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>D>
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>D>
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>D>
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Prescription and Over-the-Counter Drug Product List

33RD EDITION

Cumulative Supplement Number 11 : November 2013
ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

ABACAVIR SULFATE; LAMIVUDINE;

ZIDOVUDINE

TABLET; ORAL

ABACAVIR SULFATE, LAMIVUDINE AND ZIDOVUDINE

LUPIN LTD
TRIZIVIR
+ VIIV HLTHCARE

ACAMPROSATE CALCIUM

EQ 300MG BASE;150MG;300MG

EQ 300MG BASE;150MG; 300MG
EQ 300MG BASE;150MG;300MG

TABLET, DELAYED RELEASE;ORAL

ACAMPROSATE CALCIUM
BARR LABS DIV TEVA

333MG

ACETAMINOPHEN; HYDROCODONE BITARTRATE

TABLET; ORAL
CO-GESIC
UCB INC

ALENDRONATE SODIUM
TABLET; ORAL
FOSAMAX
MERCK AND CO INC

AMINO ACIDS
INJECTABLE; INJECTION
AMINOSYN-HF 8%
HOSPIRA

AMIODARONE HYDROCHIORIDE
INJECTABLE; INJECTION
AMIODARONE HYDROCHLORIDE
HOSPIRA INC

500MG; 5MG
500MG; 5MG

EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ

[eciiNee]
o° o°

5MG BASE
5MG BASE

10MG
10MG
35MG
35MG
40MG
40MG

(8GM/100ML)
(8GM/100ML)

50MG/ML
50MG/ML
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BASE
BASE
BASE
BASE
BASE
BASE

A202912

N021205
N021205

A200143

A087757
A087757

N020560
N020560
N020560
N020560
N020560
N020560
N020560
N020560

1020345
A020345

A203884
A203885

001

001
001

001

001
001

003
003
001
001
004
004
002
002

001
001

001
001

Dec

Nov
Nov

Nov

May
May

Apr
Apr
Sep
Sep
Oct
Oct
Sep
Sep

Apr 04,

Apr

Nov
Nov

05,

14,
14,

18,

03,
03,

25,
25,
29,
29,
20,
20,
29,
29,

04,

25,
25,

2013

2000
2000

2013

1982
1982

1997
1997
1995
1995
2000
2000
1995
1995

1996
1996

2013
2013

Nov

Nov
Nov

Nov

Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

Nov
Nov

NEWA

CFTG
CFTG

NEWA

DISC
DISC

DISC
DISC
DISC
DISC
DISC
DISC
DISC
DISC

CMS2
CMS2

NEWA
NEWA



>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>

>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>

>A>

>A>

>A>
>A>
>A>
>A>
>A>
>A>
>A>

>D>
>A>

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AP

AB

AB
AB
AB
AB
AB
AB
AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

AMILODIPINE BESYLATE; ATORVASTATIN CALCIUM

TABLET; ORAL
AMLODIPINE BESYLATE AND ATORVASTATIN CALCIUM
2.5MG BASE;EQ 10MG BASE
2.5MG BASE;EQ 20MG BASE
2.5MG BASE;EQ 40MG BASE
5MG BASE;EQ 10MG BASE
5MG BASE;EQ 20MG BASE
5MG BASE;EQ 40MG BASE
5MG BASE;EQ 80MG BASE
10MG BASE;EQ 10MG BASE
10MG BASE;EQ 20MG BASE
10MG BASE;EQ 40MG BASE
10MG BASE;EQ 80MG BASE

MYLAN PHARMS INC

CADUET
PFIZER

AMMONTA N-13

INJECTABLE; INTRAVENOUS

AMMONIA N 13
KREITCHMAN PET CTR

EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ

EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ

. SMi
. SMi
. S5Mi
. S5Mi
. S5Mi
. SMi
5MG
5MG
5MG
5MG
5MG
5MG
5MG
5MG
10MG
10MG
10MG
10MG
10MG
10MG
10MG
10MG

NN DN DN DN DN

G BASE;E
G BASE;E
G BASE;E
G BASE;E
G BASE;E
G BASE;E
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ
BASE;EQ

Q 10M
Q 10M
Q 20M
Q 20M
Q 40M
QO 40M
10MG
10MG
20MG
20MG
40MG
40MG
80MG
80MG
10MG
10MG
20MG
20MG
40MG
40MG
80MG
80MG

30MCI-300MCI/8ML (3.
37.5MCI/ML)

AMOXTICILLIN; CLAVULANATE POTASSIUM

FOR SUSPENSION;ORAL
AMOXICILLIN AND CLAVULANATE POTASSIUM

WOCKHARDT EU OPERATN

600MG/5ML; EQ 42.9MG BASE/5ML

AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE;

DEXTROAMPHETAMINE SACCHARATE;

G BASE
G BASE
G BASE
G BASE
G BASE
G BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE

75-

A200465
A200465
A200465
A200465
A200465
A200465
A200465
A200465
A200465
A200465
A200465

N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540
N021540

A203938

001
002
003
004
005
006
007
008
009
010
011

009
009
010
010
011
011
001
001
002
002
003
003
004
004
005
005
006
006
007
007
008
008

