
Prescription and Over-the-Counter Drug Product List 
45TH EDITION 

Cumulative Supplement Number 09 : September 2025 

ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

ABIRATERONE ACETATE 
TABLET;ORAL 
ABIRATERONE ACETATE 

>D> 
>A> 

AB 
AB 

FLORIDA 
REGCON HOLDINGS 

500MG 
500MG 

A 215086 
A 215086 

001 
001 

Mar 23, 2023 
Mar 23, 2023 

Sep

Sep 
CAHN 
CAHN 

ACAMPROSATE CALCIUM 
TABLET, DELAYED RELEASE;ORAL 
ACAMPROSATE CALCIUM 

>A> AB BIONPHARMA 333MG A 219904 001 Sep 18, 2025 Sep NEWA 

ACETAMINOPHEN; BUTALBITAL 
TABLET;ORAL 
ALLZITAL 

>D> 
>A> 

AA 
AA 

! LARKEN LABS INC 
! PHARMOBEDIENT 

BUTALBITAL AND ACETAMINOPHEN 

325MG;25MG 
325MG;25MG 

A 203484 
A 203484 

001 
001 

Dec 04, 2015 
Dec 04, 2015 

Sep

Sep 
CAHN 
CAHN 

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

AA 
AA 
AA 
AA 

ANDA REPOSITORY 
LARKEN LABS INC 
MIKART 
PHARMOBEDIENT 

BUTAPAP 

300MG;50MG 
325MG;50MG 
300MG;50MG 
325MG;50MG 

A 207386 
A 203484 
A 207386 
A 203484 

001 
002 
001 
002 

Nov 15, 2016 
Dec 04, 2015 
Nov 15, 2016 
Dec 04, 2015 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

>A> 
>D> 

AA 
AA 

! 
! 

ANDA REPOSITORY 
MIKART 

325MG;50MG 
325MG;50MG 

A 089987 
A 089987 

001 
001 

Oct 26, 1992 
Oct 26, 1992 

Sep

Sep 
CAHN 
CAHN 

>A> 
>D> 

AA 
AA 

ACETAMINOPHEN; BUTALBITAL; CAFFEINE 
TABLET;ORAL 
BUTALBITAL, ACETAMINOPHEN AND CAFFEINE 

ANDA REPOSITORY 325MG;50MG;40MG 
MIKART 325MG;50MG;40MG 

A 089175 
A 089175 

001 
001 

Jan 21, 1987 
Jan 21, 1987 

Sep

Sep 
CAHN 
CAHN 

>D> 
>A> 

ACETAMINOPHEN; CAFFEINE; DIHYDROCODEINE BITARTRATE 
TABLET;ORAL 
ACETAMINOPHEN, CAFFEINE AND DIHYDROCODEINE BITARTRATE 

@ LARKEN LABS INC 325MG;30MG;16MG 
@ PHARMOBEDIENT 325MG;30MG;16MG 

A 204209 
A 204209 

001 
001 

Sep 30, 2016

Sep 30, 2016 
Sep

Sep 
CAHN 
CAHN 

ACETAMINOPHEN; CODEINE PHOSPHATE 
TABLET;ORAL 
ACETAMINOPHEN AND CODEINE PHOSPHATE 

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

AA 
AA 
AA 
AA 
AA 
AA 

HIBROW HLTHCARE 

WES PHARMA INC 

300MG;15MG 
300MG;30MG 
300MG;60MG 
300MG;15MG 
300MG;30MG 
300MG;60MG 

A 211610 
A 211610 
A 211610 
A 211610 
A 211610 
A 211610 

001 
002 
003 
001 
002 
003 

Jun 27, 2019 
Jun 27, 2019 
Jun 27, 2019 
Jun 27, 2019 
Jun 27, 2019 
Jun 27, 2019 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

ACETAMINOPHEN; HYDROCODONE BITARTRATE 
TABLET;ORAL 
HYDROCODONE BITARTRATE AND ACETAMINOPHEN 

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

AA 
AA 
AA 
AA 
AA 
AA 

HIBROW HLTHCARE 

WES PHARMA INC 

300MG;5MG 
300MG;7.5MG 
300MG;10MG 
300MG;5MG 
300MG;7.5MG 
300MG;10MG 

A 207509 
A 207509 
A 207509 
A 207509 
A 207509 
A 207509 

001 
002 
003 
001 
002 
003 

Oct 29, 2018 
Oct 29, 2018 
Oct 29, 2018 
Oct 29, 2018 
Oct 29, 2018 
Oct 29, 2018 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE 
SOLUTION;ORAL 
OXYCODONE AND ACETAMINOPHEN 

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

AA 

AA 

! ABHAI LLC 
! 

SANKALP LIFECARE 
@ 

325MG/5ML;5MG/5ML

325MG/5ML;5MG/5ML

325MG/5ML;5MG/5ML

325MG/5ML;5MG/5ML 

A 211499 
A 211499 
A 201448 
A 201448 

001 
001 
001 
001 

Dec 31, 2018 
Dec 31, 2018 
Aug 26, 2021

Aug 26, 2021 

Sep

Sep

Sep

Sep 

CTEC 
CTEC 
DISC 
DISC 
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ACYCLOVIR 
CAPSULE;ORAL 
ACYCLOVIR 

>D> 
>A> 

AB 
AB 

ADAPTIS 
REGCON HOLDINGS 

200MG 
200MG 

A 075090 
A 075090 

001 
001 

Jan 26, 1999 
Jan 26, 1999 

Sep

Sep 
CAHN 
CAHN 

AMANTADINE HYDROCHLORIDE 
SYRUP;ORAL 
AMANTADINE HYDROCHLORIDE 

>A> 
>A> 
>D> 

@ ADAPTIS 
@ AEONIUM PHARMA PVT 
@ BAJAJ 

50MG/5ML

50MG/5ML

50MG/5ML 

A 075819 
A 075819 
A 075819 

001 
001 
001 

Sep 11, 2002

Sep 11, 2002

Sep 11, 2002 

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 

AMINOCAPROIC ACID 

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

AA 
AA 
AA 
AA 

SOLUTION;ORAL 
AMINOCAPROIC ACID 

APOZEAL PHARMS 
FLORIDA 
REGCON HOLDINGS 
SCIEGEN PHARMS INC 

TABLET;ORAL 
AMINOCAPROIC ACID 

0.25GM/ML

0.25GM/ML

0.25GM/ML

0.25GM/ML 

A 213216 
A 215510 
A 215510 
A 213216 

001 
001 
001 
001 

May 19, 2025

Mar 23, 2022 
Mar 23, 2022 
May 19, 2025 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

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

AB 
AB 
AB 
AB 

APPCO 

SOMERSET THERAPS LLC 

500MG 
1GM 
500MG 
1GM 

A 213944 
A 213944 
A 213944 
A 213944 

001 
002 
001 
002 

Sep 14, 2022

Sep 14, 2022

Sep 14, 2022

Sep 14, 2022 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

AMINOSALICYLIC ACID 

>A> 
>D> 

GRANULE, DELAYED RELEASE;ORAL 
PASER 

! ADAPTIS 
! EUROCEPT PHARMS 

4GM/PACKET

4GM/PACKET 
A 074346 
A 074346 

001 
001 

Jun 30, 1994 
Jun 30, 1994 

Sep

Sep 
CAHN 
CAHN 

>D> 
>A> 

AMITRIPTYLINE HYDROCHLORIDE; CHLORDIAZEPOXIDE 
TABLET;ORAL 
CHLORDIAZEPOXIDE AND AMITRIPTYLINE HYDROCHLORIDE 

@ ANDA REPOSITORY EQ 12.5MG BASE;5MG 
@ TP ANDA HOLDINGS EQ 12.5MG BASE;5MG 

A 070765 
A 070765 

001 
001 

Dec 10, 1986 
Dec 10, 1986 

Sep

Sep 
CAHN 
CAHN 

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

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

AMLODIPINE BESYLATE; ATORVASTATIN CALCIUM 
TABLET;ORAL 
AMLODIPINE BESYLATE AND ATORVASTATIN CALCIUM 

APDM PHARMS EQ 2.5MG BASE;EQ 10MG BASE A 207762 
EQ 2.5MG BASE;EQ 20MG BASE A 207762 
EQ 2.5MG BASE;EQ 40MG BASE A 207762 
EQ 5MG BASE;EQ 10MG BASE A 207762 
EQ 5MG BASE;EQ 20MG BASE A 207762 
EQ 5MG BASE;EQ 40MG BASE A 207762 
EQ 5MG BASE;EQ 80MG BASE A 207762 
EQ 10MG BASE;EQ 10MG BASE A 207762 
EQ 10MG BASE;EQ 20MG BASE A 207762 
EQ 10MG BASE;EQ 40MG BASE A 207762 
EQ 10MG BASE;EQ 80MG BASE A 207762 

NEOCUBES PHARMA EQ 2.5MG BASE;EQ 10MG BASE A 207762 
EQ 2.5MG BASE;EQ 20MG BASE A 207762 
EQ 2.5MG BASE;EQ 40MG BASE A 207762 
EQ 5MG BASE;EQ 10MG BASE A 207762 
EQ 5MG BASE;EQ 20MG BASE A 207762 
EQ 5MG BASE;EQ 40MG BASE A 207762 
EQ 5MG BASE;EQ 80MG BASE A 207762 
EQ 10MG BASE;EQ 10MG BASE A 207762 
EQ 10MG BASE;EQ 20MG BASE A 207762 
EQ 10MG BASE;EQ 40MG BASE A 207762 
EQ 10MG BASE;EQ 80MG BASE A 207762 

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

Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 
Jan 11, 2019 

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 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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AMLODIPINE BESYLATE; HYDROCHLOROTHIAZIDE; OLMESARTAN MEDOXOMIL 
TABLET;ORAL 
OLMESARTAN MEDOXOMIL, AMLODIPINE AND HYDROCHLOROTHIAZIDE 

>A> AB HETERO LABS LTD V EQ 5MG BASE;12.5MG;20MG A 209242 001 Oct 06, 2025 Sep NEWA 
>A> AB EQ 5MG BASE;12.5MG;40MG A 209242 002 Oct 06, 2025 Sep NEWA 
>A> AB EQ 5MG BASE;25MG;40MG A 209242 003 Oct 06, 2025 Sep NEWA 
>A> AB EQ 10MG BASE;12.5MG;40MG A 209242 004 Oct 06, 2025 Sep NEWA 
>A> AB EQ 10MG BASE;25MG;40MG A 209242 005 Oct 06, 2025 Sep NEWA 

