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Prescription and Over-the-Counter Drug Product List

35TH EDITION
Cumulative Supplement Number 09 : September 2015

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

ACETYICYSTEINE
SOLUTION; INHALATION, ORAL

ACETYLCYSTEINE
ALVOGEN INC

INNOPHARMA LICENSING

ADAPALENE; BENZOYL PEROXIDE

GEL; TOPICAL

ADAPALENE AND BENZOYL PEROXIDE
ACTAVIS MID ATLANTIC

EPIDUO

+ GALDERMA LABS LP

ADENOSINE
INJECTABLE; INJECTION

ADENOSINE

@ EUROHLTH INTL SARL
@ HIKMA MAPLE

ALPRAZOLAM
TABLET, EXTENDED RELEASE;ORAL

ALPRAZOLAM

HERITAGE PHARMS INC

ZYDUS PHARMS USA INC

AMILODIPINE BESYLATE

TABLET; ORAL

AMLODIPINE BESYLATE
MATRIX LABS LTD

MYLAN PHARMS INC

AMILODIPINE BESYLATE;

10%
20%
10%
20%

3MG/ML
3MG/ML

0.5MG
1MG
2MG
3MG
0.5MG
1MG
2MG
3MG

EQ 2.5MG BASE
EQ 5MG BASE
EQ 10MG BASE
EQ 2.5MG BASE
EQ 5MG BASE
EQ 10MG BASE

HYDROCHLOROTHIAZIDE; VALSARTAN

TABLET; ORAL

AMLODIPINE BESYLATE, VALSARTAN AND HYDROCHLOROTHIAZIDE
TORRENT PHARMS LTD

ARTPIPRAZOLE

SOLUTION; ORAL
ARIPIPRAZOLE
APOTEX INC
TABLET; ORAL
ARIPIPRAZOLE

AUROBINDO PHARMA LTD

5MG; 12.5MG; 160MG
5MG; 12.5MG; 160MG

5MG; 25MG; 160MG
5MG; 25MG; 160MG

10MG;12.5MG; 160MG
10MG;12.5MG; 160MG
10MG; 25MG; 160MG
10MG; 25MG; 160MG
10MG; 25MG; 320MG
10MG; 25MG; 320MG

1MG/ML

2MG
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A204674
A 203853
A204674
A203853

A203790

N022320
N022320

A076501
A076501

A078489
A078489
A078489
A078489
A078489
A078489
A078489
A078489

A078224
A078224
A078224
A078224
A078224
A078224

A201593
A201593
A201593
A201593
A201593
A201593
A201593
A201593
A201593
A201593

A204094

A203908

001
001
001
001

001

001
001

001
001

001
002
003
004
001
002
003
004

001
002
003
001
002
003

001
001
002
002
003
003
004
004
005
005

001

001

Feb
Jun
Feb
Jun

Sep

Dec
Dec

Jun
Jun

Oct
Oct
Oct
Oct
Oct
Oct
Oct
Oct

Feb
Feb
Feb
Feb
Feb
Feb

Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun

Sep

Oct

11,
21,
11,
21,

30,

08,
08,

16,
16,

17,
17,
17,
17,
17,
17,
17,
17,

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

04,
03,
04,
03,
04,
03,
04,
03,
04,
03,

30,

08,

2014
2012
2014
2012

2015

2008
2008

2004
2004

2008
2008
2008
2008
2008
2008
2008
2008

2008
2008
2008
2008
2008
2008

2015
2015
2015
2015
2015
2015
2015
2015
2015
2015

2015

2015

Sep
Sep
Sep
Sep

Sep

Sep
Sep

Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

Sep

Sep

CAHN
CAHN
CAHN
CAHN

NEWA

CFTG
CFTG

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CMS1
CMS1
CMS1
CMS1
CMS1
CMS1
CMS1
CMS1
CMS1
CMS1

NEWA

NEWA
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>A>
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>A>
>A>
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>D>
>D>
>D>

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

>A>

>A>
>D>

>A>
>D>

AB
AB
AB
AB
AB

AB

AB

AT2

AB
AB
AB
AB

AP

AB
AB

AB
AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

ARTIPIPRAZOLE
TABLET; ORAL
ARIPIPRAZOLE
5MG
10MG
15MG
20MG
30MG
ASPIRIN
CAPSULE, EXTENDED RELEASE;ORAL
DURLAZA
+ NEW HAVEN PHARMS 162.5MG