001

Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov

Jul
Jul
Jul
Jul
Jul
Jul
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan

Dec

A065420 001 Dec

29,
29,
29,
29,
29,
29,
29,
29,
29,
29,
29,

29,
29,
29,
29,
29,
29,
30,
30,
30,
30,
30,
30,
30,
30,
30,
30,
30,
30,
30,
30,
30,
30,

09,

02,

2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013

2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004

2013

2013

Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov

Nov

Nov

DEXTROAMPHETAMINE SULFATE

TABLET; ORAL

+

DEXTROAMP SACCHARATE, AMP ASPARTATE,
1.25MG;1.25MG;1.25MG;1.25MG

AUROLIFE PHARMA LLC

AZITHROMYCIN
SOLUTION/DROPS; OPHTHALMIC

AZASITE
INSPIRE
OAK PHARMS AKORN

DEXTROAMP SULFATE AND AMP SULFATE

A202424

.875MG;1.875MG;1.875MG;1.875MG A202424
.5MG; 2.5MG; 2.5MG; 2.5MG

1

2
3.125MG;3.125MG;3.125MG;3.125MG A202424
3.75MG; 3.75MG; 3.75MG; 3. 75MG

5MG; 5MG; 5MG; S5MG
7.5MG; 7.5MG; 7.5MG; 7.5MG

=

o0 o
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A202424

A202424
A202424
A202424

N050810
N050810

001
002
003
004
005
006
007

001
001

Nov
Nov
Nov
Nov
Nov
Nov
Nov

Apr
Apr

27,
27,
27,
27,
27,
27,
27,

27,
27,

2013
2013
2013
2013
2013
2013
2013

2007
2007

Nov
Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG

NEWA

NEWA

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CAHN
CAHN



>A>

>D>

>A>

>D>

>D>
>D>
>D>
>A>
>A>
>A>

>D>
>A>

>D>
>A>
>D>
>A>

>A>

>D>

>A>

>D>

>A>

>D>

>A>

>D>

>A>

AP
AP
AP
AP
AP
AP

AB

AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

BACITRACIN ZINC; HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE

OINTMENT; OPHTHALMIC
CORTISPORIN
@ CITRON PHARMA LLC

@ MONARCH PHARMS

400 UNITS/GM;1%;EQ 3.5MG N050416
BASE/GM; 10,000 UNITS/GM
400 UNITS/GM;1%;EQ 3.5MG NO050416

BASE/GM; 10,000 UNITS/GM

BACITRACIN ZINC; NEOMYCIN SULFATE; POLYMYXIN B SULFATE

OINTMENT; OPHTHALMIC
NEOSPORIN
@ CITRON PHARMA LLC

@ MONARCH PHARMS

BACLOFEN

INJECTABLE; INTRATHECAL
LIORESAL
MEDTRONIC

MEDTRONIC NEURO

+ o+ + o+ o+ o+

BICALUTAMIDE

TABLET; ORAL
BICALUTAMIDE
KUDCO IRELAND

BUPROPION HYDROBROMIDE

TABLET, EXTENDED RELEASE;ORAL
APLENZIN
+ VALEANT BERMUDA

CABERGOLINE

TABLET; ORAL
CABERGOLINE
MYLAN PHARMS INC

400 UNITS/GM;EQ 3.5MG N050417
BASE/GM; 10,000 UNITS/GM
400 UNITS/GM;EQ 3.5MG N050417

BASE/GM; 10,000 UNITS/GM

0.05MG/ML N020075
0.5MG/ML N020075
2MG/ML N020075
0.05MG/ML N020075
0.5MG/ML N020075
2MG/ML N020075
50MG A077995
50MG A077995
348MG N022108
348MG N022108
522MG N022108
522MG N022108
0.5MG A202947

002

002

001

001

003
001
002
003
001
002

001
001

002
002
003
003

001

CALCIUM CHIORIDE; DEXTROSE; MAGNESTUM CHLORIDE; SODIUM CHLORIDE; SODIUM LACTATE

SOLUTION; INTRAPERITONEAL
INPERSOL-LC/LM W/ DEXTROSE 1.5%
@ FRESENIUS

INPERSOL-LC/LM W/ DEXTROSE 2.5%
@ FRESENIUS

INPERSOL-LC/LM W/ DEXTROSE 3.5%
@ FRESENIUS

INPERSOL-LC/LM W/ DEXTROSE 4.25%
@ FRESENIUS

IN PLASTIC CONTAINER

18.4MG/100ML;1.5GM/100ML; 5.08MG 1020374
/100ML; 538MG/100ML; 448MG/100ML

18.4MG/100ML;1.5GM/100ML;5.08MG A020374
/100ML; 538MG/100ML; 448MG/100ML

IN PLASTIC CONTAINER

18.4MG/100ML;2.5GM/100ML; 5.08MG N 020374
/100ML; 538MG/100ML; 448MG/100ML

18.4MG/100ML;2.5GM/100ML; 5.08MG A020374
/100ML; 538MG/100ML; 448MG/100ML

IN PLASTIC CONTAINER
18.4MG/100ML; 3.5GM/100ML; 5.08MG N020374
/100ML; 538MG/100ML; 448MG/100ML

18.4MG/100ML; 3.5GM/100ML;5.08MG A020374
/100ML; 538MG/100ML; 448MG/100ML

IN PLASTIC CONTAINER
18.4MG/100ML;4.25GM/100ML; 5.08M N020374
G/100ML; 538MG/100ML; 448MG/100ML

18.4MG/100ML;4.25GM/100ML;5.08MA 020374
G/100ML; 538MG/100ML; 448MG/100ML
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001