AMLODIPINE BESYLATE; INDAPAMIDE; TELMISARTAN 
TABLET;ORAL 
WIDAPLIK 

>A> + @ AZURITY EQ 1.25MG N 219423 001 Jun 05, 2025 Sep CAHN 
BASE;0.625MG;10MG 

>A> + @ EQ 2.5MG BASE;1.25MG;20MG N 219423 002 Jun 05, 2025 Sep CAHN 
>A> + @ EQ 5MG BASE;2.5MG;40MG N 219423 003 Jun 05, 2025 Sep CAHN 
>D> + @ GEORGE MEDICINES EQ 1.25MG N 219423 001 Jun 05, 2025 Sep CAHN 

BASE;0.625MG;10MG 
>D> + @ EQ 2.5MG BASE;1.25MG;20MG N 219423 002 Jun 05, 2025 Sep CAHN 
>D> + @ EQ 5MG BASE;2.5MG;40MG N 219423 003 Jun 05, 2025 Sep CAHN 

AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE; DEXTROAMPHETAMINE SACCHARATE; DEXTROAMPHETAMINE SULFATE 
TABLET;ORAL 
DEXTROAMP SACCHARATE, AMP ASPARTATE, DEXTROAMP SULFATE AND AMP SULFATE 

>D> AB ORYZA 1.25MG;1.25MG;1.25MG;1.25M A 210293 001 Apr 03, 2020 Sep CAHN 
G 

>D> AB 1.875MG;1.875MG;1.875MG;1. A 210293 002 Apr 03, 2020 Sep CAHN 
875MG 

>D> AB 2.5MG;2.5MG;2.5MG;2.5MG A 210293 003 Apr 03, 2020 Sep CAHN 
>D> AB 3.75MG;3.75MG;3.75MG;3.75M A 210293 004 Apr 03, 2020 Sep CAHN 

G 
>D> AB 5MG;5MG;5MG;5MG A 210293 005 Apr 03, 2020 Sep CAHN 
>D> AB 7.5MG;7.5MG;7.5MG;7.5MG A 210293 006 Apr 03, 2020 Sep CAHN 
>A> AB PHARMOBEDIENT 1.25MG;1.25MG;1.25MG;1.25M A 210293 001 Apr 03, 2020 Sep CAHN 

G 
>A> AB 1.875MG;1.875MG;1.875MG;1. A 210293 002 Apr 03, 2020 Sep CAHN 

875MG 
>A> AB 2.5MG;2.5MG;2.5MG;2.5MG A 210293 003 Apr 03, 2020 Sep CAHN 
>A> AB 3.75MG;3.75MG;3.75MG;3.75M A 210293 004 Apr 03, 2020 Sep CAHN 

G 
>A> AB 5MG;5MG;5MG;5MG A 210293 005 Apr 03, 2020 Sep CAHN 
>A> AB 7.5MG;7.5MG;7.5MG;7.5MG A 210293 006 Apr 03, 2020 Sep CAHN 

ANAGRELIDE HYDROCHLORIDE 
CAPSULE;ORAL 
ANAGRELIDE HYDROCHLORIDE 

>D> @ NOVITIUM PHARMA EQ 0.5MG BASE A 076811 001 Apr 18, 2005 Sep CMFD 
>A> AB EQ 0.5MG BASE A 076811 001 Apr 18, 2005 Sep CMFD 
>D> @ EQ 1MG BASE A 076811 002 Apr 18, 2005 Sep CMFD 
>A> AB EQ 1MG BASE A 076811 002 Apr 18, 2005 Sep CMFD 

ANASTROZOLE 
TABLET;ORAL 
ANASTROZOLE 

>D> @ NORVIUM BIOSCIENCE 1MG A 091051 001 Jun 28, 2010 Sep CAHN 
>A> @ PHARMOBEDIENT 1MG A 091051 001 Jun 28, 2010 Sep CAHN 

ARFORMOTEROL TARTRATE 
SOLUTION;INHALATION 
ARFORMOTEROL TARTRATE 

>D> AN BE PHARMS EQ 0.015MG BASE/2ML A 213762 001 Jun 22, 2021 Sep CAHN 
>D> AN CF PHARMTECH EQ 0.015MG BASE/2ML A 216303 001 May 17, 2024 Sep CAHN 
>A> AN NEOCUBES PHARMA EQ 0.015MG BASE/2ML A 216303 001 May 17, 2024 Sep CAHN 
>A> AN SLATE RUN PHARMA EQ 0.015MG BASE/2ML A 213762 001 Jun 22, 2021 Sep CAHN 

ARSENIC TRIOXIDE 
INJECTABLE;INJECTION 
ARSENIC TRIOXIDE 

>A> AP MSN 1MG/ML A 217413 001 Apr 20, 2023 Sep CAHN 
>A> AP 2MG/ML A 217413 002 Apr 20, 2023 Sep CAHN 
>D> AP ORBICULAR 1MG/ML A 217413 001 Apr 20, 2023 Sep CAHN 
>D> AP 2MG/ML A 217413 002 Apr 20, 2023 Sep CAHN 
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>A> 
>D> 

ASPIRIN; CARISOPRODOL 
TABLET;ORAL 
CARISOPRODOL AND ASPIRIN 

@ CHARTWELL 
@ GENUS 

325MG;200MG 
325MG;200MG 

A 040116 
A 040116 

001 
001 

Apr 25, 1996

Apr 25, 1996 
Sep

Sep 
CAHN 
CAHN 

ATENOLOL 

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

AB 
AB 
AB 
AB 
AB 
AB 

TABLET;ORAL 
ATENOLOL 

HLTHCARE 

PHARMOBEDIENT 

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

A 073026 
A 073026 
A 073026 
A 073026 
A 073026 
A 073026 

002 
003 
001 
002 
003 
001 

May 01, 1992

Sep 17, 1991

Sep 17, 1991

May 01, 1992

Sep 17, 1991

Sep 17, 1991 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

ATROPINE SULFATE 

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

AP 
AP 
AP 
AP 

SOLUTION;INTRAVENOUS 
ATROPINE SULFATE 

+! ACCORD HLTHCARE 
+ 

AM REGENT 
! 

1MG/ML (1MG/ML)

1MG/ML (1MG/ML)

1MG/ML (1MG/ML)

1MG/ML (1MG/ML) 

N 214652 
N 214652 
A 216120 
A 216120 

002 
002 
002 
002 

Sep 29, 2020

Sep 29, 2020

May 26, 2022

May 26, 2022 

Sep

Sep

Sep

Sep 

CHRS 
CHRS 
CHRS 
CHRS 

>D> 
>A> AA 

ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE 
TABLET;ORAL 
DIPHENOXYLATE HYDROCHLORIDE AND ATROPINE SULFATE 

@ ANI PHARMS 0.025MG;2.5MG 
0.025MG;2.5MG 

A 086727 
A 086727 

001 
001 

Oct 29, 1979 
Oct 29, 1979 

Sep

Sep 
CMFD 
CMFD 

AZELASTINE HYDROCHLORIDE 

>D> 
>A> 

>D> 
>A> 

SOLUTION/DROPS;OPHTHALMIC

OPTIVAR 
+ @ NORVIUM BIOSCIENCE 
+ @ RISING 

SPRAY, METERED;NASAL 
ASTELIN 

+ @ NORVIUM BIOSCIENCE 
+ @ RISING 

0.05% 
0.05% 

0.137MG/SPRAY

0.137MG/SPRAY 

N 021127 
N 021127 

N 020114 
N 020114 

001 
001 

001 
001 

May 22, 2000

May 22, 2000 

Nov 01, 1996 
Nov 01, 1996 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 

AZITHROMYCIN 

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

AB 

AB 

FOR SUSPENSION;ORAL 
AZITHROMYCIN 

AMNEAL 
@ 

@ 

EQ 100MG BASE/5ML

EQ 100MG BASE/5ML

EQ 200MG BASE/5ML

EQ 200MG BASE/5ML 

A 205666 
A 205666 
A 205666 
A 205666 

001 
001 
002 
002 

Jul 19, 2018 
Jul 19, 2018 
Jul 19, 2018 
Jul 19, 2018 

Sep

Sep

Sep

Sep 

DISC 
DISC 
DISC 
DISC 

BETAXOLOL HYDROCHLORIDE 

>A> 
>D> 

SOLUTION/DROPS;OPHTHALMIC

BETAXOLOL HYDROCHLORIDE 
@ PHARMOBEDIENT 
@ RENOVA PHARMS 

EQ 0.5% BASE 
EQ 0.5% BASE 

A 075386 
A 075386 

001 
001 

Jun 30, 2000 
Jun 30, 2000 

Sep

Sep 
CAHN 
CAHN 

BIMATOPROST 

>A> 
>A> 

>A> AB 

GEL;OPHTHALMIC 
ZOLYMBUS 

+! THEA PHARMA 
SOLUTION/DROPS;OPHTHALMIC

BIMATOPROST 
AMNEAL 

0.01% 

0.01% 

N 217307 

A 217289 

001 

001 

Sep 09, 2025 

Sep 22, 2025 

Sep 

Sep 

NEWA 

NEWA 

BREXPIPRAZOLE 

>D> 
>D> 
>D> 
>D> 
>D> 
>D> 

TABLET;ORAL 
BREXPIPRAZOLE 

@ ANDA REPOSITORY 
@ 
@ 
@ 
@ 
@ 

0.25MG 
0.5MG 
1MG 
2MG 
3MG 
4MG 

A 213758 
A 213758 
A 213758 
A 213758 
A 213758 
A 213758 

001 
002 
003 
004 
005 
006 

Oct 25, 2023 
Oct 25, 2023 
Oct 25, 2023 
Oct 25, 2023 
Oct 25, 2023 
Oct 25, 2023 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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BREXPIPRAZOLE 

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

TABLET;ORAL 
BREXPIPRAZOLE 

@ CHARTWELL RX 
@ 
@ 
@ 
@ 
@ 

0.25MG 
0.5MG 
1MG 
2MG 
3MG 
4MG 

A 213758 
A 213758 
A 213758 
A 213758 
A 213758 
A 213758 

001 Oct 25, 2023 
002 Oct 25, 2023 
003 Oct 25, 2023 
004 Oct 25, 2023 
005 Oct 25, 2023 
006 Oct 25, 2023 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

>D> 
>A> 

AB 
AB 

BRIMONIDINE TARTRATE; TIMOLOL MALEATE 
SOLUTION/DROPS;OPHTHALMIC

BRIMONIDINE TARTRATE AND TIMOLOL MALEATE 
FLORIDA 0.2%;EQ 0.5% BASE 
REGCON HOLDINGS 0.2%;EQ 0.5% BASE 

A 201949 
A 201949 

001 Oct 04, 2022 
001 Oct 04, 2022 

Sep

Sep 
CAHN 
CAHN 

>A> 
>D> 

AA 
AA 

BROMPHENIRAMINE MALEATE; DEXTROMETHORPHAN HYDROBROMIDE; PSEUDOEPHEDRINE HYDROCHLORIDE 
SYRUP;ORAL 
BROMPHENIRAMINE MALEATE, PSEUDOEPHEDRINE HYDROCHLORIDE AND DEXTROMETHORPHAN HYDROBROMIDE 