BENZOYIL, PEROXIDE; CLINDAMYCIN PHOSPHATE

GEL; TOPICAL
CLINDAMYCIN PHOSPHATE AND BENZOYL PEROXIDE
PERRIGO ISRAEL %;EQ 1% BASE

BENZOYIL, PEROXIDE; ERYTHROMYCIN

GEL; TOPICAL
ERYTHROMYCIN AND BENZOYL PEROXIDE
LYNE 5%;3

oe

BROMFENAC SODIUM

SOLUTION/DROPS; OPHTHALMIC
BROMDAY

+ BAUSCH AND LOMB INC EQ 0.09% ACID
@ EQ 0.09% ACID

BUPRENORPHINE HYDROCHLORIDE; NATOXONE HYDROCHLORIDE

FILM; BUCCAL, SUBLINGUAL

SUBOXONE
INDIVIOR INC EQ 2MG BASE;EQ 0.5MG BASE
EQ 4MG BASE;EQ 1MG BASE
EQ 8MG BASE;EQ 2MG BASE
+ EQ 12MG BASE;EQ 3MG BASE
FILM; SUBLINGUAL
SUBOXONE
INDIVIOR INC EQ 2MG BASE;EQ 0.5MG BASE
EQ 4MG BASE;EQ 1MG BASE
EQ 8MG BASE;EQ 2MG BASE
+ EQ 12MG BASE;EQ 3MG BASE

BUSPIRONE HYDROCHLORIDE

TABLET; ORAL
BUSPIRONE HYDROCHLORIDE
EMCURE PHARMS USA 5MG
10MG
15MG
30MG

CAFFEINE CITRATE

SOLUTION; INTRAVENOUS
CAFFEINE CITRATE

AUROBINDO PHARMA LTD EQ 30MG BASE/3ML (EQ 10MG

BASE/ML)
CALCIUM ACETATE
CAPSULE; ORAL
CALCIUM ACETATE
HERITAGE PHARMS INC EQ 169MG CALCIUM
7ZYDUS PHARMS USA INC EQ 169MG CALCIUM
TABLET; ORAL
CALCIUM ACETATE
HERITAGE PHARMS INC EQ 169MG CALCIUM
7ZYDUS PHARMS USA INC EQ 169MG CALCIUM
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A203908
A203908
A203908
A203908
A203908

N200671

A202440

A065385

N021664
N021664

N022410
N022410
N022410
N022410

N022410
N022410
N022410
N022410

A204582
A204582
A204582
A204582

A205013

A202315
A202315

A202885
A202885

002
003
004
005
006

001

001

001

002
002

001
003
002
004

001
003
002
004

001
002
003
004

001

001
001

001
001

Oct
Oct
Oct
Oct
Oct

Sep

Sep

Sep

Oct
Oct

Aug
Aug
Aug
Aug

Aug
Aug
Aug
Aug

Sep
Sep
Sep
Sep

Sep

Jun
Jun

Jan
Jan

08,
08,
08,
08,
08,

04,

21,

18,

16,
16,

30,
10,
30,
10,

30,
10,
30,
10,

18,
18,
18,
18,

22,

29,
29,

22,
22,

2015
2015
2015
2015
2015

2015

2015

2015

2010
2010

2010
2012
2010
2012

2010
2012
2010
2012

2015
2015
2015
2015

2015

2015
2015

2015
2015

Sep
Sep
Sep
Sep
Sep

Sep

Sep

Sep

Sep
Sep

Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep

Sep

Sep
Sep

Sep
Sep

NEWA
NEWA
NEWA
NEWA
NEWA

NEWA

NEWA

NEWA

DISC
DISC

CDFR
CDFR
CDFR
CDFR

CDFR
CDFR
CDFR
CDFR

NEWA
NEWA
NEWA
NEWA

NEWA

CAHN
CAHN

CAHN
CAHN
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>A>

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

>A>

>D>

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

>A>
>A>

>D>
>A>

>A>
>A>

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

>A>
>A>

>A>

AT

AB
AB
AB
AB

AB
AB

AT

AB
AB

AP
AP
AP
AP
AP
AP

AB
AB

AA

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

CALCIUM CHIORIDE; POTASSIUM CHILORIDE;

SODIUM CHLORIDE;

SODIUM LACTATE

SOLUTION; IRRIGATION

LACTATED RINGER'S IN PLASTIC CONTAINER
20MG/100ML; 30MG/100ML; 600MG/100 N019933
ML; 310MG/100ML
20MG/100ML; 30MG/100ML; 600MG/100N019933
ML; 310MG/100ML