001

002

002

003

004

Jun

Jun

Mar

Mar

Nov
Jun
Jun
Nov
Jun
Jun

Jul
Jul

Apr
Apr
Apr
Apr

Dec

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

23,

23,

07,

07,

07,
17,
17,
07,
17,
17,

06,
06,

23,
23,
23,
23,

02,

13,

13,

13,

13,

13,

13,

13,

13,

1981

1981

1972

1972

1996
1992
1992
1996
1992
1992

2009
2009

2008
2008
2008
2008

2013

1994

1994

1994

1994

1994

1994

1994

1994

Nov

Nov

Nov

Nov

Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov

Nov

Nov

Nov

Nov

Nov

Nov

Nov

Nov

Nov

CAHN

CAHN

CAHN

CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

DISC
DISC

CRLD
CRLD
CRLD
CRLD

NEWA

CMS2

CMS2

CMS2

CMS2

CMS2

CMS2

CMS2

CMS2



>A>
>A>
>D>
>D>

>A>
>A>

>D>
>A>
>D>
>A>
>D>
>A>

>A>
>D>

>A>
>D>

>A>
>A>
>D>
>D>

>A>
>A>
>A>
>A>
>A>
>A>
>A>

>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>

AB
AB

AB

AB

AB

AP
AP

AP
AP
AP
AP

AB
AB
AB
AB
AB
AB
AB

AB

AB

AB

AB

AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

CHLORTHALTIDONE

TABLET; ORAL
THALITONE
+ CITRON PHARMA LLC

+ MONARCH PHARMS

CHOLINE FENOFIBRATE

15MG
25MG
15MG
25MG

CAPSULE, DELAYED RELEASE;ORAL

FENOFIBRIC ACID
LUPIN LTD

CLONIDINE HYDROCHLORIDE

TABLET; ORAL
CLONIDINE HYDROCHLORIDE
ALEMBIC PHARMS LTD

DACTINOMYCIN

INJECTABLE; INJECTION
DACTINOMYCIN
LUITPOLD
PHARMAFORCE

DESTIPRAMINE HYDROCHIORIDE

TABLET; ORAL

EQ 45MG FENOFIBRIC ACID
EQ 135MG FENOFIBRIC ACID

.1MG
.1MG
. 2MG
. 2MG
. 3MG
. 3MG

O O O O O O

0.5MG/VIAL
0.5MG/VIAL

DESIPRAMINE HYDROCHLORIDE

@ BARR LABS INC
@ PLIVA

150MG
150MG

DEXAMETHASONE SODIUM PHOSPHATE

INJECTABLE; INJECTION

DEXAMETHASONE SODIUM PHOSPHATE

AGILA SPECLTS

PFIZER

EQ 4MG PHOSPHATE/ML
EQ 10MG PHOSPHATE/ML
EQ 4MG PHOSPHATE/ML
EQ 10MG PHOSPHATE/ML

DEXMETHYLPHENTIDATE HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE;ORAL
DEXMETHYLPHENIDATE HYDROCHLORIDE

INTELLIPHARMACEUTICS

TEVA PHARMS USA

WATSON LABS INC
FOCALIN XR
NOVARTIS

15MG
30MG
5MG

10MG
20MG
40MG
30MG

5MG

5MG

10MG
10MG
15MG
15MG
20MG
20MG
40MG
40MG
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N019574
N019574
N019574
N019574