HIBROW HLTHCARE 2MG/5ML;10MG/5ML;30MG/5ML A 211170 001 Jun 16, 2020 
WES PHARMA INC 2MG/5ML;10MG/5ML;30MG/5ML A 211170 001 Jun 16, 2020 

Sep

Sep 
CAHN 
CAHN 

BUMETANIDE 
>A> 
>A> 
>A> 

SPRAY;NASAL 
ENBUMYST 

+! CORSTASIS THERAP 0.5MG/SPRAY N 219500 001 Sep 12, 2025 Sep NEWA 

BUPRENORPHINE 

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

AB 

AB 
AB 
AB 
AB 

AB 
AB 
AB 

FILM, EXTENDED RELEASE;TRANSDERMAL 
BUPRENORPHINE 

ALVOGEN 
@ 

STRIDES PHARMA INTL 
@ 

5MCG/HR

7.5MCG/HR

10MCG/HR

15MCG/HR

20MCG/HR

5MCG/HR

7.5MCG/HR

10MCG/HR

15MCG/HR

20MCG/HR 

A 207490 
A 207490 
A 207490 
A 207490 
A 207490 
A 207490 
A 207490 
A 207490 
A 207490 
A 207490 

001 May 17, 2022

005 Mar 21, 2023 
002 May 17, 2022

003 May 17, 2022

004 May 17, 2022

001 May 17, 2022

005 Mar 21, 2023 
002 May 17, 2022

003 May 17, 2022

004 May 17, 2022 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

BUPROPION HYDROCHLORIDE 

>A> 
>A> 

AB3 
AB3 

TABLET, EXTENDED RELEASE;ORAL 
BUPROPION HYDROCHLORIDE 

ANNORA PHARMA 150MG 
300MG 

A 217898 
A 217898 

001 Oct 01, 2025 
002 Oct 01, 2025 

Sep

Sep 
NEWA 
NEWA 

BUSPIRONE HYDROCHLORIDE 

>A> 
>A> 

AB 
AB 

TABLET;ORAL 
BUSPIRONE HYDROCHLORIDE 

RISING 7.5MG 
30MG 

A 075413 
A 075413 

004 Oct 06, 2025 
005 Oct 06, 2025 

Sep

Sep 
NEWA 
NEWA 

BUTABARBITAL SODIUM 

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

TABLET;ORAL 
BUTISOL SODIUM 

@ NORVIUM BIOSCIENCE 
+ @ 
@ 
@ 
@ PHARMOBEDIENT 

+ @ 
@ 
@ 

15MG 
30MG 
50MG 
100MG 
15MG 
30MG 
50MG 
100MG 

N 000793 
N 000793 
N 000793 
N 000793 
N 000793 
N 000793 
N 000793 
N 000793 

002 Jun 05, 1939 
004 Nov 30, 1976 
003 Jun 05, 1939 
005 Nov 30, 1976 
002 Jun 05, 1939 
004 Nov 30, 1976 
003 Jun 05, 1939 
005 Nov 30, 1976 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

CABERGOLINE 

>A> 
>D> 

AB 
AB 

TABLET;ORAL 
CABERGOLINE 

AMNEAL 
SKG PHARMA 

0.5MG 
0.5MG 

A 218618 
A 218618 

001 
001 

Jun 26, 2024 
Jun 26, 2024 

Sep

Sep 
CAHN 
CAHN 

>A> 
>D> 

CAFFEINE; ERGOTAMINE TARTRATE 
TABLET;ORAL 
ERGOTAMINE TARTRATE AND CAFFEINE 

! ANDA REPOSITORY 
! MIKART 

100MG;1MG 
100MG;1MG 

A 040590 
A 040590 

001 
001 

Sep 16, 2005

Sep 16, 2005 
Sep

Sep 
CAHN 
CAHN 

CALCITONIN SALMON 

>A> AP 

INJECTABLE;INJECTION 
CALCITONIN-SALMON 

AMNEAL 200 IU/ML A 216294 001 Sep 26, 2025 Sep NEWA 

CALCIUM ACETATE 

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

>D> 
>A> 

>D> 
>A> 

>D> 
>A> 

CAPSULE;ORAL 
PHOSLO 

@ FRESENIUS MEDCL 
@ 
@ FRESENIUS MEDCL CARE 
@ 

PHOSLO GELCAPS 
+ @ FRESENIUS MEDCL 
+ @ FRESENIUS MEDCL CARE 

SOLUTION;ORAL 
PHOSLYRA 

+ @ FRESENIUS MEDCL 
+ @ FRESENIUS MEDCL CARE 

TABLET;ORAL 
PHOSLO 

+ @ FRESENIUS MEDCL 
+ @ FRESENIUS MEDCL CARE 

333.5MG 
667MG 
333.5MG 
667MG 

667MG 
667MG 

667MG/5ML

667MG/5ML 

667MG 
667MG 

N 021160 
N 021160 
N 021160 
N 021160 

N 021160 
N 021160 

N 022581 
N 022581 

N 019976 
N 019976 

001 
002 
001 
002 

003 
003 

001 
001 

001 
001 

Apr 02, 2001

Apr 02, 2001

Apr 02, 2001

Apr 02, 2001 

Apr 02, 2001

Apr 02, 2001 

Apr 18, 2011

Apr 18, 2011 

Dec 10, 1990 
Dec 10, 1990 

Sep

Sep

Sep

Sep 

Sep

Sep 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

CAHN 
CAHN 

CAHN 
CAHN 

CAHN 
CAHN 

CALCIUM CHLORIDE 

>A> AP 

INJECTABLE;INJECTION 
CALCIUM CHLORIDE 10% 

SQUARE PHARMS PLC 100MG/ML A 217463 001 Sep 29, 2025 Sep NEWA 

CAPREOMYCIN SULFATE 

>D> 
>A> 

INJECTABLE;INJECTION 
CAPREOMYCIN SULFATE 

@ NORVIUM BIOSCIENCE 
@ PHARMOBEDIENT 

EQ 1GM BASE/VIAL

EQ 1GM BASE/VIAL 
A 202634 
A 202634 

001 
001 

Nov 27, 2017 
Nov 27, 2017 

Sep

Sep 
CAHN 
CAHN 

CAPTOPRIL 

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

TABLET;ORAL 
CAPOTEN 

+ @ AARXION ANDA HLDING 
+ @ 
+ @ 
+ @ 
+ @ 
+ @ 
+ @ 
+ @ STRIDES PHARMA 
+ @ 
+ @ 
+ @ 
+ @ 
+ @ 
+ @ 

12.5MG 
25MG 
37.5MG 
50MG 
75MG 
100MG 
150MG 
12.5MG 
25MG 
37.5MG 
50MG 
75MG 
100MG 
150MG 

N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 
N 018343 

005 
002 
006 
001 
007 
003 
004 
005 
002 
006 
001 
007 
003 
004 

Jan 17, 1985 
Apr 06, 1981

Sep 17, 1986

Apr 06, 1981

Jun 13, 1995 
Apr 06, 1981

Jun 13, 1995 
Jan 17, 1985 
Apr 06, 1981

Sep 17, 1986

Apr 06, 1981

Jun 13, 1995 
Apr 06, 1981

Jun 13, 1995 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

CARBOPLATIN 

>D> 
>A> 

SOLUTION;INTRAVENOUS 
KYXATA 

+! AVYXA HOLDINGS 
+ @ 

20MG/2ML (10MG/ML)

20MG/2ML (10MG/ML) 
N 219921 
N 219921 

001 Aug 08, 2025

001 Aug 08, 2025 
Sep

Sep 
DISC 
DISC 

CARMUSTINE 

>D> 
>A> 

AP 

INJECTABLE;INJECTION 
CARMUSTINE 

HENGRUI PHARMA 
@ 

100MG/VIAL

100MG/VIAL 
A 211202 
A 211202 

001 Mar 12, 2021 
001 Mar 12, 2021 

Sep

Sep 
DISC 
DISC 

>D> 
>A> 

CHLOROTHIAZIDE; RESERPINE 
TABLET;ORAL 
CHLOROTHIAZIDE-RESERPINE 

@ NORVIUM BIOSCIENCE 
@ PHARMOBEDIENT 

500MG;0.125MG 
500MG;0.125MG 

A 087745 
A 087745 

001 May 06, 1982

001 May 06, 1982 
Sep

Sep 
CAHN 
CAHN 

>D> 
>A> 

CHLORPHENIRAMINE MALEATE; HYDROCODONE BITARTRATE; PSEUDOEPHEDRINE HYDROCHLORIDE 
SOLUTION;ORAL 
HYDROCODONE BITARTRATE, CHLORPHENIRAMINE MALEATE AND PSEUDOEPHEDRINE HYDROCHLORIDE 

@ APOZEAL PHARMS 4MG/5ML;5MG/5ML;60MG/5ML A 206660 001 May 15, 2017

@ SCIEGEN PHARMS INC 4MG/5ML;5MG/5ML;60MG/5ML A 206660 001 May 15, 2017 
Sep

Sep 
CAHN 
CAHN 

CHLORPROMAZINE HYDROCHLORIDE 

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

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

CONCENTRATE;ORAL 
SONAZINE 

@ ALLIED 
@ 
@ SAPTALIS PHARMS 
@ 

TABLET;ORAL 
CHLORPROMAZINE HYDROCHLORIDE 

CHARTWELL RX 

ZAMEER PHARMS 

30MG/ML

100MG/ML

30MG/ML

100MG/ML 

10MG 
25MG 
50MG 
100MG 
200MG 
10MG 
25MG 
50MG 
100MG 
200MG 

A 080983 
A 080983 
A 080983 
A 080983 

A 212630 
A 212630 
A 212630 
A 212630 
A 212630 
A 212630 
A 212630 
A 212630 
A 212630 
A 212630 

004 May 26, 1976

005 May 26, 1976

004 May 26, 1976

005 May 26, 1976 

001 Nov 29, 2021 
002 Nov 29, 2021 
003 Nov 29, 2021 
004 Nov 29, 2021 
005 Nov 29, 2021 
001 Nov 29, 2021 
002 Nov 29, 2021 
003 Nov 29, 2021 
004 Nov 29, 2021 
005 Nov 29, 2021 

Sep

Sep

Sep

Sep 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CHLORPROPAMIDE 

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

TABLET;ORAL 
CHLORPROPAMIDE 

@ NORVIUM BIOSCIENCE 
@ 
@ PHARMOBEDIENT 
@ 

100MG 
250MG 
100MG 
250MG 

A 088549 
A 088549 
A 088549 
A 088549 

002 Jun 01, 1984 
001 Jun 01, 1984 
002 Jun 01, 1984 
001 Jun 01, 1984 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

CHLORZOXAZONE 

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

AA 
AB 
AB 
AA 
AB 
AB 

TABLET;ORAL 
CHLORZOXAZONE 

! ANDA REPOSITORY 
! 
! 
! MIKART 
! 
! 