+ BAXTER HLTHCARE

CARTIPRAZINE HYDROCHLORIDE

CAPSULE; ORAL
VRAYLAR
FOREST RES INST INC

CEFAZOLIN SODIUM

SOLUTION; INTRAVENOUS

CEFAZOLIN IN PLASTIC CONTAINER

BAXTER HLTHCARE

CELERITY PHARMS

CELECOXIB

CAPSULE; ORAL
CELECOXIB
CIPLA LTD

CHOLINE FENOFIBRATE

CAPSULE, DELAYED RELEASE;ORAL

FENOFIBRIC ACID
ACTAVIS ELIZABETH

CICLOPIROX

SOLUTION; TOPICAL
CICLOPIROX
@ APOTEX INC

CLARITHROMYCIN

TABLET; ORAL
CLARITHROMYCIN
HEC PHARM USA INC

CLINDAMYCIN PHOSPHATE

INJECTABLE; INJECTION
CLINDAMYCIN PHOSPHATE
ALVOGEN INC

HOSPIRA

CILOZAPINE

TABLET; ORAL
CLOZAPINE
ACTAVIS LABS FL INC

CYPROHEPTADINE HYDROCHLORIDE

TABLET; ORAL

CYPROHEPTADINE HYDROCHLORIDE

MIRROR PHARMS LLC

EQ 1.5MG BASE N204370
EQ 3MG BASE N204370
EQ 4.5MG BASE N204370
EQ 6MG BASE N204370
EQ 2GM BASE/100ML (EQ 20MG N207131
BASE/ML)

EQ 2GM BASE/100ML (EQ 20MG N207131
BASE/ML)

50MG A207446
100MG A207446
200MG A207446
400MG A207446
EQ 45MG FENOFIBRIC ACID A200920
EQ 135MG FENOFIBRIC ACID A200920
8% A078172
8% A078172
250MG A203584
500MG A203584
EQ 150MG BASE/ML A 062800
EQ 150MG BASE/ML A062801
EQ 150MG BASE/ML A062943
EQ 150MG BASE/ML 2062800
EQ 150MG BASE/ML A062801
EQ 150MG BASE/ML A062943
25MG A203807
100MG A203807
4MG A205087
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001

001
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002
003
004
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001

001
002
003
004
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002
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001
002

001
001
001
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Aug

Sep
Sep
Sep
Sep

Aug

Aug

Sep
Sep
Sep
Sep
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Sep
Sep

Sep
Sep
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Jul
Sep
Jul
Jul
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Sep
Sep
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29,

17,
17,
17,
17,

07,

07,

23,
23,
23,
23,

07,
07,

18,
18,

28,
28,

24,
24,
29,
24,
24,
29,

17,
17,

23,

1989

1989

2015
2015
2015
2015

2015

2015

2015
2015
2015
2015

2015
2015

2007
2007

2015
2015

1987
1987
1988
1987
1987
1988

2015
2015

2015

Sep

Sep

Sep
Sep
Sep
Sep

Sep

Sep

Sep
Sep
Sep
Sep

Sep
Sep

Sep
Sep

Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep

Sep

DISC

DISC

NEWA
NEWA
NEWA
NEWA

CAHN

CAHN

NEWA
NEWA
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NEWA

NEWA
NEWA

CMFD
CMFD

NEWA
NEWA

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

NEWA
NEWA

NEWA
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>D>
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>A>
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>D>
>D>
>A>
>A>

AP

AP

AB
AB
AB

AB

AB

AB

AB

AB
AB
AB
AB
AB
AB
AB
AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

DASATINIB

TABLET; ORAL
SPRYCEL
BRISTOL MYERS SQUIBB

DEFERTPRONE

SOLUTION; ORAL
FERRIPROX
+ APOPHARMA INC

DESTIPRAMINE HYDROCHIORIDE

TABLET; ORAL

100MG
100MG
140MG
140MG

100MG/ML

DESIPRAMINE HYDROCHLORIDE

ANI PHARMS INC

25M
50M
75M

G
G
G

150MG

DEXAMETHASONE SODIUM PHOSPHATE

INJECTABLE; INJECTION

DEXAMETHASONE SODIUM PHOSPHATE

BD RX

EQ 4MG PHOSPHATE/ML

DEXMEDETOMIDINE HYDROCHLORIDE

INJECTABLE; INJECTION

DEXMEDETOMIDINE HYDROCHLORIDE

FRESENIUS KABI USA

EQ 200MCG BASE/2ML

BAS

DEXMETHYLPHENIDATE HYDROCHLORIDE

TABLET; ORAL

DEXMETHYLPHENIDATE HYDROCHLORIDE

SUN PHARM INDS LTD

E/ML)

2.5MG

5MG
10M

EPINEPHRINE; LIDOCAINE HYDROCHILORIDE

INJECTABLE; INJECTION

G

LIDOCAINE HYDROCHLORIDE AND EPINEPHRINE

@ EUROHLTH INTL SARL
e

@ HIKMA MAPLE

e

ERLOTINIB HYDROCHILORIDE

TABLET; ORAL
ERLOTINIB HYDROCHLORIDE
MYLAN PHARMS INC

@
TARCEVA
OSI PHARMS

ESOMEPRAZOLE MAGNESTIUM

0.0
0.0
0.0
0.0

EQ
EQ
EQ
EQ
EQ
EQ

EQ
EQ

CAPSULE, DELAYED REL PELLETS;ORAL

ESOMEPRAZOLE MAGNESIUM
DR REDDYS LABS LTD

HETERO LABS LTD III

MYLAN LABS LTD

MYLAN PHARMS INC

EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ
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1MG/ML; 1%
1MG/ML; 2%
1MG/ML; 1%
1MG/ML; 2%