A 200750
A200750

A091368
A091368
A091368
A091368
A091368
A091368

A202562
A202562

A071804
A071804

A 040803
A040802
A 040803
A 040802

A078992
A078992
A078908
A078908
A078908
A202731
A079108

N021802
N021802
N021802
N021802
N021802
N021802
N021802
N021802
N021802
N021802

001
002
001
002

001
002

001
001
002
002
003
003

001
001

001
001

001
001
001
001

003
004
001
002
003
002
005

001
001
002
002
004
004
003
003
006
006

Dec
Feb
Dec
Feb

Dec
Dec

Dec
Dec
Dec
Dec
Dec
Dec

Aug
Aug

May
May

Aug
Aug
Aug
Aug

Nov
Nov
Nov
Nov
Nov
Nov
Nov

May
May
May
May
Aug
Aug
May
May
Aug
Aug

20,
12,
20,
12,

04,
04,

06,
06,
06,
06,
06,
06,

23,
23,

29,
29,

29,
29,
29,
29,

18,
18,
19,
19,
19,
19,
21,

26,
26,
26,
26,
01,
01,
26,
26,
11,
11,

1988
1992
1988
1992

2013
2013

2011
2011
2011
2011
2011
2011

2013
2013

1997
1997

2008
2008
2008
2008

2013
2013
2013
2013
2013
2013
2013

2005
2005
2005
2005
2006
2006
2005
2005
2010
2010

Nov
Nov
Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov

CAHN
CAHN
CAHN
CAHN

NEWA
NEWA

DISC
DISC
DISC
DISC
DISC
DISC

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC



>A>

>D>
>A>

>D>
>A>

>A>

>A>
>D>

>D>
>A>

>D>
>A>
>D>
>A>
>D>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>
>A>

>A>
>D>

>A>
>A>
>A>
>A>
>A>
>A>
>A>

AT

AT
AT

AT

AP
AP

AB

AB

AB

AB

AB
AB
AB
AB
AB
AB
AB
AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

AT
AT

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

DORZOLAMIDE HYDROCHIORIDE

SOLUTION/DROPS; OPHTHALMIC

DORZOLAMIDE HYDROCHLORIDE

ZACH SYSTEMS

EQ

2% BASE

DORZOLAMIDE HYDROCHILORIDE; TIMOLOL MALEATE

SOLUTION/DROPS; OPHTHALMIC
COSOPT

+ MERCK

+ OAK PHARMS AKORN
COSOPT PF

+ MERCK SHARP DOHME

+ OAK PHARMS AKORN

EQ
EQ

EQ
EQ

2% BASE;EQ 0.5%
2% BASE;EQ 0.5%
2% BASE;EQ 0.5%
2% BASE;EQ 0.5%

DORZOLAMIDE HYDROCHLORIDE AND TIMOLOL MALEATE

ZACH SYSTEMS

DOXYCYCLINE HYCLATE

INJECTABLE; INJECTION
DOXYCYCLINE
AGILA SPECLTS
PFIZER
TABLET; ORAL
DOXYCYCLINE HYCLATE
@ BLU CARIBE INC

DULOXETINE HYDROCHLORIDE

EQ

EQ

EQ

EQ
EQ

CAPSULE, DELAYED REL PELLETS;ORAL

CYMBALTA
LILLY

DULOXETINE HYDROCHLORIDE
AUROBINDO PHARMA LTD

DR REDDYS LABS LTD

LUPIN LTD

SUN PHARMA GLOBAL

TEVA PHARMS USA

TORRENT PHARMS LTD

EPINASTINE HYDROCHLORIDE

SOLUTION/DROPS; OPHTHALMIC
EPINASTINE HYDROCHLORIDE
BRECKENRIDGE PHARM
CYPRESS PHARM

ESLICARBAZEPINE ACETATE

TABLET; ORAL
APTIOM
SUNOVION PHARMS INC

EQ
EQ
EQ
EQ
EQ
EQ

EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ

]
oe

2% BASE;EQ O.

100MG BASE/VIAL
100MG BASE/VIAL

100MG BASE
100MG BASE

20MG BASE
20MG BASE
30MG BASE
30MG BASE
60MG BASE
60MG BASE

20MG BASE
30MG BASE
60MG BASE
20MG BASE
30MG BASE
60MG BASE
20MG BASE
30MG BASE
40MG BASE
60MG BASE
20MG BASE
30MG BASE
60MG BASE
20MG BASE
30MG BASE
60MG BASE
20MG BASE
30MG BASE
60MG BASE

0.05%
0.05%

200MG
400MG
600MG
800MG
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BASE
BASE

BASE
BASE

BASE

A091034

N020869
N020869

N202667
N202667

A091180

A091406
A091406

A062269
A062269

N021427
N021427
N021427
N021427
N021427
N021427

A090778
A090778
A090778
A090723
A090723
A090723
A090694
A090694
A090694
A090694
A090745
A090745
A090745
A090783
A090783
A090783
A090774
A090774
A090774

