O

N
-EXPED

ITED
U

S-TEVA-673708U
SA

62 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

D
rug ineffective

 
Product adhesion issue

 
Product physical issue

 
W

rong technique in product usage process
 

12578242
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578242

N
O

N
-EXPED

ITED
U

S-TEVA-672997U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site discolouration
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12578243
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578243

N
O

N
-EXPED

ITED
U

S-TEVA-673745U
SA

38 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

D
izziness

ZEC
U

ITY
S

Transderm
al

 
TEVA

Incorrect drug adm
inistration duration

 
N

ausea
 

12578244
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578244

N
O

N
-EXPED

ITED
U

S-TEVA-675893U
SA

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site rash
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site scab
 

W
ound
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12578250
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578250

N
O

N
-EXPED

ITED
U

S-TEVA-675369U
SA

48 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site dryness
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site urticaria
 

Product adhesion issue
 

12578251
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578251

N
O

N
-EXPED

ITED
U

S-TEVA-673742U
SA

29 YR
M

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site pain

 
12578416
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12578416

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-677926U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12580873
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12580873

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673753U

SA
58 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site joint pain
 

D
rug effect incom

plete
 

12581369
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

21-Jul-2016
12581369

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673801U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site scab
 

Application site scar
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12228022
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jul-2016
12228022

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-647195U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site scab
 

Application site sw
elling

 
D

evice battery issue
 

D
evice leakage

 
D

rug ineffective
 

Product adhesion issue
 

12234748
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jul-2016
12234748

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-645089U

SA
28 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site rash

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pruritus
Topam

ax
C

 
M

igraine
Am

bien
C

 
Application site erythem

a
am

itriptyline
C

 
D

rug ineffective
Phenergan

C
 

Product physical issue
nucentra

C
 

Application site pain
w

ellbutrin
C

 
verapam

il
C

 
N

O
R

TR
IPTYLIN

E
C

 
tylenol

C
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12581824
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jul-2016
12581824

N
O

N
-EXPED

ITED
U

S-TEVA-672918U
SA

39 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site irritation
 

12581825
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jul-2016
12581825

N
O

N
-EXPED

ITED
U

S-TEVA-673711U
SA

65 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY
S

Transderm
al

 
TEVA

Product quality issue
 

12586638
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

22-Jul-2016
12586638

D
IR

EC
T

53 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site urticaria
ZEC

U
ITY, 6.5 M

G
 TEVA

S
24 patch(es) As needed
Applied as m

edicated
patch to skin

 
TEVA

Application site burn
BEN

IC
AR

C
 

Application site pruritus
 

11644003
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
11644003

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-602196U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site vesicles
 

D
evice m

alfunction
 

D
rug effect incom

plete
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12116875
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
12116875

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-636492U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site burn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site paraesthesia

 
Application site rash

 
D

rug ineffective
 

12140764
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
12140764

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-638845U

SA
39 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site bruise
 

Application site erosion
 

Application site erythem
a

 
Application site pain

 
Application site vesicles

 
D

evice battery issue
 

D
evice leakage

 
Incorrect drug adm

inistration duration
 

Product adhesion issue
 

Scratch
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12154393
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
12154393

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-637696U

SA
62 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site burn

 
Application site erythem

a
 

D
evice battery issue

 
12538232
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
12538232

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-674490U

SA
61 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site discom

fort
 

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
12572774
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
12572774

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669052U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discom

fort
 

Application site erythem
a

 
Application site pain

 
Application site vesicles

 
Application site w

arm
th
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12588113
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
12588113

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-678770U

SA
54 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site inflam

m
ation

 
Application site pain

 
12590481
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

25-Jul-2016
12590481

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-674744U

SA
57 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

 
Application site discolouration

 
Application site discom

fort
 

Application site pain
 

D
rug effect decreased

 
Product substitution issue

 

12542935
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Jul-2016
12542935

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-674472U

SA
40 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site exfoliation
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12550762
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Jul-2016
12550762

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-675632U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site pain

 
Application site pruritus

 
Application site urticaria

 
Skin w

rinkling
 

12596189
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

26-Jul-2016
12596189

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-678793U

SA
41 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

12582706
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

27-Jul-2016
12582706

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-679055U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration
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01-Aug-2016
12613621

D
IR

EC
T

45 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burning sensation
ZEC

U
ITY, 6.5 M

G
S

Transderm
al

1 patch as needed
applied as m

edicated
patch to skin

3.5 H
R

Pruritus
ZEC

U
ITY

S
 

Application site erythem
a

 
Application site irritation

 
Application site pruritus

 
Application site scar

 
Application site sw

elling
 

Application site vesicles
 

11720261
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
11720261

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-607311U

SA
44 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11788660
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
11788660