25MG BASE
25MG BASE
100MG BASE
100MG BASE
150MG BASE
150MG BASE

25MG BASE
25MG BASE

20MG BASE
40MG BASE
20MG BASE
40MG BASE
20MG BASE
40MG BASE
20MG BASE
40MG BASE

1

N021986
N021986
N021986
N021986

N208030

A071803
A071803
A071803
A071803

A203129

A201072

A201231
A201231
A201231

A080406
A080406
A080406
A080406

A091002
A091002
A091002
A091002
A091002
A091002

N021743
N021743

A078279
A078279
A202784
A202784
A078936
A078936
A078936
A078936

004
004
006
006

001

002
003
004
005

001

001

001
002
003

001
002
001
002

001
001
002
002
003
003

001
001

001
002
001
002
001
002
001
002

May
May
Oct
Oct

Sep

Dec
Dec
Dec
May

Sep

Sep

Sep
Sep
Sep

Mar
Mar
Mar
Mar

Jun
Jun
Jun
Jun
Jun
Jun

Nov
Nov

Sep
Sep
Sep
Sep
Aug
Aug
Aug
Aug

30,
30,
28,
28,

09,

08,
08,
08,
29,

30,

18,

24,
24,
24,

13,
13,
13,
13,

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

18,
18,

25,
25,
21,
21,
02,
03,
02,
03,

2008
2008
2010
2010

2015

1987
1987
1987
1997

2015

2015

2015
2015
2015

1972
1972
1972
1972

2014
2014
2014
2014
2014
2014

2004
2004

2015
2015
2015
2015
2015
2015
2015
2015

Sep
Sep
Sep
Sep

Sep

Sep
Sep
Sep
Sep

Sep

Sep

Sep
Sep
Sep

Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

CRLD
CRLD
CRLD
CRLD

NEWA

CMS1
CMS1
CMS1
CMS1

NEWA

NEWA

NEWA
NEWA
NEWA

CAHN
CAHN
CAHN
CAHN

DISC
DISC
DISC
DISC
DISC
DISC

CTEC
CTEC

NEWA
NEWA
NEWA
NEWA
CAHN
CAHN
CAHN
CAHN



>A>

>A>
>D>

>D>
>A>

>A>
>D>

>A>
>A>
>A>

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

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

AP

AB
AB

BX
AB2
BX
AB2
BX
AB2

AB
AB1
AB
AB1
AB
AB1
AB
AB1
AB2
AB
AB1
AB2
AB
AB1
AB2
AB
AB1
AB
AB1
AB
AB1
AB
AB1
AB
AB1
AB
AB1

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

ESOMEPRAZOLE SODIUM

INJECTABLE; INTRAVENOUS
ESOMEPRAZOLE SODIUM
ACCORD HLTHCARE

ETHOSUXIMIDE

CAPSULE; ORAL
ETHOSUXIMIDE
HERITAGE PHARMS INC
z2YDUS PHARMS USA INC

ETODOLAC

TABLET; ORAL
ETODOLAC
@ AAIPHARMA LLC
@ LEHIGH VALLEY

FAMOTIDINE

INJECTABLE; INJECTION
FAMOTIDINE
@ EUROHLTH INTL SARL
@ HIKMA MAPLE

FLUOROURACIL

CREAM; TOPICAL
TOLAK
+ HILL DERMACEUTICALS

GLYBURIDE

TABLET; ORAL
DIABETA
SANOFI AVENTIS US

GLYBURIDE
AUROBINDO PHARMA

COREPHARMA

HERITAGE PHARMS INC

TEVA

EQ 40MG BASE/VIAL

250MG
250MG

400MG
400MG

10MG/ML
10MG/ML

i
o°

1.25MG
1.25MG
2.5MG
2.5MG
5MG
5MG

1.25MG
1.25MG
2.5MG
2.5MG
5MG
5MG
. 25MG
. 25MG
. 25MG
. 5MG
. 5MG
. 5MG
5MG
5MG
5MG
1.25MG
1.25MG
. 5MG
2.5MG
5MG
5MG
1.25MG
1.25MG
2.5MG
2.5MG
5MG
5MG

N NN BPR P

N
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A205379

A200892
A200892

A074927
A074927

A075799
A075799

N022259

N017532
NO017532
N017532
N017532
N017532
N017532

AQ077537
A077537
A077537
A077537
A077537
AQ077537
A076257
A076257
A206079
A076257
A076257
A206079
A076257
A076257
A206079
A 090937
A090937
A 090937
A090937
A090937
A090937
A074388
A074388
A074388
A074388
A074388
A074388

001

001
001

001
001

001
001

001

001
001
002
002
003
003

001
001
002
002
003
003
001
001
001
002
002
002
003
003
003
001
001
002
002
003
003
001
001
002
002
003
003