A090870
A 090870

N022416
N022416
N022416
N022416

001

001
001

001
001

001

001
001

002
002

001
001
002
002
004
004

001
002
003
001
002
003
001
002
003
004
001
002
003
001
002
003
001
002
003

001
001

001
002
003
004

Dec

Apr
Apr

Feb
Feb

Dec

Aug
Aug

Nov
Nov

Aug
Aug
Aug
Aug
Aug
Aug

Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec
Dec

Mar
Mar

Nov
Nov
Nov
Nov

04,

07,
07,

01,
01,

04,

21,
21,

08,
08,

03,
03,
03,
03,
03,
03,

11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,

14,
14,

08,
08,
08,
08,

2013

1998
1998

2012
2012

2013

2012
2012

1982
1982

2004
2004
2004
2004
2004
2004

2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013

2011
2011

2013
2013
2013
2013

Nov

Nov
Nov

Nov
Nov

Nov

Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov

NEWA

CAHN
CAHN

CAHN
CAHN

NEWA

CAHN
CAHN

CMFD
CMFD

CFTG
CFTG
CFTG
CEFTG
CEFTG
CFTG

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CAHN
CAHN

NEWA
NEWA
NEWA
NEWA



>A>
>A>

>A>
>D>

>A>
>D>

>A>
>D>

>A>
>A>
>D>
>D>

>A>

>D>
>A>

>D>

>D>

>A>

>A>

>D>
>A>

>A>
>D>

>D>
>D>
>A>
>A>

AB

AP
AP

AP
AP

AP
AP
AP
AP

AB

AP

AP

AP

AP

AP
AP

AP
AP

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

ETHINYL ESTRADIOL; NORETHINDRONE ACETATE

TABLET;ORAL-21
LARIN 1/20
NOVAST LABS LTD

FAMOTIDINE

INJECTABLE; INJECTION
FAMOTIDINE
AGILA SPECLTS
PFIZER

FAMOTIDINE PRESERVATIVE FREE

AGILA SPECLTS
PFIZER

FLUDROCORTISONE ACETATE

TABLET; ORAL
FLORINEF
@ CITRON PHARMA LLC
@ KING PHARMS

FLUMAZENTIL

INJECTABLE; INJECTION
FLUMAZENIL
AGILA SPECLTS

PFIZER

FLUVOXAMINE MALEATE

CAPSULE,
FLUVOXAMINE MALEATE
ACTAVIS ELIZABETH

GEMIFLOXACIN MESYLATE

TABLET; ORAL

FACTIVE
+ CORNERSTONE THERAP
+ LG LIFE SCIENCES

GRANISETRON HYDROCHLORIDE

EXTENDED RELEASE; ORAL

INJECTABLE; INJECTION

GRANISETRON HYDROCHLORIDE

DR REDDYS LABS INC

DSM PHARMS INC

0.02MG; 1MG

10MG/ML
10MG/ML

10MG/ML
10MG/ML

0.1MG
0.1MG

0.5MG/5ML
1MG/10ML
0.5MG/5ML
1MG/10ML

(0.1MG/ML)
(0.1MG/ML)

(0.1MG/ML)
(0.1MG/ML)

150MG

EQ 320MG BASE
EQ 320MG BASE

EQ 0.1MG BASE/ML (EQ 0.1MG
BASE/ML)

EQ 4MG BASE/4ML (EQ 1MG
BASE/ML)

EQ 0.1MG BASE/ML (EQ 0.1MG
BASE/ML)

EQ 4MG BASE/4ML (EQ 1MG
BASE/ML)

GRANISETRON HYDROCHLORIDE PRESERVATIVE FREE

DR REDDYS LABS INC
DSM PHARMS INC

HALOPERIDOL LACTATE

INJECTABLE; INJECTION
HALOPERIDOL
AGILA SPECLTS
PFIZER

HYDROCORTISONE ACETATE

CREAM; TOPICAL
MICORT-HC
+ FERNDALE LABS

+ SEBELA IRELAND LTD

EQ 1MG BASE/ML
EQ 1MG BASE/ML

EQ 5MG BASE/ML
EQ 5MG BASE/ML

o

]
o

o0 .

NN NN

o
o°
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(EQ 1MG BASE/ML)
(EQ 1MG BASE/ML)