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-610374U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
C

om
pounded Pain C

ream
C

 
Application site sw

elling
Escitalopram

C
 

Application site pain
M

idrin
C

 
Application site pain

N
aratriptan

C
 

H
eadache

O
m

eprazole
C

 
D

evice leakage
R

anitidine
C

 
Verapam

il
C

 
Zolpidem

C
 

M
axalt

C
 

12177474
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
12177474

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-642172U

SA
57 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site infection
 

Application site pruritus
 

Application site scar
 

Application site urticaria
 

Application site vesicles
 

D
evice use error
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12177500
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
12177500

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-642198U

SA
57 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site urticaria

ZEC
U

ITY
S

Transderm
al

6.5 m
g / 4 hours

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site paraesthesia

 
Application site pruritus

 
Application site sw

elling
 

Product adhesion issue
 

Product physical issue
 

12184897
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
12184897

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-642470U

SA
30 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site paraesthesia
 

Application site scar
 

Application site vesicles
 

Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12192549
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
12192549

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-643591U

SA
51 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site irritation
 

Application site paraesthesia
 

12518529
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
12518529

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-671853U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
12522556
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

02-Aug-2016
12522556

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-672650U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12177912
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Aug-2016
12177912

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-643121U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Adverse event

 
Application site pain

 
Application site pruritus

 
Application site rash

 
Application site urticaria

 
Application site w

arm
th

 
C

hem
ical injury

 
M

igraine
 

N
ausea

 
Product physical issue

 
Sunburn

 
Vom

iting
 

12577411
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Aug-2016
12577411

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-673739U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12578211
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Aug-2016
12578211

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-674489U

SA
51 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5m

g/4 hours
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site pain
 

Application site pruritus
 

Application site urticaria
 

Application site w
arm

th
 

D
rug ineffective

 
Product physical issue

 
12621296
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

03-Aug-2016
12621296

D
IR

EC
T

35 YR
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site erythem
a

ZEC
U

ITY, 6.5 M
G

S
1 Patch every 4 hours
applied as m

edicated
patch to skin

 

Application site bruise
TO

PAM
AX

C
 

APR
I

C
 

Application site discolouration
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12577717
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

04-Aug-2016
12577717

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-677281U

SA
46 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site inflam
m

ation
 

Application site irritation
 

Application site pain
 

Application site w
arm

th
 

Skin reaction
 

12540604
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

05-Aug-2016
12540604

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-650301U

SA
29 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
6.5m

g/4hr
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

FLEXER
IL

C
U

nknow
n

 
Application site haem

orrhage
D

IC
LO

FEN
AC

C
U

nknow
n

 
Application site derm

atitis
 

Application site rash
 

Application site vesicles
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12493935
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

08-Aug-2016
12493935

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669484U

SA
33 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site exfoliation
 

Application site irritation
 

Application site pain
 

Application site rash
 

M
igraine

 

12245117
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-Aug-2016
12245117

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-626200U

SA
54 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12345331
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

09-Aug-2016
12345331

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654935U

SA
29 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site exfoliation

 
Application site laceration

 
Application site pain

 
Application site paraesthesia

 
Application site pruritus

 
Application site rash

 
Application site sw

elling
 

11686983
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Aug-2016
11686983

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-604825U

SA
Fem

ale
U

SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site scar
ZEC

U
ITY

S
Transderm

al
6.5 m

g/4 hrs
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site urticaria
 

D
rug ineffective

 
Visual im

pairm
ent
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11949997
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

11-Aug-2016
11949997

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-627630U

SA
57 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discharge

 
Application site discolouration

 
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site pruritus
 

Application site scab
 

Application site scar
 

Application site vesicles
 

C
hem

ical injury
 

12170600
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Aug-2016
12170600

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-637715U

SA
18 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site dryness

 
Application site erythem

a
 

Application site exfoliation
 

Application site pain
 

Application site paraesthesia
 

Application site rash
 

D
rug ineffective

 
H

ypersensitivity
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FD
A

 A
dverse Event R

eporting System
 (FA
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S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12391261
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

12-Aug-2016
12391261

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-660376U

SA
30 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
W

rong technique in product usage process
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site erythem

a
 

Application site rash
 

Product physical issue
 

12235465
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Aug-2016
12235465

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-647859U

SA
35 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
 

Application site pain
 

Application site paraesthesia
 

Application site rash
 

Application site sw
elling

 
Application site vesicles

 
Product adhesion issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12263960
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Aug-2016
12263960