Sep

Sep
Sep

Oct
Oct

Apr
Apr

Sep

May
May
May
May
May
May

Oct
Oct
Oct
Oct
Oct
Oct
Jun
Jun
Sep
Jun
Jun
Sep
Jun
Jun
Sep
Feb
Feb
Feb
Feb
Feb
Feb
Aug
Aug
Aug
Aug
Aug
Aug

25,

25,
25,

30,
30,

30,
30,

18,

01,
01,
01,
01,
01,
01,

18,
18,
18,
18,
18,
18,
27,
27,
30,
27,
27,
30,
27,
27,
30,
28,
28,
28,
28,
28,
28,
29,
29,
29,
29,
29,
29,

2015

2012
2012

1997
1997

2002
2002

2015

1984
1984
1984
1984
1984
1984

2007
2007
2007
2007
2007
2007
2002
2002
2015
2002
2002
2015
2002
2002
2015
2011
2011
2011
2011
2011
2011
1995
1995
1995
1995
1995
1995

Sep

Sep
Sep

Sep
Sep

Sep
Sep

Sep

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

NEWA

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

NEWA

CEFTG
CFTG
CFTG
CFTG
CFTG
CFTG

CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
NEWA
CTEC
CTEC
NEWA
CTEC
CTEC
NEWA
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC



>D>
>A>

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

>A>

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

>A>
>A>

>A>
>D>

>A>
>A>
>A>

>D>
>A>

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

AB

AP
AP

AA
AA

AA

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

GUATFENESIN; HYDROCODONE BITARTRATE

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

SOLUTION; ORAL
FLOWTUSS

MIKART INC
MISSION PHARMACAL CO

HYDRALAZINE HYDROCHLORIDE

TABLET; ORAL
HYDRALAZINE HYDROCHLORIDE

@
@

@ @ @ @ @ @

HERITAGE PHARMS INC

Z2YDUS PHARMS USA

INDOMETHACIN

CAPSULE, EXTENDED RELEASE;ORAL
INDOMETHACIN

JUBILANT GENERICS

INSULIN DEGLUDEC

SOLUTION; SUBCUTANEOUS
RYZODEG 70/30

+

NOVO NORDISK INC

TRESIBA

NOVO NORDISK INC

KETOROLAC TROMETHAMINE

INJECTABLE; INJECTION
KETOROLAC TROMETHAMINE

BD RX

LIDOCAINE

OINTMENT; TOPICAL
LIDOCAINE

@
@

BELMORA LLC
GRAHAM CHEM

MEMANTINE HYDROCHLORIDE

SOLUTION; ORAL
MEMANTINE HYDROCHLORIDE

MACLEODS PHARMS LTD
SILARX PHARMS INC

NAMENDA

+
+

FOREST LABS LLC

TABLET; ORAL
MEMANTINE HYDROCHLORIDE

ALEMBIC PHARMS LTD

AUROBINDO PHARMA LTD

JUBILANT GENERICS

MACLEODS PHARMS LTD

TORRENT PHARMS LTD

UNICHEM LABS LTD

200MG/5ML; 2. 5MG/5ML
200MG/5ML; 2 . 5MG/5ML

10MG
25MG
50MG
100MG
10MG
25MG
50MG
100MG

75MG

300 UNITS/3ML (100 UNITS/ML)

300 UNITS/3ML (100 UNITS/ML)
600 UNITS/3ML (200 UNITS/ML)

15MG/ML
30MG/ML

(SN E)]

oo oo

2MG/ML
2MG/ML

2MG/ML
2MG/ML

5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG
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N022424
N022424