A202995

A078641
A078641

A078642
A078642

N010060
N010060

A078595
A078595
A078595
A078595

A091482

N021158
N021158

AQ078863

A078880

A078863

A078880

A078863
A078863

A078347
A078347

A 040398
A040396
A040398
A040396

001

001
001

001
001

001
001

001
002
001
002

002

001
001

001

001

001

001

002
002

001
001

001
001
001
001

Dec

Jun
Jun

Jun
Jun

Aug
Aug

May
May
May
May

Nov

Apr
Apr

Jun

Jun

Jun

Jun

Jun
Jun

Sep
Sep

Mar
Feb
Mar
Feb

04,

25,
25,

25,
25,

18,
18,

13,
13,
13,
13,

18,

04,
04,

30,

30,

30,

30,

30,
30,

14,
14,

29,
27,
29,
27,

2013

2008
2008

2008
2008

1955
1955

2008
2008
2008
2008

2013

2003
2003

2008

2008

2008

2008

2008
2008

2009
2009

2002
2001
2002
2001

Nov

Nov
Nov

Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov

Nov

Nov
Nov

Nov

Nov

Nov

Nov

Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov

NEWA

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

NEWA

CAHN
CAHN

CAHN

CAHN

CAHN

CAHN

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN



>D>
>D>
>A>
>A>

>D>
>D>
>A>
>A>

>A>

>D>

>A>
>A>
>A>
>A>

>A>

>D>
>A>

>A>
>A>
>D>
>D>
>A>
>A>

>A>
>A>
>A>

>A>
>A>
>A>
>A>
>D>
>D>
>D>
>D>

>A>
>D>

AT

AT

AB

AA

AP
AP
AP
AP
AP
AP

AB
AB
AB

AP
AP
AP
AP
AP
AP
AP
AP

AP
AP

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

HYDROCORTISONE ACETATE; PRAMOXINE HYDROCHLORIDE

CREAM; TOPICAL
PRAMOSONE

FERNDALE LABS 0.5%;1%
1%;1%

SEBELA IRELAND LTD 0.5%;1%
1%;1%

LOTION; TOPICAL
PRAMOSONE

FERNDALE LABS 1%;1%
2.5%;1%

SEBELA IRELAND LTD 1%;1%
2.5%;1%

HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE

SUSPENSION/DROPS;OTIC
CORTISPORIN

+ CITRON PHARMA LLC 1%;EQ 3.5MG BASE/ML;10,000

UNITS/ML
+ MONARCH PHARMS 1%;EQ 3.5MG BASE/ML;10,000
UNITS/ML
IBRUTINIB
CAPSULE; ORAL
IMBRUVICA
+ PHARMACYCLICS INC 140MG
INDOMETHACIN
CAPSULE, EXTENDED RELEASE;ORAL
INDOMETHACIN
WATSON LABS INC 75MG
ISONIAZID
TABLET; ORAL
LANIAZID
@ LANNETT 300MG
300MG
KETOROLAC TROMETHAMINE
INJECTABLE; INJECTION
KETOROLAC TROMETHAMINE
AGILA SPECLTS 15MG/ML
30MG/ML
PFIZER 15MG/ML
30MG/ML
SAGENT PHARMS 15MG/ML
30MG/ML
LEVOFLOXACIN
TABLET; ORAL
LEVOFLOXACIN
WATSON LABS INC 250MG
500MG
750MG
LIDOCAINE HYDROCHLORIDE
INJECTABLE; INJECTION
LIDOCAINE HYDROCHLORIDE
AGILA SPECLTS 0.5%
0.5%
1%
1%
PFIZER 0.5%
0.5%
1%
1%
LIDOCAINE HYDROCHLORIDE PRESERVATIVE FREE
AGILA SPECLTS 2%
PFIZER 2%
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A083778
A 085368
A083778
A085368