250MG 
375MG 
750MG 
250MG 
375MG 
750MG 

A 207483 
A 040861 
A 040861 
A 207483 
A 040861 
A 040861 

001 Jun 24, 2016 
001 Jun 01, 2010 
002 Jun 01, 2010 
001 Jun 24, 2016 
001 Jun 01, 2010 
002 Jun 01, 2010 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CIPROFLOXACIN HYDROCHLORIDE 

>A> 
>D> 

SOLUTION/DROPS;OPHTHALMIC

CIPROFLOXACIN HYDROCHLORIDE 
@ PHARMOBEDIENT 
@ RENOVA PHARMS 

EQ 0.3% BASE 
EQ 0.3% BASE 

A 076555 
A 076555 

001 Dec 11, 2008 
001 Dec 11, 2008 

Sep

Sep 
CAHN 
CAHN 
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ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

CLOBAZAM 

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

TABLET;ORAL 
CLOBAZAM 

@ ANDA REPOSITORY 
@ 
@ CHARTWELL RX 
@ 

10MG 
20MG 
10MG 
20MG 

A 211959 
A 211959 
A 211959 
A 211959 

001 
002 
001 
002 

Dec 09, 2020 
Dec 09, 2020 
Dec 09, 2020 
Dec 09, 2020 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

CLOBETASOL PROPIONATE 

>D> 
>A> 

>D> 
>A> 

AEROSOL, FOAM;TOPICAL 
CLOBETASOL PROPIONATE 

@ NOVAST LABS 
@ 

SUSPENSION/DROPS;OPHTHALMIC

BYQLOVI 
+! FORMOSA 
+! HARROW EYE 

0.05% 
0.05% 

0.05% 
0.05% 

A 206805 
A 206805 

N 218158 
N 218158 

001 
001 

001 
001 

Jul 31, 2017 
Jul 31, 2017 

Mar 04, 2024 
Mar 04, 2024 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 

CLOMIPHENE CITRATE 

>A> AB 

TABLET;ORAL 
CLOMIPHENE CITRATE 

ACCORD HLTHCARE 50MG A 219406 001 Oct 03, 2025 Sep NEWA 

CLOMIPRAMINE HYDROCHLORIDE 

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

AB 
AB 
AB 
AB 
AB 
AB 

CAPSULE;ORAL 
CLOMIPRAMINE HYDROCHLORIDE 

IXORA LIFESCIENCE 

LEADING 

25MG 
50MG 
75MG 
25MG 
50MG 
75MG 

A 211364 
A 211364 
A 211364 
A 211364 
A 211364 
A 211364 

001 
002 
003 
001 
002 
003 

Feb 07, 2020 
Feb 07, 2020 
Feb 07, 2020 
Feb 07, 2020 
Feb 07, 2020 
Feb 07, 2020 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CLONIDINE 

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

AB 
AB 
AB 
AB 
AB 
AB 

SYSTEM;TRANSDERMAL 
CLONIDINE 

DIFGEN PHARMS 

INGENUS PHARMS LLC 

0.1MG/24HR

0.2MG/24HR

0.3MG/24HR

0.1MG/24HR

0.2MG/24HR

0.3MG/24HR 

A 076157 
A 076157 
A 076157 
A 076157 
A 076157 
A 076157 

001 
002 
003 
001 
002 
003 

Aug 18, 2009

Aug 18, 2009

Aug 18, 2009

Aug 18, 2009

Aug 18, 2009

Aug 18, 2009 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CLOTRIMAZOLE 
>A> 
>A> 
>A> 

SOLUTION/DROPS;OTIC

CLOTIC 
+! LAB SALVAT 1% N 217628 001 Sep 26, 2025 Sep NEWA 

>A> 

>D> 

AA 

AA 

CODEINE PHOSPHATE; PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE HYDROCHLORIDE 
SYRUP;ORAL 
PROMETH HYDROCHLORIDE,PHENYLEPHRINE HYDROCHLORIDE W/CODEINE PHOSPHATE

! CHARTWELL 10MG/5ML;5MG/5ML;6.25MG/5M A 040660 
L 

! GENUS 10MG/5ML;5MG/5ML;6.25MG/5M A 040660 
L 

001 

001 

Dec 07, 2006 

Dec 07, 2006 

Sep 

Sep 

CAHN 

CAHN 

COLESTIPOL HYDROCHLORIDE 

>A> AB 

TABLET;ORAL 
COLESTIPOL HYDROCHLORIDE 

CARNEGIE 1GM A 220012 001 Sep 15, 2025 Sep NEWA 

COLISTIMETHATE SODIUM 

>D> 
>A> 

INJECTABLE;INJECTION 
COLISTIMETHATE SODIUM 

@ ADRASTEA PHARMA 
@ PHARMOBEDIENT 

EQ 150MG BASE/VIAL

EQ 150MG BASE/VIAL 
A 064216 
A 064216 

001 
001 

Feb 26, 1999 
Feb 26, 1999 

Sep

Sep 
CAHN 
CAHN 
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CYCLOPHOSPHAMIDE 

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

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

AB 
AB 
AB 
AB 

CAPSULE;ORAL 
CYCLOPHOSPHAMIDE 

KANCHAN HLTHCARE 

SENORES PHARMS 

SOLUTION;INTRAVENOUS 
CYCLOPHOSPHAMIDE 

+! AVYXA HOLDINGS 
+! 
+! 

FRINDOVYX 
+! AVYXA HOLDINGS 
+! 
+! 

25MG 
50MG 
25MG 
50MG 

500MG/ML (500MG/ML)

1GM/2ML (500MG/ML)

2GM/4ML (500MG/ML) 

500MG/ML (500MG/ML)

1GM/2ML (500MG/ML)

2GM/4ML (500MG/ML) 

A 209872 
A 209872 
A 209872 
A 209872 

N 210852 
N 210852 
N 210852 

N 210852 
N 210852 
N 210852 

001 
002 
001 
002 

001 
002 
003 

001 
002 
003 

May 07, 2018

May 07, 2018

May 07, 2018

May 07, 2018 

Jun 07, 2023 
Jun 07, 2023 
Jun 07, 2023 

Jun 07, 2023 
Jun 07, 2023 
Jun 07, 2023 

Sep

Sep

Sep

Sep 

Sep

Sep

Sep 

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

CTNA 
CTNA 
CTNA 

CTNA 
CTNA 
CTNA 

CYCLOSPORINE 

>A> 
>A> 

AB1 
AB1 

CAPSULE;ORAL 
CYCLOSPORINE 

QILU 25MG 
100MG 

A 219049 
A 219049 

001 
002 

Sep 15, 2025

Sep 15, 2025 
Sep

Sep 
NEWA 
NEWA 

CYPROHEPTADINE HYDROCHLORIDE 

>D> 
>A> 

AA 
AA 

SYRUP;ORAL 
CYPROHEPTADINE HYDROCHLORIDE 

ELYSIUM 
INVATECH 

2MG/5ML

2MG/5ML 
A 209108 
A 209108 

001 
001 

Oct 16, 2018 
Oct 16, 2018 

Sep

Sep 
CAHN 
CAHN 

DEFERASIROX 

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

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

AB 
AB 
AB 
AB 
AB 
AB 

GRANULE;ORAL 
DEFERASIROX 

AUCTA 

EPIC PHARMA LLC 

TABLET, FOR SUSPENSION;ORAL 
DEFERASIROX 

@ NORVIUM BIOSCIENCE 
@ 
@ 
@ PHARMOBEDIENT 
@ 
@ 

90MG 
180MG 
360MG 
90MG 
180MG 
360MG 

125MG 
250MG 
500MG 
125MG 
250MG 
500MG 

A 214559 
A 214559 
A 214559 
A 214559 
A 214559 
A 214559 

A 206585 
A 206585 
A 206585 
A 206585 
A 206585 
A 206585 

001 
002 
003 
001 
002 
003 

001 
002 
003 
001 
002 
003 

Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 

May 17, 2024

May 17, 2024

May 17, 2024

May 17, 2024

May 17, 2024

May 17, 2024 

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

DEFLAZACORT 

>A> AB 

SUSPENSION;ORAL 
DEFLAZACORT 

ZYDUS LIFESCIENCES 22.75MG/ML A 220042 001 Oct 03, 2025 Sep NEWA 

DESLORATADINE 

>D> 
>A> 

SOLUTION;ORAL 
DESLORATADINE 

@ TARO 
! 

0.5MG/ML

0.5MG/ML 
A 202936 
A 202936 

001 
001 

May 26, 2016

May 26, 2016 
Sep

Sep 
CMFD 
CMFD 

DESONIDE 

>D> 
>A> 

>D> 
>A> 

>D> 
>A> 

AB 
AB 

AB 

GEL;TOPICAL 
DESONIDE 

! CINTEX SVCS 
! SENORES PHARMS 

LOTION;TOPICAL 
DESONIDE 

ALEMBIC 
! 

DESOWEN 
! GALDERMA LABS LP 
@ 

0.05% 
0.05% 

0.05% 
0.05% 

0.05% 
0.05% 

A 202470 
A 202470 

A 213632 
A 213632 

A 072354 
A 072354 

001 
001 

001 
001 

001 
001 

May 11, 2020

May 11, 2020 

Aug 24, 2020

Aug 24, 2020 

Jan 24, 1992 
Jan 24, 1992 

Sep

Sep 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 

CHRS 
CHRS 

DISC 
DISC 

Page 9 of 37 



ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

DEXAMETHASONE 

>D> 
>A> 

AB 
AB 

TABLET;ORAL 
DEXAMETHASONE 

LARKEN LABS INC 
PHARMOBEDIENT 

1.5MG 
1.5MG 

A 201270 
A 201270 

001 
001 

Jul 17, 2017 
Jul 17, 2017 

Sep

Sep 
CAHN 
CAHN 

DIHYDROERGOTAMINE MESYLATE 

>A> 
>D> 

>D> 
>A> 

AP 
AP 

AB 
AB 

INJECTABLE;INJECTION 
DIHYDROERGOTAMINE MESYLATE 

MILLA PHARMS 
PROVEPHARM SAS 

SPRAY, METERED;NASAL 
DIHYDROERGOTAMINE MESYLATE 

AGGREGA 
SOMERSET THERAPS LLC 

1MG/ML

1MG/ML 

0.5MG/SPRAY

0.5MG/SPRAY 

A 212046 
A 212046 

A 215228 
A 215228 

001 
001 

001 
001 

Jan 07, 2020 
Jan 07, 2020 

Feb 26, 2025 
Feb 26, 2025 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 

DOCETAXEL 

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

>D> 
>A> 

AP 
AP 
AP 
AP 

INJECTABLE;INJECTION 
DOCETAXEL 

@ NOVAST LABS 
@ 

SOLUTION;INTRAVENOUS 
BEIZRAY 

+ @ ZHUHAI 
+! 