A 040858
A 040858
A 040858
A040858
A040858
A 040858
A 040858
A 040858

A202706

N203313

N203314
N203314

A203242
A203242

A080210
A080210

A202790
A204033

N021627
N021627

A200891
A200891
A203175
A203175
A091585
A091585
A202840
A202840
A200155
A200155
A200022
A200022

001
001

001
002
003
004
001
002
003
004

001

001

001
002

001
002

001
001

001
001

001
001

001
002
001
002
001
002
001
002
001
002
001
002

May
May

Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb

Oct

Sep

Sep
Sep

Oct
Oct

Jun
Jun

Oct
Oct

Apr
Apr

Oct
Oct
Oct
Oct
Oct
Oct
Oct
Oct
Oct
Oct
Oct
Oct

14,
14,

26,
26,
26,
26,
26,
26,
26,
26,

05,

25,

25,
25,

07,
07,

30,
30,

13,
13,

18,
18,

13,
13,
13,
13,
13,
13,
13,
13,
13,
13,
13,
13,

2015
2015

2010
2010
2010
2010
2010
2010
2010
2010

2015

2015

2015
2015

2015
2015

1971
1971

2015
2015

2005
2005

2015
2015
2015
2015
2015
2015
2015
2015
2015
2015
2015
2015

Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

Sep

Sep

Sep
Sep

Sep
Sep

Sep
Sep

Sep
Sep

Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

NEWA

NEWA

NEWA
NEWA

NEWA
NEWA

CAHN
CAHN

NEWA
NEWA

CEFTG
CEFTG

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



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

>A>
>A>
>A>

>A>

>D>
>A>

>A>
>A>

>A>
>D>

>D>
>A>

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

>A>

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

>D>

AB2
AB2
AB2
AB2
AB2
AB2

AB
AB
AB

AB

AB

AB
AB

AB
AB

AB
AB
AB
AB

AB

AB2

AB2

AB2

AB2

AB2

AB2

AB2

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

METHYLPHENIDATE HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE;ORAL
METHYLPHENIDATE HYDROCHLORIDE

MALLINCKRODT INC

TABLET; ORAL

10MG
20MG
30MG
40MG
50MG
60MG

METHYLPHENIDATE HYDROCHLORIDE

ASCENT PHARMS INC

METHYIL.TESTOSTERONE

CAPSULE; ORAL
METHYLTESTOSTERONE
IMPAX LABS INC

TESTRED
+ VALEANT PHARM INTL

METRONIDAZOLE

TABLET; ORAL
METRONIDAZOLE
APPCO PHARMA LLC

MILRINONE TLACTATE

INJECTABLE; INJECTION
MILRINONE LACTATE
@ EUROHLTH INTL SARL
@ HIKMA MAPLE

MINOCYCLINE HYDROCHLORIDE

5MG
10MG
20MG

10MG

10MG
10MG

250MG
500MG

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

TABLET, EXTENDED RELEASE;ORAL
MINOCYCLINE HYDROCHLORIDE

SANDOZ

SOLODYN
+ MEDICIS

MONTELUKAST SODIUM

TABLET; ORAL
MONTELUKAST SODIUM
UNICHEM LABS LTD

MORPHINE SULFATE

EQ 135MG BASE
EQ 135MG BASE

EQ 55MG BASE
EQ 55MG BASE
EQ 80MG BASE
EQ 80MG BASE
EQ 115MG BASE
EQ 115MG BASE

EQ 10MG BASE

CAPSULE, EXTENDED RELEASE;ORAL

AVINZA
KING PHARMS LLC

@
MORPHINE SULFATE
ACTAVIS ELIZABETH

30MG
30MG
45MG
45MG
60MG
60MG
75MG
75MG
90MG
90MG
120MG
120MG

30MG
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A203583
A203583
A203583
A203583
A203583
A203583