A 085980
A085979
A 085980
A 085979

A060613

A060613

N205552

A202572

A089776
A089776

A078299
A078299
AQ078299
A078299
A091065
A091065

A201484
A201484
A201484

A091056
A091058
A091056
A091058
A091056
A091058
A091056
A091058

A090665
A090665

001
001
001
001

001
001
001
001

001

001

001

001

001
001

001
002
001
002
001
002

001
002
003

001
001
002
002
001
001
002
002

001
001

Aug
Jan
Aug
Jan

Jun
Jun
Jun
Jun

May

May

Nov

Dec

Jun
Jun

Jul
Jul
Jul
Jul
Nov
Nov

Nov
Nov
Nov

Dec
Sep
Dec
Sep
Dec
Sep
Dec
Sep

Sep
Sep

13,
07,
13,
07,

05,
05,
05,
05,

25,

25,

13,

09,

13,
13,

16,
16,
16,
16,
27,
27,

22,
22,
22,

08,
30,
08,
30,
08,
30,
08,
30,

27,
27,

1976
1977
1976
1977

1978
1978
1978
1978

1975

1975

2013

2013

1988
1988

2007
2007
2007
2007
2013
2013

2013
2013
2013

2010
2010
2010
2010
2010
2010
2010
2010

2010
2010

Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov

Nov

Nov

Nov

Nov

Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

CAHN

CAHN

NEWA

NEWA

CMFD
CMFD

CAHN
CAHN
CAHN
CAHN
NEWA
NEWA

NEWA
NEWA
NEWA

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN



>A>
>A>
>A>
>A>

>A>
>D>

>A>
>A>
>A>
>D>
>D>
>D>

>D>
>A>

>A>
>A>
>A>
>D>
>D>
>D>

>D>
>A>

>A>
>D>

>A>
>D>

>D>
>A>

>A>
>A>
>D>
>D>

>A>
>A>

AA
AA
AA
AA
AA
AA

AP

AP
AP

AP
AP

AB

AP
AP
AP
AP

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

LULICONAZOLE

CREAM; TOPICAL

LUZU
MEDICIS

MECLIZINE HYDROCHLORIDE

TABLET, CHEWABLE;ORAL

ANTIVERT
@ CITRON PHARMA LLC
@ PFIZER

TABLET; ORAL

+ o+ + + + +

ANTIVERT
CITRON PHARMA LLC

PFIZER

MELPHATAN HYDROCHLORIDE

INJECTABLE; INJECTION

MELPHALAN HYDROCHLORIDE

MYLAN INSTITUTIONAL

NAPROXEN SODIUM

TABLET,

NAPRELAN
ALMATICA PHARMA INC

STAT TRADE

NESIRITIDE RECOMBINANT

FOR SOLUTION; INTRAVENOUS

+

NATRECOR
SCIOS
SCIOS LLC

EXTENDED RELEASE;ORAL

ONDANSETRON HYDROCHLORIDE

INJECTABLE; INJECTION
ONDANSETRON HYDROCHLORIDE

AGILA SPECLTS
PFIZER

J
o

25MG
25MG

12.5MG
25MG
50MG
12.5MG
25MG
50MG

EQ 50MG BASE/VIAL
EQ 50MG BASE/VIAL

EQ 375MG BASE
EQ 500MG BASE
EQ 750MG BASE
EQ 375MG BASE
EQ 500MG BASE
EQ 750MG BASE

1.5MG/VIAL
1.5MG/VIAL

EQ 2MG BASE/ML
EQ 2MG BASE/ML

ONDANSETRON HYDROCHLORIDE PRESERVATIVE FREE

AGILA SPECLTS
PFIZER

OXAPROZIN

TABLET; ORAL
OXAPROZIN
@ CARACO

PAMIDRONATE DISODIUM

INJECTABLE; INJECTION
PAMIDRONATE DISODIUM

AGILA SPECLTS

PFIZER

POLIDOCANOL
SOLUTION; INTRAVENOUS

VARITHENA
+ PROVENSIS

EQ 2MG BASE/ML
EQ 2MG BASE/ML

600MG
600MG

30MG/10ML (3MG/ML)
90MG/10ML (9MG/ML)
30MG/10ML (3MG/ML)
90MG/10ML (9MG/ML)

180MG/18ML (10MG/ML)
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N204153

N010721
N010721

N010721
N010721
N010721
N010721
N010721
N010721

A090299
A090299

N020353
N020353
N020353
N020353
N020353
N020353

N020920
N020920

A078257
A078257

A078244
A078244

A075844
A075844

A078520
A078520
A078520
A078520

N205098

001

005
005

006
004
001
006
004
001

001
001

001
002
003
001
002
003

001
001

001
001

001
001

001
001

001
002
001
002

001

Nov

Apr
Apr

Apr
Apr
Jan
Apr
Apr
Jan

Oct
Oct

Jan
Jan
Jan
Jan
Jan
Jan

Aug
Aug

Apr
Apr

Apr
Apr

Jan
Jan

Oct
Oct
Oct
Oct

Nov

14,

20,
20,

20,
20,
20,
20,
20,
20,

27,
27,

05,
05,
05,
05,
05,
05,

10,
10,

23,
23,

23,
23,

03,
03,

31,
31,
31,
31,

25,

2013

1973
1973

1973
1973
1982
1973
1973
1982

2009
2009

1996
1996
1996
1996
1996
1996

2001
2001

2008
2008

2008
2008

2002
2002

2008
2008
2008
2008

2013

Nov

Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov
Nov
Nov

Nov
Nov

Nov
Nov

Nov
Nov

Nov
Nov

Nov
Nov
Nov
Nov

Nov

NEWA

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

DISC
DISC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

CMFD
CMFD

CAHN
CAHN
CAHN
CAHN

NEWA



>A>
>A>
>A>

>A>

>D>
>A>

>D>
>A>

>D>
>A>

>D>
>A>

>A>

>A>

>A>
>D>

>A>
>A>

>A>
>A>
>A>
>A>

>A>
>A>
>A>
>A>

>D>
>A>
>D>
>A>
>D>
>A>

BC

BC

BC

AB

AB

AB

AP
AP

AB
AB

AB

AB

AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

TABLET,

POSACONAZOLE
DELAYED RELEASE;ORAL

NOXAFIL
+ MERCK SHARP DOHME

POTASSTIUM

CHLORIDE

TABLET,
K-TAB

EXTENDED RELEASE;ORAL

ABBVIE
KLOR-CON
UPSHER-SMITH LABS

POTASSIUM CHLORIDE
ABBVIE

PROPTOMAZINE HYDROCHIORIDE

INJECTABLE; INJECTION

LARGON

@ BAXTER HLTHCARE CORP

@ HIKMA MAPLE

PYRTIDOSTIGMINE BROMIDE

TABLET; ORAL

PYRIDOSTIGMINE BROMIDE

COREPHARMA

QUETIAPINE FUMARATE

TABLET; ORAL
QUETIAPINE FUMARATE
JUBILANT LIFE

REPAGLINIDE

TABLET; ORAL

REPAGLINIDE

SANDOZ

RIFAMPIN

INJECTABLE; INJECTION
RIFAMPIN
AGILA SPECLTS
PFIZER

RIZATRIPTAN BENZOATE

TABLET; ORAL

RIZATRIPTAN BENZOATE

EMCURE PHARMS LTD

CAPSULE;
OLYSIO

+ JANSSEN RES AND DEV

SUCROFERRIC OXYHYDROXIDE

SIMEPREVIR

ORAL

TABLET,

CHEWABLE; ORAL

VELPHORO
+ VIFOR FRESENIUS

SUMATRIPTAN SUCCINATE

TABLET; ORAL

SUMATRIPTAN SUCCINATE

TEVA

100MG

20MEQ

8MEQ
8MEQ

8MEQ
8MEQ

20MG/ML
20MG/ML

60MG
60MG

EQ 25MG BASE

0.5MG

600MG/VIAL
600MG/VIAL

EQ 5MG BASE
EQ 10MG BASE

150MG

500MG

EQ 25MG BASE
EQ 25MG BASE
EQ 50MG BASE
EQ 50MG BASE
EQ 100MG BASE
EQ 100MG BASE
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N205053