20MG/2ML (10MG/ML)

20MG/2ML (10MG/ML)

80MG/8ML (10MG/ML)

80MG/8ML (10MG/ML)

160MG/16ML (10MG/ML)

160MG/16ML (10MG/ML) 

80MG/4ML (20MG/ML)

80MG/4ML (20MG/ML) 

A 207563 
A 207563 
A 207563 
A 207563 
A 207563 
A 207563 

N 218711 
N 218711 

001 
001 
002 
002 
003 
003 

001 
001 

Aug 31, 2017

Aug 31, 2017

Aug 31, 2017

Aug 31, 2017

Aug 31, 2017

Aug 31, 2017 

Oct 23, 2024 
Oct 23, 2024 

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CMFD 
CMFD 

DOXEPIN HYDROCHLORIDE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

CAPSULE;ORAL 
DOXEPIN HYDROCHLORIDE 

IXORA LIFESCIENCE 

LEADING 

EQ 10MG BASE 
EQ 25MG BASE 
EQ 50MG BASE 
EQ 75MG BASE 
EQ 100MG BASE 
EQ 10MG BASE 
EQ 25MG BASE 
EQ 50MG BASE 
EQ 75MG BASE 
EQ 100MG BASE 

A 211619 
A 211619 
A 211619 
A 211619 
A 211619 
A 211619 
A 211619 
A 211619 
A 211619 
A 211619 

001 
002 
003 
004 
005 
001 
002 
003 
004 
005 

Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 
Mar 09, 2021 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

DOXYCYCLINE 

>A> AB 

CAPSULE;ORAL 
DOXYCYCLINE 

CHANGZHOU PHARM 40MG A 219978 001 Oct 01, 2025 Sep NEWA 

DOXYCYCLINE HYCLATE 

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

AB 

AB 

TABLET;ORAL 
DOXYCYCLINE HYCLATE 

LARKEN LABS 
@ ORYZA 

PHARMOBEDIENT 
@ 

EQ 20MG BASE 
EQ 100MG BASE 
EQ 20MG BASE 
EQ 100MG BASE 

A 065287 
A 213475 
A 065287 
A 213475 

001 
001 
001 
001 

Feb 28, 2006 
Mar 10, 2021 
Feb 28, 2006 
Mar 10, 2021 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

>D> 
>A> 

AB 
AB 

DROSPIRENONE; ETHINYL ESTRADIOL 
TABLET;ORAL 
DROSPIRENONE AND ETHINYL ESTRADIOL 

HLTHCARE 
PHARMOBEDIENT 

3MG;0.02MG 
3MG;0.02MG 

A 203291 
A 203291 

001 
001 

Jul 18, 2017 
Jul 18, 2017 

Sep

Sep 
CAHN 
CAHN 

DULOXETINE HYDROCHLORIDE 

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

CAPSULE, DELAYED REL PELLETS;ORAL 
DULOXETINE HYDROCHLORIDE 

@ ADAPTIS 
@ 
@ 
@ GRAVITI PHARMS 

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

A 090723 
A 090723 
A 090723 
A 090723 

001 
002 
003 
001 

Dec 11, 2013 
Dec 11, 2013 
Dec 11, 2013 
Dec 11, 2013 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
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ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

DULOXETINE HYDROCHLORIDE 

>A> 
>A> 

CAPSULE, DELAYED REL PELLETS;ORAL 
DULOXETINE HYDROCHLORIDE 

@ 
@ 

EQ 30MG BASE 
EQ 60MG BASE 

A 090723 
A 090723 

002 
003 

Dec 11, 2013 
Dec 11, 2013 

Sep

Sep 
CAHN 
CAHN 

DUTASTERIDE 

>D> 
>A> 

AB 
AB 

CAPSULE;ORAL 
DUTASTERIDE 

ADAPTIS 
GRAVITI PHARMS 

0.5MG 
0.5MG 

A 204376 
A 204376 

001 
001 

Apr 07, 2017

Apr 07, 2017 
Sep

Sep 
CAHN 
CAHN 

>D> 
>A> 

>D> 
>A> 

AB 
AB 

AB 
AB 

DUTASTERIDE; TAMSULOSIN HYDROCHLORIDE 
CAPSULE;ORAL 
DUTASTERIDE AND TAMSULOSIN HYDROCHLORIDE 

ZYDUS PHARMS 0.5MG;0.4MG 
! 0.5MG;0.4MG 

JALYN 
+! WAYLIS THERAP 0.5MG;0.4MG 
+ 0.5MG;0.4MG 

A 207769 
A 207769 

N 022460 
N 022460 

001 
001 

001 
001 

May 24, 2018

May 24, 2018 

Jun 14, 2010 
Jun 14, 2010 

Sep

Sep 

Sep

Sep 

CHRS 
CHRS 

CHRS 
CHRS 

EDARAVONE 

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

AP 
AP 
AP 
AP 

SOLUTION;INTRAVENOUS 
EDARAVONE 

PHARMOBEDIENT 

XGEN PHARMS 

30MG/100ML (0.3MG/ML)

60MG/100ML (0.6MG/ML)

30MG/100ML (0.3MG/ML)

60MG/100ML (0.6MG/ML) 

A 217565 
A 217565 
A 217565 
A 217565 

001 
002 
001 
002 

Oct 31, 2024 
Oct 31, 2024 
Oct 31, 2024 
Oct 31, 2024 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

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

ELAMIPRETIDE HYDROCHLORIDE 
SOLUTION;SUBCUTANEOUS 
FORZINITY 

+! STEALTH BIOTHERAPS EQ 280MG BASE/3.5ML (EQ

80MG BASE/ML) 
N 215244 001 Sep 19, 2025 Sep NEWA 

ENOXAPARIN SODIUM 

>A> 
>D> 

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

AB 
AB 

AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 

INJECTABLE;INTRAVENOUS, SUBCUTANEOUS 
ENOXAPARIN SODIUM 

EMERGE BIOSCIENCE 300MG/3ML (100MG/ML)

NANJING KING-FRIEND 300MG/3ML (100MG/ML)

INJECTABLE;SUBCUTANEOUS 
ENOXAPARIN SODIUM (PRESERVATIVE FREE)

EMERGE BIOSCIENCE 30MG/0.3ML (100MG/ML)

40MG/0.4ML (100MG/ML)

60MG/0.6ML (100MG/ML)

80MG/0.8ML (100MG/ML)

100MG/ML (100MG/ML)

120MG/0.8ML (150MG/ML)

150MG/ML (150MG/ML)

NANJING KING-FRIEND 30MG/0.3ML (100MG/ML)

40MG/0.4ML (100MG/ML)

60MG/0.6ML (100MG/ML)

80MG/0.8ML (100MG/ML)

100MG/ML (100MG/ML)

120MG/0.8ML (150MG/ML)

150MG/ML (150MG/ML) 

A 214856 
A 214856 

A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 
A 206834 

001 
001 

001 
002 
003 
004 
005 
006 
007 
001 
002 
003 
004 
005 
006 
007 

Jun 14, 2022 
Jun 14, 2022 

Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 
Nov 29, 2019 

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 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

EPINASTINE HYDROCHLORIDE 

>A> 
>D> 

SOLUTION/DROPS;OPHTHALMIC

EPINASTINE HYDROCHLORIDE 
@ PHARMOBEDIENT 
@ RENOVA PHARMS 

0.05% 
0.05% 

A 090870 
A 090870 

001 
001 

Mar 14, 2011 
Mar 14, 2011 

Sep

Sep 
CAHN 
CAHN 

EPINEPHRINE 
SOLUTION;INTRAMUSCULAR, INTRAVENOUS, SUBCUTANEOUS 
EPINEPHRINE 

>D> +! BPI LABS 30MG/30ML (1MG/ML) N 205029 004 Feb 14, 2024 Sep CFTG 
>A> AP +! 30MG/30ML (1MG/ML) N 205029 004 Feb 14, 2024 Sep CFTG 
>A> AP GLAND 30MG/30ML (1MG/ML) A 219239 002 Oct 02, 2025 Sep NFTG 
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ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

EPLERENONE 

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

TABLET;ORAL 
EPLERENONE 

@ AARXION ANDA HLDING 
@ 
@ THINKRX 
@ 

25MG 
50MG 
25MG 
50MG 

A 203896 
A 203896 
A 203896 
A 203896 

001 
002 
001 
002 

Feb 02, 2017 
Feb 02, 2017 
Feb 02, 2017 
Feb 02, 2017 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

ERIBULIN MESYLATE 

>A> 
>D> 

AP 
AP 

SOLUTION;INTRAVENOUS 
ERIBULIN MESYLATE 

GLENMARK PHARMS INC 
XILING LAB 

1MG/2ML (0.5MG/ML)

1MG/2ML (0.5MG/ML) 
A 218142 
A 218142 

001 
001 

Aug 05, 2025

Aug 05, 2025 
Sep

Sep 
CAHN 
CAHN 

ERYTHROMYCIN 

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

AB 
AB 
AB 
AB 
AB 
AB 

TABLET;ORAL 
ERYTHROMYCIN 

ABON PHARMS LLC 

CARNEGIE 

PHARMOBEDIENT 

250MG 
500MG 
250MG 
500MG 
250MG 
500MG 

A 219691 
A 219691 
A 061621 
A 061621 
A 061621 
A 061621 

001 
002 
001 
002 
001 
002 

Sep 23, 2025

Sep 23, 2025

Jul 11, 1972 
Jul 11, 1972 
Jul 11, 1972 
Jul 11, 1972 

Sep

Sep

Sep

Sep

Sep

Sep 

NEWA 
NEWA 
CAHN 
CAHN 
CAHN 
CAHN 

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

AB 
AB 
AB 
AB 

ETHINYL ESTRADIOL; LEVONORGESTREL 
TABLET;ORAL 
LEVONORGESTREL AND ETHINYL ESTRADIOL 

AMNEAL PHARMS 

NAARI PTE 

0.03MG;0.15MG 
0.03MG,0.01MG;0.15MG,N/A

0.03MG;0.15MG 
0.03MG,0.01MG;0.15MG,N/A 

A 203871 
A 203872 
A 203871 
A 203872 

001 
001 
001 
001 

Nov 13, 2015 
Dec 22, 2015 
Nov 13, 2015 
Dec 22, 2015 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

>D> 

>D> 
>D> 

>A> 

>A> 
>A> 

AB 

AB 

ETHINYL ESTRADIOL; NORGESTIMATE 
TABLET;ORAL-28 
NORGESTIMATE AND ETHINYL ESTRADIOL 

@ AMNEAL PHARMS 

@ 

@ NAARI PTE 

@ 

0.035MG,0.035MG,0.035MG;0.