A207416
A207416
A207416

A204851

A083976
A083976

A205245
A 205245

A075852
A075852

A090422
A090422

N050808
N050808
N050808
N050808
N050808
N050808

A204290

N021260
N021260
N021260
N021260
N021260
N021260
N021260
N021260
N021260
N021260
N021260
N021260

A079040

001
002
003
004
005
006

001
002
003

001

001
001

001
002

001
001

003
003

008
008
007
007
005
005

001

001
001
005
005
002
002
006
006
003
003
004
004

001

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep

Sep

Dec
Dec

Sep
Sep

May
May

Aug
Aug

Aug
Aug
Aug
Aug
Jul
Jul

Oct

Mar
Mar
Dec
Dec
Mar
Mar
Dec
Dec
Mar
Mar
Mar
Mar

Jan

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

22,
22,
22,

21,

03,
03,

23,
23,

28,
28,

13,
13,

27,
27,
27,
27,
23,
23,

08,

20,
20,
18,
18,
20,
20,
18,
18,
20,
20,
20,
20,

16,

2015
2015
2015
2015
2015
2015

2015
2015
2015

2015

1973
1973

2015
2015

2002
2002

2009
2009

2010
2010
2010
2010
2009
2009

2015

2002
2002
2008
2008
2002
2002
2008
2008
2002
2002
2002
2002

2013

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep

Sep

Sep
Sep

Sep
Sep

Sep
Sep

Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep

Sep

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

Sep

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

NEWA
NEWA
NEWA

NEWA

CTEC
CTEC

NEWA
NEWA

CAHN
CAHN

CRLD
CRLD

CRLD
CRLD
CRLD
CRLD
CRLD
CRLD

NEWA

DISC
DISC
DISC
DISC
DISC
DISC
DISC
DISC
DISC
DISC
DISC
DISC

CTEC



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

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

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

>D>

>A>

>D>

>A>

>A>
>A>

>A>

>A>

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

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

AB2

AB2

AB2

AB2

AB2

AB
AB
AB
AB

AB
AB
AB
AB

AP

AP

AP

AP

AP

AB

AB

AB
AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

MORPHINE SULFATE

CAPSULE, EXTENDED RELEASE;ORAL

MORPHINE SULFATE

OXYCODONE HYDROCHILORIDE

TABLET; ORAL
OXYCODONE HYDROCHLORIDE
EPIC PHARMA LLC

PALTIPERIDONE
EXTENDED RELEASE;ORAL

TABLET,
PALIPERIDONE
MYLAN PHARMS INC

PATLONOSETRON HYDROCHLORIDE

INJECTABLE; INTRAVENOUS
ALOXI
+ HELSINN HLTHCARE

PALONOSETRON HYDROCHLORIDE
SANDOZ INC

TEVA PHARMS USA

PHENYTLEPHRINE HYDROCHILORIDE

SOLUTION/DROPS; OPHTHALMIC

PHENYLEPHRINE HYDROCHLORIDE

AKORN INC

PARAGON BIOTECK

PIMOZIDE

TABLET; ORAL
ORAP
TEVA

PIMOZIDE
PAR PHARM

30MG
45MG
45MG
60MG
60MG
75MG
75MG
90MG
90MG
120MG
120MG

5MG

10MG
15MG
30MG

1.5MG
3MG
6MG
9IMG

EQ 0.075MG BASE/1.5ML (EQ
0.05MG BASE/ML)

EQ 0.075MG BASE/1.5ML (EQ
0.05MG BASE/ML)

EQ 0.25MG BASE/5ML (EQ 0.05MG
BASE/ML)

EQ 0.25MG BASE/5ML (EQ 0.05MG
BASE/ML)

EQ 0.25MG BASE/5ML (EQ 0.05MG
BASE/ML)

EQ 0.075MG BASE/1.5ML (EQ
0.05MG BASE/ML)

EQ 0.25MG BASE/5ML (EQ 0.05MG
BASE/ML)

2.5%

2.5%

10%

10%

2.5%

2.5%

1MG

1MG

2MG

2MG

1MG

2MG
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A079040
A079040
A079040
A079040
A079040
A079040
A079040
A079040
A079040
A079040
A079040

A202662
A202662
A202662
A202662

A203802
A203802
A203802
A203802

N021372

N021372

N021372

N021372

A202521

A090713

AQ090713

N207926
N207926
N207926
N207926
N203510
N203510

N017473
NO017473
NO017473
N017473

A204521
A204521

001
002
002
003
003
004
004
005
005
006
006

001
002
003
004

001
002
003
004

002

002

001

001

001

002

001

001
001
002
002
001
001

003
003
001
001

001
002

Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan

Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep

Feb

Feb

Jul

Jul

Oct

Oct

Oct

Jan
Jan
Jan
Jan
Mar
Mar

Aug
Aug
Jul
Jul

Sep
Sep

16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,

22,
22,
22,
22,

24,
24,
24,
24,

29,

29,

25,

25,

13,

13,

13,

15,
15,
15,
15,
21,
21,

27,
27,
31,
31,

28,
28,

2013
2013
2013
2013
2013
2013
2013
2013
2013
2013
2013

2015
2015
2015
2015

2015
2015
2015
2015

2008

2008

2003

2003

2015

2015

2015

2015
2015
2015
2015
2013
2013

1997
1997
1984
1984

2015
2015

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep

Sep
Sep

CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC

NEWA
NEWA
NEWA
NEWA

NEWA
NEWA
NEWA
NEWA

CEFTG

CEFTG

CFTG

CEFTG

NEWA

NEWA

NEWA

CRLD
CRLD
CRLD
CRLD
CRLD
CRLD

CEFTG
CFTG
CEFTG
CFTG

NEWA
NEWA



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

>A>

>D>
>D>
>A>

>D>
>A>

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

>D>
>A>

>D>
>A>

>D>
>A>

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

>A>

>A>

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

AP

AP

AP

AB

AB

AB

AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

ROLAPITANT HYDROCHILORIDE

TABLET; ORAL
VARUBI
+ TESARO INC

SODIUM FLUORIDE F-18

INJECTABLE; INTRAVENOUS
SODIUM FLUORIDE F-18
PETNAT SOLUTIONS IN

SODIUM LACTATE

INJECTABLE; INJECTION
SODIUM LACTATE 0.167 MOLAR IN PLASTIC CONTAINER

BAXTER HLTHCAR
@

E

EQ 90MG BASE

10-200mCi/ML

1.87GM/100ML
1.87GM/100ML

SODIUM LACTATE 1/6 MOLAR IN PLASTIC CONTAINER

B BRAUN

SUMATRIPTAN SUCCINATE

TABLET; ORAL

SUMATRIPTAN SUCCINATE

SANDOZ

TEDIZOLID PHOSPHATE

POWDER; IV (INFUSION)