N018279

N019123
N019123

N018279
N018279

N012382
N012382

A 040457
A 040457

A203150

A078555

A065421
A065421

A 204090
A 204090

N205123

N205109

A076840
A076840
A076840
A076840
A076840
A076840

001

003

001
001

002
002

002
002

001
001

001

001

001
001

001
002

001

001

001
001
002
002
003
003

Nov

Nov

Apr
Apr

Aug
Aug

Aug
Aug

Dec
Dec

Nov

Nov

May
May

Nov
Nov

Nov

Nov

Feb
Feb
Feb
Feb
Feb
Feb

25,

25,

17,
17,

01,
01,

30,
30,

26,
26,

26,

22,

22,
22,

26,
26,

22,

27,

09,
09,
09,
09,
09,
09,

2013

2013

1986
1986

1988
1988

1963
1963

2002
2002

2013

2013

2008
2008

2013
2013

2013

2013

2009
2009
2009
2009
2009
2009

Nov

Nov

Nov
Nov

Nov
Nov

Nov
Nov

Nov
Nov

Nov

Nov

Nov
Nov

Nov
Nov

Nov

Nov

Nov
Nov
Nov
Nov
Nov
Nov

NEWA

NEWA

CTEC
CTEC

DISC
DISC

CAHN
CAHN

DISC
DISC

NEWA

NEWA

CAHN
CAHN

NEWA
NEWA

NEWA

NEWA

DISC
DISC
DISC
DISC
DISC
DISC



>A>
>D>

>A>
>A>
>A>
>A>

>A>
>A>
>A>
>A>

>A>
>A>
>D>
>D>

>A>

AP
AP

AB
AB
AB
AB

AB
AB
AB
AB

AP
AP
AP
AP

AP

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

TOBRAMYCIN SULFATE

INJECTABLE; INJECTION
TOBRAMYCIN SULFATE
AGILA SPECLTS

PFIZER

TOPIRAMATE

TABLET; ORAL
TOPIRAMATE
HIKMA PHARMS

TRAZODONE HYDROCHILORIDE

TABLET; ORAL
TRAZODONE HYDROCHLORIDE
TORRENT PHARMS LTD

VECURONIUM BROMIDE

INJECTABLE; INJECTION
VECURONIUM BROMIDE
AGILA SPECLTS

PFIZER

ZIDOVUDINE

INJECTABLE; INJECTION
ZIDOVUDINE
LIAONING CHENGDA

EQ 40MG BASE/ML
EQ 40MG BASE/ML

25MG
50MG
100MG
200MG

50MG

100MG
150MG
300MG

10MG/VIAL
20MG/VIAL
10MG/VIAL
20MG/VIAL

10MG/ML
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A065407
A065407

A091185
A091185
A091185
A091185

A202180
A202180
A202180
A202180

A090243
A090243
A090243
A090243

A204538

001
001

001
002
003
004

001
002
003
004

001
002
001
002

001

Mar
Mar

Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov

May
May
May
May

Nov

11,
11,

25,
25,
25,
25,

27,
27,
27,
27,

11,
11,
11,
11,

26,

2008
2008

2013
2013
2013
2013

2013
2013
2013
2013

2010
2010
2010
2010

2013

Nov
Nov

Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov

Nov
Nov
Nov
Nov

Nov

CAHN
CAHN

NEWA
NEWA
NEWA
NEWA

NEWA
NEWA
NEWA
NEWA

CAHN
CAHN
CAHN
CAHN

NEWA



ADDITIONS/DELETIONS FOR OTC DRUG PRODUCT LIST

CURRENT MONTH ADDS/DELETES LIST NOTE:

The List is sorted by Ingredient(s) and, within each grouping, by the Dosage Form; Route and then by trade name.
The individual product record contains the Therapeutic Equivalence Code, Reference Listed Drug symbol, applicant
holder, strength(s), New Drug Application number, product number, and approval date. The last two columns
describe the action. The Action Month is the CS month the action occurred. The OB Action is the type of change

that has occurred.

New ingredient(s), new dosage form; route(s), new trade names, and new product additions are preceded by >A>
during the action month. The change month is the current CS month; the change code for new approvals is NEWA.

Changes to currently listed products will list two records. The deleted product record will be proceeded by >D>.
The product record change addition being made will be preceded by >A>.

The change code description:

NEWA New drug product approval usually in the supplement month.

CAHN Applicant holder firm name has changed.

CAIN Change. There has been a change in the Ingredient(s) name. All products will be deleted under the
old name and all products will be added under the changed ingredient (s) name.

CDFR Change. Dosage Form; Route of Administration.

CFTG Change. A first time generic for the innovator product. A TE Code is added.

CMFD Change. The product is moved from the Discontinued Section due to a change in marketing status.

CMS1 Change. Miscellaneous addition to list.

CMS2 Change. Miscellaneous deletion from list.

CPOT Change. Potency amount/unit.

CRLD Change. Reference Listed Drug.

CTEC Change. Therapeutic Equivalence Code.

CTNA Change. Trade Name.

DISC Discontinued. The Rx or OTC listed product is not being marketed and will be moved to the

discontinued section in the next edition.
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