18MG,0.215MG,0.25MG 
0.035MG;0.25MG 
0.025MG,0.025MG,0.025MG;0.

18MG,0.215MG,0.25MG 
0.035MG,0.035MG,0.035MG;0.

18MG,0.215MG,0.25MG 
0.035MG;0.25MG 
0.025MG,0.025MG,0.025MG;0.

18MG,0.215MG,0.25MG 

A 203870 

A 203865 
A 203873 

A 203870 

A 203865 
A 203873 

001 

001 
001 

001 

001 
001 

Nov 12, 2015 

Oct 27, 2015 
May 12, 2016 

Nov 12, 2015 

Oct 27, 2015 
May 12, 2016 

Sep 

Sep

Sep 

Sep 

Sep

Sep 

CAHN 

CAHN 
CAHN 

CAHN 

CAHN 
CAHN 

ETRAVIRINE 

>A> 
>A> 

AB 
AB 

TABLET;ORAL 
ETRAVIRINE 

BIONPHARMA 100MG 
200MG 

A 219152 
A 219152 

001 
002 

Oct 02, 2025 
Oct 02, 2025 

Sep

Sep 
NEWA 
NEWA 

EXEMESTANE 

>D> 
>A> 

AB 

TABLET;ORAL 
EXEMESTANE 

HIKMA 
@ 

25MG 
25MG 

A 077431 
A 077431 

001 
001 

Apr 01, 2011

Apr 01, 2011 
Sep

Sep 
DISC 
DISC 

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

FENOFIBRIC ACID 
TABLET;ORAL 
FIBRICOR 

+! ATHENA 
+ @ 

105MG 
105MG 

N 022418 
N 022418 

002 
002 

Aug 14, 2009

Aug 14, 2009 
Sep

Sep 
DISC 
DISC 

FLUOCINONIDE 

>D> 
>A> 

SOLUTION;TOPICAL 
FLUOCINONIDE 

@ SAPTALIS PHARMS 
@ SCIEGEN PHARMS INC 

0.05% 
0.05% 

A 207554 
A 207554 

001 
001 

Mar 18, 2019 
Mar 18, 2019 

Sep

Sep 
CAHN 
CAHN 
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ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

FLUPHENAZINE HYDROCHLORIDE 
TABLET;ORAL 
FLUPHENAZINE HYDROCHLORIDE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

CHARTWELL RX 

ZAMEER PHARMS 

1MG 
2.5MG 
5MG 
10MG 
1MG 
2.5MG 
5MG 
10MG 

A 215141 
A 215141 
A 215141 
A 215141 
A 215141 
A 215141 
A 215141 
A 215141 

001 
002 
003 
004 
001 
002 
003 
004 

Oct 20, 2021 
Oct 20, 2021 
Oct 20, 2021 
Oct 20, 2021 
Oct 20, 2021 
Oct 20, 2021 
Oct 20, 2021 
Oct 20, 2021 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

FLUVOXAMINE MALEATE 
TABLET;ORAL 
FLUVOXAMINE MALEATE 

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

@ NORVIUM BIOSCIENCE 
@ 
@ 
@ QUAGEN 
@ 
@ 

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

A 075889 
A 075889 
A 075889 
A 075889 
A 075889 
A 075889 

001 
002 
003 
001 
002 
003 

Nov 29, 2000 
Nov 29, 2000 
Nov 29, 2000 
Nov 29, 2000 
Nov 29, 2000 
Nov 29, 2000 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

FOSCARNET SODIUM 
INJECTABLE;INJECTION 
FOSCARNET SODIUM 

>D> 
>D> 
>D> 
>D> 
>D> 
>D> 

AP 
AP 
AP 
AP 

AP 

AMNEAL 
AVET LIFESCIENCES 
FRESENIUS KABI USA 
GLAND 

@ HOSPIRA 
SCIECURE 

FOSCAVIR 

2.4GM/100ML

2.4GM/100ML

2.4GM/100ML

2.4GM/100ML

2.4GM/100ML

2.4GM/100ML 

A 216602 
A 213807 
A 212483 
A 213001 
A 077174 
A 213987 

001 
001 
001 
001 
001 
001 

Mar 01, 2024 
Jun 05, 2023 
Jan 29, 2021 
Apr 21, 2021

May 31, 2005

Nov 29, 2023 

Sep

Sep

Sep

Sep

Sep

Sep 

CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 

>D> 
>A> 
>A> 

AP +! CLINIGEN HLTHCARE 
SOLUTION;INTRAVENOUS 
FOSCARNET SODIUM 

2.4GM/100ML N 020068 001 Sep 27, 1991 Sep CDFR 

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

AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 

AP 
AP 

AMNEAL 

AVET LIFESCIENCES 

FRESENIUS KABI USA 

GLAND 

@ HOSPIRA 
@ 

@ 
SCIECURE 

FOSCAVIR 

2.4GM/100ML

6GM/250ML (24MG/ML)

2.4GM/100ML

6GM/250ML (24MG/ML)

2.4GM/100ML

6GM/250ML (24MG/ML)

2.4GM/100ML

6GM/250ML (24MG/ML)

2.4GM/100ML

6GM/250ML (24MG/ML)

12GM/500ML (24MG/ML)

12GM/500ML (24MG/ML)

2.4GM/100ML

6GM/250ML (24MG/ML) 

A 216602 
A 216602 
A 213807 
A 213807 
A 212483 
A 212483 
A 213001 
A 213001 
A 077174 
A 077174 
A 077174 
A 077174 
A 213987 
A 213987 

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

Mar 01, 2024 
Mar 01, 2024 
Jun 05, 2023 
Jun 05, 2023 
Jan 29, 2021 
Jan 29, 2021 
Apr 21, 2021

Apr 21, 2021

May 31, 2005

May 31, 2005

May 31, 2005

May 31, 2005

Nov 29, 2023 
Nov 29, 2023 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CDFR 
CPOT 
CDFR 
CPOT 
CDFR 
CPOT 
CDFR 
CPOT 
CDFR 
CPOT 
NEWA 
DISC 
CDFR 
CPOT 

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

AP 
AP 

+! CLINIGEN HLTHCARE 
+! 
+ 
+ @ 

2.4GM/100ML

6GM/250ML (24MG/ML)

12GM/500ML (24MG/ML)

12GM/500ML (24MG/ML) 

N 020068 
N 020068 
N 020068 
N 020068 

001 
001 
002 
002 

Sep 27, 1991

Sep 27, 1991

Sep 27, 1991

Sep 27, 1991 

Sep

Sep

Sep

Sep 

CDFR 
CPOT 
NEWA 
DISC 

FOSPHENYTOIN SODIUM 

>D> 
>D> 

>A> 

>D> 

>A> 

SOLUTION;INTRAVENOUS 
SESQUIENT 

+! LUPIN 

+ @ 

+! 

+ @ 

EQ 100MG PHENYTOIN NA/2ML

(EQ 50MG PHENYTOIN NA/ML)

EQ 100MG PHENYTOIN NA/2ML

(EQ 50MG PHENYTOIN NA/ML)

EQ 500MG PHENYTOIN NA/10ML

(EQ 50MG PHENYTOIN NA/ML)

EQ 500MG PHENYTOIN NA/10ML

(EQ 50MG PHENYTOIN NA/ML) 

N 210864 

N 210864 

N 210864 

N 210864 

001 

001 

002 

002 

Nov 05, 2020 

Nov 05, 2020 

Nov 05, 2020 

Nov 05, 2020 

Sep 

Sep 

Sep 

Sep 

DISC 

DISC 

DISC 

DISC 

Page 13 of 37 



ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

GABAPENTIN 

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

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

AB2 
AB2 

CAPSULE;ORAL 
GABAPENTIN 

ANDA REPOSITORY 

SENORES PHARMS 

STALLION LABS 

TABLET;ORAL 
GABAPENTIN 

@ ALLIED 
@ 

SCIEGEN PHARMS INC 

@ SENORES PHARMS 
@ 

100MG 
300MG 
400MG 
100MG 
300MG 
400MG 
100MG 
300MG 
400MG 

600MG 
800MG 
300MG 
600MG 
600MG 
800MG 

A 219319 
A 219319 
A 219319 
A 219319 
A 219319 
A 219319 
A 219319 
A 219319 
A 219319 

A 076877 
A 076877 
A 218491 
A 218491 
A 076877 
A 076877 

001 
002 
003 
001 
002 
003 
001 
002 
003 

001 
002 
001 
002 
001 
002 

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025 

Jul 06, 2006 
Jul 06, 2006 
Sep 19, 2025

Sep 19, 2025

Jul 06, 2006 
Jul 06, 2006 

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 
CAHN 
NEWA 
NEWA 
CAHN 
CAHN 

GATIFLOXACIN 

>D> 
>A> AT 

SOLUTION/DROPS;OPHTHALMIC

GATIFLOXACIN 
@ CAPLIN 0.5% 

0.5% 
A 213542 
A 213542 

001 
001 

Nov 03, 2021 
Nov 03, 2021 

Sep

Sep 
CMFD 
CMFD 

GEMCITABINE HYDROCHLORIDE 
>A> 
>A> 
>A> 

SYSTEM;INTRAVESICAL 
INLEXZO 

+! JANSSEN BIOTECH EQ 225MG BASE N 219683 001 Sep 09, 2025 Sep NEWA 

GENTAMICIN SULFATE 

>A> 
>D> 

SOLUTION/DROPS;OPHTHALMIC

GENTAK 
@ PHARMOBEDIENT 
@ RENOVA PHARMS 

EQ 0.3% BASE 
EQ 0.3% BASE 

A 064163 
A 064163 

001 
001 

Oct 12, 2001 
Oct 12, 2001 

Sep

Sep 
CAHN 
CAHN 

GEPIRONE HYDROCHLORIDE 

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

TABLET, EXTENDED RELEASE;ORAL 
EXXUA 

+ @ FABRE KRAMER 
+! 
+ @ 
+ 
+ @ 
+ 
+ @ 
+! 