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-650646U

SA
57 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pain

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
IM

ITR
EX

C
 

Application site discolouration
AM

LO
D

IPIN
E

C
 

Application site erythem
a

H
YD

R
O

C
O

D
O

N
E W

/
AC

ETAM
IN

O
PH

EN
C

 

Application site derm
atitis

 
Application site pruritus

 
Application site vesicles

 
Product adhesion issue

 
Product use issue

 
12306580
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Aug-2016
12306580

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-654001U

SA
49 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Therm
al burn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site erythem
a

 
Application site pain

 
Application site w

arm
th

 
D

evice battery issue
 

Intentional product m
isuse
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12452731
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Aug-2016
12452731

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-666020U

SA
63 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site inflam

m
ation

 
Application site vesicles

 
Product adhesion issue

 
Product odour abnorm

al
 

Product physical issue
 

12505994
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

15-Aug-2016
12505994

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-670536U

SA
56 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Burns second degree
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site w

arm
th

Vicodin
C

U
nknow

n
 

Application site discolouration
 

Application site erythem
a

 
Application site inflam

m
ation

 
Application site pain

 
Application site paraesthesia

 
Application site vesicles

 
W

rong technique in product usage process
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
11720564
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Aug-2016
11720564

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-606947U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
H

eadache
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site bruise

M
AXALT

C
 

Application site discolouration
 

Application site pain
 

Application site pruritus
 

Incorrect drug adm
inistration duration

 
R

eaction to preservatives
 

12185596
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Aug-2016
12185596

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-642848U

SA
51 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
C

hem
ical injury

ZEC
U

ITY
S

Transderm
al

 
TEVA

Abasia
 

Application site discolouration
 

Application site erythem
a

 
Application site exfoliation

 
Application site pain

 
Application site paraesthesia

 
Burns first degree

 
H

ypotonia
 

M
uscular w

eakness
 

Pain in extrem
ity

 
Product physical issue
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FD
A

 A
dverse Event R

eporting System
 (FA

ER
S)

Freedom
 of Inform

ation A
ct (FO

IA
) 

D
etailed R

eport
12232533
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Aug-2016
12232533

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-635048U

SA
36 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Sunburn

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site discolouration
 

Application site erythem
a

 
Application site irritation

 
Application site pain

 
Application site pruritus

 
Product physical issue

 
U

nderdose
 

12281814
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Aug-2016
12281814

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-643681U

SA
53 YR

M
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site erythem

a
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site w

arm
th

ZEC
U

ITY
S

Transderm
al

 
TEVA

Application site pain
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site discolouration

 
Application site inflam

m
ation

 
Application site paraesthesia

 
Application site pruritus

 
Application site sw

elling
 

Product physical issue
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FD
A

 A
dverse Event R

eporting System
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S)

Freedom
 of Inform

ation A
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D
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eport
12456942
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Aug-2016
12456942

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-665422U

SA
53 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Sunburn
ZEC

U
ITY

S
Transderm

al
6.5 m

g / 4 hours
 

TEVA
Application site paraesthesia

Augm
entin

C
 

Application site pain
Bactrim

C
 

Application site erythem
a

ceftin
C

 
Application site exfoliation

prednisone
C

 
Application site dryness

 
Application site oedem

a
 

Application site urticaria
 

D
rug effect incom

plete
 

Product physical issue
 

12493401
FD

A
 R

eceived D
ate

C
ase #

C
ase Type

H
ealth Professional

O
utcom

es
M

anufacturer C
ontrol # 

A
ge

Sex 
C

ountry

16-Aug-2016
12493401

EXPED
ITED

 (15-D
AY)

O
T

U
S-TEVA-669087U

SA
45 YR

Fem
ale

U
SA

Preferred Term
Product

R
ole

R
oute

D
osage Text

D
uration

M
anufacturer

Application site burn
ZEC

U
ITY

S
Transderm

al
 

TEVA
Application site pruritus

M
ETO

PR
O

LO
L

C
 

Application site paraesthesia
H

YD
R

O
C

O
D

O
N

E
C

 
Application site pain

PR
ILO

SEC
C

 
Application site dryness

VYTO
R

IN
C

 
Application site discolouration

AN
TAR

A
C

 
Product physical issue

W
ELLBU

TR
IN

C
 

Application site inflam
m

ation
BU

SPAR
C

 
Application site erythem

a
 

Application site reaction
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