SIVEXTRO
+ CUBIST PHARMS
+ CUBIST PHARMS
TABLET; ORAL
SIVEXTRO
+ CUBIST PHARMS
+ CUBIST PHARMS

TERCONAZOLE

INC
LLC

INC
LLC

SUPPOSITORY; VAGINAL

TERCONAZOLE
@ TARO

1.87GM/100ML
1.87GM/100ML

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

200MG/VIAL

200MG/VIAL

200MG

200MG

80MG
80MG

TETRACYCLINE HYDROCHILORIDE

CAPSULE; ORAL

TETRACYCLINE HYDROCHLORIDE

@ CHARTWELL CIEN
e

@ LABS ATRAL

e

TICAGRELOR

TABLET; ORAL
BRILINTA
ASTRAZENECA LP

TIOTROPIUM BROMIDE

CA

250MG
500MG
250MG
500MG

60MG

SPRAY, METERED; INHALATION

SPIRIVA RESPIMAT

BOEHRINGER INGELHEIM

TIPTRACTIL HYDROCHILIORIDE;

EQ 0.00125MG BASE/INH

TRIFLURIDINE

TABLET; ORAL
LONSURF
TAIHO ONCOLOGY

EQ 6.14MG BASE; 15MG
EQ 8.19MG BASE; 20MG
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N206500

A203890

N016692
N016692

N020004
N020004

A076976
A076976
A076976
A076976
A076976
A076976

N205436

N205436

N205435

N205435

AQ077553
A077553

A062752
A062752
A062752
A062752

N022433

N021936

N207981
N207981

001

001

001
001

001
001

001
001
002
002
003
003

001

001

001

001

001
001

001
002
001
002

002

002

001
002

Sep

Sep

Mar
Mar

Apr
Apr

Aug
Aug
Aug
Aug
Aug
Aug

Jun

Jun

Jun

Jun

Mar
Mar

Aug
Aug
Aug
Aug

Sep

Sep

Sep
Sep

01,

28,

22,
22,

21,
21,

10,
10,
10,
10,
10,
10,

20,

20,

20,

20,

09,
09,

12,
12,
12,
12,

03,

15,

22,
22,

2015

2015

1971
1971

1992
1992

2009
2009
2009
2009
2009
2009

2014

2014

2014

2014

2007
2007

1988
1988
1988
1988

2015

2015

2015
2015

Sep

Sep

Sep
Sep

Sep
Sep

Sep
Sep
Sep
Sep
Sep
Sep

Sep

Sep

Sep

Sep

Sep
Sep

Sep
Sep
Sep
Sep

Sep

Sep

Sep
Sep

NEWA

NEWA

DISC
DISC

CTEC
CTEC

DISC
DISC
DISC
DISC
DISC
DISC

CAHN

CAHN

CAHN

CAHN

CMFD
CMFD

CAHN
CAHN
CAHN
CAHN

NEWA

NEWA

NEWA
NEWA



>A>

>A>

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

>A>
>D>

>A>
>A>

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

>A>
>D>

AB

AB

AP
AP

AB
AB

AB
AB
AB
AB

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST

TRAMADOL HYDROCHILORIDE

TABLET; ORAL
TRAMADOL HYDROCHLORIDE
MACLEODS PHARMS LTD 50MG

TRANEXAMIC ACID

TABLET; ORAL
TRANEXAMIC ACID
MYLAN 650MG

URIDINE TRIACETATE

GRANULE; ORAL
XURIDEN
+ WELLSTAT THERAP 2GM/PACKET

VINORELBINE TARTRATE

INJECTABLE; INJECTION
VINORELBINE TARTRATE
EUROHLTH INTL SARL
HIKMA MAPLE

EQ 10MG BASE/ML
EQ 10MG BASE/ML

ZOLMITRIPTAN
TABLET, ORALLY DISINTEGRATING;ORAL
ZOLMITRIPTAN
JUBILANT GENERICS 2.5MG
5MG
TABLET; ORAL
ZOLMITRIPTAN
ALEMBIC PHARMS LTD 2.5MG
5MG
MACLEODS PHARMS LTD 2.5MG
5MG
ZOLPIDEM TARTRATE
SPRAY, METERED;ORAL
ZOLPIMIST
+ AMHERST PHARMS LLC 5MG/SPRAY
+ NOVADEL 5MG/SPRAY
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A 205702

A205133

N208169

A075992
A075992

A202956
A202956

A204232
A204232
A203772
A203772

N022196
N022196

001

001

001

001
001

001
002

001
002
001
002

001
001

Sep

Sep

Sep

Jun
Jun

Sep
Sep

Sep
Sep
Sep
Sep

Dec
Dec

25,

21,

04,

10,
10,

17,
17,

30,
30,
30,
30,

19,
19,

2015

2015

2015

2003
2003

2015
2015

2015
2015
2015
2015

2008
2008

Sep

Sep

Sep

Sep
Sep

Sep
Sep

Sep
Sep
Sep
Sep

Sep
Sep

NEWA

NEWA

NEWA

CAHN
CAHN

NEWA
NEWA

NEWA
NEWA
NEWA
NEWA

CAHN
CAHN



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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