EQ 18.2MG BASE 
EQ 18.2MG BASE 
EQ 36.3MG BASE 
EQ 36.3MG BASE 
EQ 54.5MG BASE 
EQ 54.5MG BASE 
EQ 72.6MG BASE 
EQ 72.6MG BASE 

N 021164 
N 021164 
N 021164 
N 021164 
N 021164 
N 021164 
N 021164 
N 021164 

001 
001 
002 
002 
003 
003 
004 
004 

Sep 22, 2023

Sep 22, 2023

Sep 22, 2023

Sep 22, 2023

Sep 22, 2023

Sep 22, 2023

Sep 22, 2023

Sep 22, 2023 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 

GLIMEPIRIDE 

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

TABLET;ORAL 
GLIMEPIRIDE 

@ ANDA REPOSITORY 
@ 
@ 
@ NORVIUM BIOSCIENCE 
@ 
@ 
@ QUAGEN 
@ 
@ 
@ TEVA 
@ 
@ 

1MG 
2MG 
4MG 
1MG 
2MG 
4MG 
1MG 
2MG 
4MG 
1MG 
2MG 
4MG 

A 076802 
A 076802 
A 076802 
A 077624 
A 077624 
A 077624 
A 077624 
A 077624 
A 077624 
A 076802 
A 076802 
A 076802 

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

Oct 06, 2005 
Oct 06, 2005 
Oct 06, 2005 
Nov 28, 2005 
Nov 28, 2005 
Nov 28, 2005 
Nov 28, 2005 
Nov 28, 2005 
Nov 28, 2005 
Oct 06, 2005 
Oct 06, 2005 
Oct 06, 2005 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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>D> 
>D> 
>D> 
>A> 
>A> 
>A> 

GLIPIZIDE; METFORMIN HYDROCHLORIDE 
TABLET;ORAL 
GLIPIZIDE AND METFORMIN HYDROCHLORIDE 

@ ESJAY PHARMA 2.5MG;250MG 
@ 2.5MG;500MG 
@ 5MG;500MG 
@ NOVITIUM PHARMA 2.5MG;250MG 
@ 2.5MG;500MG 
@ 5MG;500MG 

A 078083 
A 078083 
A 078083 
A 078083 
A 078083 
A 078083 

001 
002 
003 
001 
002 
003 

Apr 12, 2007

Apr 12, 2007

Apr 12, 2007

Apr 12, 2007

Apr 12, 2007

Apr 12, 2007 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

GLUCAGON 

>A> AP 

INJECTABLE;INJECTION 
GLUCAGON 

CIPLA 1MG/VIAL A 218813 001 Sep 15, 2025 Sep NEWA 

GLYCOPYRROLATE 

>D> 
>A> 

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

AA 
AA 

AA 
AA 
AA 
AA 

SOLUTION;ORAL 
GLYCOPYRROLATE 

SAPTALIS PHARMS 
SCIEGEN PHARMS INC 

TABLET;ORAL 
GLYCOPYRROLATE 

ADAPTIS 

REGCON HOLDINGS 

1MG/5ML

1MG/5ML 

1MG 
2MG 
1MG 
2MG 

A 216297 
A 216297 

A 091182 
A 091182 
A 091182 
A 091182 

001 
001 

001 
002 
001 
002 

Oct 07, 2024 
Oct 07, 2024 

Feb 03, 2014 
Feb 03, 2014 
Feb 03, 2014 
Feb 03, 2014 

Sep

Sep 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 
CAHN 
CAHN 

>D> 

>A> 

AT 

AT 

GRAMICIDIN; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 
SOLUTION/DROPS;OPHTHALMIC

NEOMYCIN AND POLYMYXIN B SULFATES AND GRAMICIDIN 
SAPTALIS PHARMS 0.025MG/ML;EQ 1.75MG

BASE/ML;10,000 UNITS/ML

SCIEGEN PHARMS INC 0.025MG/ML;EQ 1.75MG

BASE/ML;10,000 UNITS/ML 

A 065187 

A 065187 

001 

001 

Oct 28, 2005 

Oct 28, 2005 

Sep 

Sep 

CAHN 

CAHN 

HEPARIN SODIUM 

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

>A> 
>D> 

AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 

AP 
AP 

INJECTABLE;INJECTION 
HEPARIN SODIUM 

EMERGE BIOSCIENCE 

NANJING KING-FRIEND 

HEPARIN SODIUM PRESERVATIVE FREE 
EMERGE BIOSCIENCE 
NANJING KING-FRIEND 

1,000 UNITS/ML

1,000 UNITS/ML

5,000 UNITS/ML

5,000 UNITS/ML

10,000 UNITS/ML

20,000 UNITS/ML

1,000 UNITS/ML

1,000 UNITS/ML

5,000 UNITS/ML

5,000 UNITS/ML

10,000 UNITS/ML

20,000 UNITS/ML 

10,000 UNITS/ML

10,000 UNITS/ML 

A 211005 
A 211007 
A 211007 
A 212061 
A 211007 
A 211004 
A 211005 
A 211007 
A 211007 
A 212061 
A 211007 
A 211004 

A 212060 
A 212060 

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

001 
001 

Dec 14, 2018 
May 28, 2019

May 28, 2019

Jul 15, 2020 
May 28, 2019

Feb 24, 2020 
Dec 14, 2018 
May 28, 2019

May 28, 2019

Jul 15, 2020 
May 28, 2019

Feb 24, 2020 

Apr 02, 2020

Apr 02, 2020 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CAHN 
CAHN 

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

HOMATROPINE METHYLBROMIDE; HYDROCODONE BITARTRATE 
SYRUP;ORAL 
HYDROCODONE BITARTRATE AND HOMATROPINE METHYLBROMIDE 

@ APOZEAL PHARMS 1.5MG/5ML;5MG/5ML

@ CHARTWELL 1.5MG/5ML;5MG/5ML

@ GENUS 1.5MG/5ML;5MG/5ML

@ SCIEGEN PHARMS INC 1.5MG/5ML;5MG/5ML 

A 204765 
A 040613 
A 040613 
A 204765 

001 
001 
001 
001 

Mar 06, 2017 
Feb 08, 2008 
Feb 08, 2008 
Mar 06, 2017 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

HYDRALAZINE HYDROCHLORIDE 

>D> 
>A> 

INJECTABLE;INJECTION 
HYDRALAZINE HYDROCHLORIDE 

@ ADRASTEA PHARMA 
@ PHARMOBEDIENT 

20MG/ML

20MG/ML 
A 203110 
A 203110 

001 
001 

Jun 29, 2015 
Jun 29, 2015 

Sep

Sep 
CAHN 
CAHN 
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HYDRALAZINE HYDROCHLORIDE; ISOSORBIDE DINITRATE 
TABLET;ORAL 
ISOSORBIDE DINITRATE AND HYDRALAZINE HYDROCHLORIDE 

>D> 
>A> 

AB 
AB 

I3 PHARMS 
MLV 

37.5MG;20MG 
37.5MG;20MG 

A 215988 
A 215988 

001 
001 

Jan 17, 2024 
Jan 17, 2024 

Sep

Sep 
CAHN 
CAHN 

HYDROCHLOROTHIAZIDE 
CAPSULE;ORAL 
HYDROCHLOROTHIAZIDE 

>D> 
>A> 

@ NORVIUM BIOSCIENCE 
@ QUAGEN 

12.5MG 
12.5MG 

A 075640 
A 075640 

001 
001 

Jan 28, 2000 
Jan 28, 2000 

Sep

Sep 
CAHN 
CAHN 

HYDROCHLOROTHIAZIDE; OLMESARTAN MEDOXOMIL 
TABLET;ORAL 
OLMESARTAN MEDOXOMIL AND HYDROCHLOROTHIAZIDE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

HANGZHOU BINJIANG 

MSN 

ZHEJIANG NUODE 

12.5MG;20MG 
12.5MG;40MG 
25MG;40MG 
12.5MG;20MG 
12.5MG;40MG 
25MG;40MG 
12.5MG;20MG 
12.5MG;40MG 
25MG;40MG 

A 214427 
A 214427 
A 214427 
A 217398 
A 217398 
A 217398 
A 214427 
A 214427 
A 214427 

001 
002 
003 
001 
002 
003 
001 
002 
003 

Aug 20, 2025

Aug 20, 2025

Aug 20, 2025

Sep 26, 2025

Sep 26, 2025

Sep 26, 2025

Aug 20, 2025

Aug 20, 2025

Aug 20, 2025 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
NEWA 
NEWA 
NEWA 
CAHN 
CAHN 
CAHN 

>D> 
>A> 

HYDROCODONE BITARTRATE; PSEUDOEPHEDRINE HYDROCHLORIDE 
SOLUTION;ORAL 
HYDROCODONE BITARTRATE AND PSEUDOEPHEDRINE HYDROCHLORIDE 

@ APOZEAL PHARMS 5MG/5ML;60MG/5ML

@ SCIEGEN PHARMS INC 5MG/5ML;60MG/5ML 
A 206661 
A 206661 

001 
001 

Jan 23, 2019 
Jan 23, 2019 

Sep

Sep 
CAHN 
CAHN 

HYDROCORTISONE 

>D> 
>A> 

GEL;TOPICAL 
NUTRACORT 

@ HEALTHPOINT 
+ @ 

1% 
1% 

A 084698 
A 084698 

001 
001 

Jan 06, 1976 
Jan 06, 1976 

Sep

Sep 
CRLD 
CRLD 

>A> 

>D> 

>A> 

AT 

AT 

AT 

HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 
SUSPENSION/DROPS;OTIC

NEOMYCIN AND POLYMYXIN B SULFATES AND HYDROCORTISONE 
AMNEAL 1%;EQ 3.5MG BASE/ML;10,000 A 217735 

UNITS/ML

SAPTALIS PHARMS 1%;EQ 3.5MG BASE/ML;10,000 A 065219 
UNITS/ML

SCIEGEN PHARMS INC 1%;EQ 3.5MG BASE/ML;10,000 A 065219 
UNITS/ML 

001 

001 

001 

Sep 30, 2025 

May 01, 2006 

May 01, 2006 

Sep 

Sep 

Sep 

NEWA 

CAHN 

CAHN 

HYDROMORPHONE HYDROCHLORIDE 

>A> 
>D> 

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

SOLUTION;ORAL 
HYDROMORPHONE HYDROCHLORIDE 

@ CHARTWELL 
@ GENUS LIFESCIENCES 

TABLET;ORAL 
HYDROMORPHONE HYDROCHLORIDE 

@ CHARTWELL 
@ 
@ 
@ GENUS LIFESCIENCES 
@ 
@ 

5MG/5ML

5MG/5ML 

2MG 
4MG 
8MG 
2MG 
4MG 
8MG 

A 207108 
A 207108 

A 077471 
A 077471 
A 077471 
A 077471 
A 077471 
A 077471 

001 
001 

002 
003 
001 
002 
003 
001 

Apr 22, 2020

Apr 22, 2020 

Dec 09, 2009 
Dec 09, 2009 
Dec 09, 2009 
Dec 09, 2009 
Dec 09, 2009 
Dec 09, 2009 

Sep

Sep 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

HYDROXYUREA 
CAPSULE;ORAL 
DROXIA 

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

+ @ CHEPLAPHARM 
+ @ 
+ @ 
+ @ WAYLIS THERAP 
+ @ 
+ @ 

200MG 
300MG 
400MG 
200MG 
300MG 
400MG 

N 016295 
N 016295 
N 016295 
N 016295 
N 016295 
N 016295 

002 
003 
004 
002 
003 
004 

Feb 25, 1998 
Feb 25, 1998 
Feb 25, 1998 
Feb 25, 1998 
Feb 25, 1998 
Feb 25, 1998 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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HYDROXYUREA 
CAPSULE;ORAL 
HYDREA 

>D> 
>A> 

AB 
AB 

+! 
+! 

CHEPLAPHARM 
WAYLIS THERAP 

500MG 
500MG 

N 016295 
N 016295 

001 
001 

Dec 07, 1967 
Dec 07, 1967 

Sep

Sep 
CAHN 
CAHN 

HYDROXYZINE HYDROCHLORIDE 
TABLET;ORAL 
HYDROXYZINE HYDROCHLORIDE 

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

@ APPCO 
@ 
@ 
@ SOMERSET THERAPS LLC 
@ 
@ 

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

A 040812 
A 040812 
A 040812 
A 040812 
A 040812 
A 040812 

001 
002 
003 
001 
002 
003 

Mar 12, 2008 
Mar 12, 2008 
Mar 12, 2008 
Mar 12, 2008 
Mar 12, 2008 
Mar 12, 2008 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

ICOSAPENT ETHYL 
CAPSULE;ORAL 
ICOSAPENT ETHYL 

>A> 
>D> 

AB 
AB 

PHARMOBEDIENT 
SPRIASO LLC 

1GM 
1GM 

A 218994 
A 218994 

001 
001 

Dec 20, 2024 
Dec 20, 2024 

Sep

Sep 
CAHN 
CAHN 

>A> IMLUNESTRANT TOSYLATE 
>A> 
>A> 

TABLET;ORAL 
INLURIYO 

>A> +! ELI LILLY AND CO EQ 200MG BASE N 218881 001 Sep 25, 2025 Sep NEWA 

IRBESARTAN 
TABLET;ORAL 
IRBESARTAN 

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

@ APPCO 
@ 
@ 
@ YILING 
@ 
@ 

75MG 
150MG 
300MG 
75MG 
150MG 
300MG 

A 200461 
A 200461 
A 200461 
A 200461 
A 200461 
A 200461 

001 
002 
003 
001 
002 
003 

Sep 27, 2012

Sep 27, 2012

Sep 27, 2012

Sep 27, 2012

Sep 27, 2012

Sep 27, 2012 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

IRINOTECAN HYDROCHLORIDE 
INJECTABLE;INJECTION 
IRINOTECAN HYDROCHLORIDE 

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

AP 

AP 

HENGRUI PHARMA 
@ 

@ 

40MG/2ML (20MG/ML)

40MG/2ML (20MG/ML)

100MG/5ML (20MG/ML)

100MG/5ML (20MG/ML) 

A 090675 
A 090675 
A 090675 
A 090675 

002 
002 
001 
001 

Dec 16, 2011 
Dec 16, 2011 
Dec 16, 2011 
Dec 16, 2011 

Sep

Sep

Sep

Sep 

DISC 
DISC 
DISC 
DISC 

ISOTRETINOIN 
CAPSULE;ORAL 
ISOTRETINOIN 

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

AB2 
AB2 
AB2 
AB2 
AB2 
AB2 

AMNEAL PHARMS NY 10MG 
20MG 
25MG 
30MG 
35MG 
40MG 

A 216097 
A 216097 
A 216097 
A 216097 
A 216097 
A 216097 

001 
002 
003 
004 
005 
006 

Oct 07, 2025 
Oct 07, 2025 
Oct 07, 2025 
Oct 07, 2025 
Oct 07, 2025 
Oct 07, 2025 

Sep

Sep

Sep

Sep

Sep

Sep 

NEWA 
NEWA 
NEWA 
NEWA 
NEWA 
NEWA 

KETAMINE HYDROCHLORIDE 
INJECTABLE;INJECTION 
KETAMINE HYDROCHLORIDE 

>A> 
>D> 

AP 
AP 

CAPLIN 
PHARMATHER 

SOLUTION;INTRAMUSCULAR, INTRAVENOUS 
KETAMINE HYDROCHLORIDE 

EQ 10MG BASE/ML

EQ 10MG BASE/ML 
A 217858 
A 217858 

001 
001 

Aug 07, 2025

Aug 07, 2025 
Sep

Sep 
CAHN 
CAHN 

>A> ! BAXTER HLTHCARE CORP EQ 100MG BASE/10ML (EQ

10MG BASE/ML) 
A 219684 001 Sep 17, 2025 Sep NEWA 

KETOCONAZOLE 
CREAM;TOPICAL 
KETOCONAZOLE 

>D> 
>A> 
>A> 

AB 
AB 
AB 

! 
ENCUBE 

PADAGIS US 

2% 
2% 
2% 

A 212443 
A 212443 
A 215185 

001 
001 
001 

May 20, 2021

May 20, 2021

Nov 17, 2021 

Sep

Sep

Sep 

CHRS 
CHRS 
CAHN 
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KETOCONAZOLE 
CREAM;TOPICAL 
KETOCONAZOLE 

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

AB 
AB 
AB 
AB 

! TEVA 

TP ANDA HOLDINGS 
TRUPHARMA 

2% 
2% 
2% 
2% 

A 075581 
A 075581 
A 215185 
A 215185 

001 
001 
001 
001 

Apr 25, 2000

Apr 25, 2000

Nov 17, 2021 
Nov 17, 2021 

Sep

Sep

Sep

Sep 

CHRS 
CHRS 
CAHN 
CAHN 

LABETALOL HYDROCHLORIDE 

>A> 

>A> 
>A> 
>A> 

AP 

AB 
AB 
AB 

INJECTABLE;INJECTION 
LABETALOL HYDROCHLORIDE 

AMNEAL 
TABLET;ORAL 
LABETALOL HYDROCHLORIDE 

MACLEODS PHARMS LTD 

5MG/ML 

100MG 
200MG 
300MG 

A 218870 

A 217949 
A 217949 
A 217949 

001 

001 
002 
003 

Oct 02, 2025 

Sep 23, 2025

Sep 23, 2025

Sep 23, 2025 

Sep 

Sep

Sep

Sep 

NEWA 

NEWA 
NEWA 
NEWA 

LACOSAMIDE 

>A> 
>D> 

AA 
AA 

SOLUTION;ORAL 
LACOSAMIDE 

KANCHAN HLTHCARE 
MEDLEY PHARMS 

10MG/ML

10MG/ML 
A 216461 
A 216461 

001 
001 

Feb 06, 2023 
Feb 06, 2023 

Sep

Sep 
CAHN 
CAHN 

LACTULOSE 

>D> 
>A> 

AA 
AA 

SOLUTION;ORAL, RECTAL 
LACTULOSE 

APOZEAL PHARMS 
SCIEGEN PHARMS INC 

10GM/15ML

10GM/15ML 
A 203762 
A 203762 

001 
001 

Mar 27, 2015 
Mar 27, 2015 

Sep

Sep 
CAHN 
CAHN 

LAMOTRIGINE 
>A> 
>A> 
>A> 

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

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

AB 

AB 

AB 

AB 

AB 

AB 

AB 
AB 
AB 
AB 

SUSPENSION;ORAL 
SUBVENITE 

+! OWP PHARMS 
TABLET, EXTENDED RELEASE;ORAL 
LAMOTRIGINE 

@ PH HEALTH 

@ 

@ 

@ 

@ 

@ 

TABLET, ORALLY DISINTEGRATING;ORAL 
LAMOTRIGINE 

TARO 

10MG/ML 

25MG 
25MG 
50MG 
50MG 
100MG 
100MG 
200MG 
200MG 
250MG 
250MG 
300MG 
300MG 

25MG 
50MG 
100MG 
200MG 

N 218879 

A 201374 
A 201374 
A 201374 
A 201374 
A 201374 
A 201374 
A 201374 
A 201374 
A 201374 
A 201374 
A 201374 
A 201374 

A 219677 
A 219677 
A 219677 
A 219677 

001 

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

001 
002 
003 
004 

Sep 16, 2025 

Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 
Dec 26, 2012 

Oct 07, 2025 
Oct 07, 2025 
Oct 07, 2025 
Oct 07, 2025 

Sep 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep

Sep

Sep 

NEWA 

CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 

NEWA 
NEWA 
NEWA 
NEWA 

LENALIDOMIDE 

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

AB 
AB 
AB 
AB 
AB 
AB 

CAPSULE;ORAL 
LENALIDOMIDE 

LUPIN LTD 2.5MG 
5MG 
10MG 
15MG 
20MG 
25MG 

A 214398 
A 214398 
A 214398 
A 214398 
A 214398 
A 214398 

001 
002 
003 
004 
005 
006 

Sep 16, 2025

Sep 16, 2025

Sep 16, 2025

Sep 16, 2025

Sep 16, 2025

Sep 16, 2025 

Sep

Sep

Sep

Sep

Sep

Sep 

NEWA 
NEWA 
NEWA 
NEWA 
NEWA 
NEWA 
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LETROZOLE 

>A> 
>D> 

TABLET;ORAL 
LETROZOLE 

@ CARNEGIE 
@ RYAN LABS 

2.5MG 
2.5MG 

A 091191 
A 091191 

001 
001 

Jun 03, 2011 
Jun 03, 2011 

Sep

Sep 
CAHN 
CAHN 

LEVETIRACETAM 

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

AB 
AB 
AB 
AB 
AB 
AB 

TABLET;ORAL 
LEVETIRACETAM 

ANDA REPOSITORY 

SENORES PHARMS 

250MG 
500MG 
750MG 
250MG 
500MG 
750MG 

A 076920 
A 076920 
A 076920 
A 076920 
A 076920 
A 076920 

001 
002 
003 
001 
002 
003 

Jan 15, 2009 
Jan 15, 2009 
Jan 15, 2009 
Jan 15, 2009 
Jan 15, 2009 
Jan 15, 2009 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

LEVOFLOXACIN 

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

TABLET;ORAL 
LEVOFLOXACIN 

@ ANDA REPOSITORY 
@ 
@ 
@ CHARTWELL RX 
@ 
@ 

250MG 
500MG 
750MG 
250MG 
500MG 
750MG 

A 090367 
A 090367 
A 090367 
A 090367 
A 090367 
A 090367 

001 
002 
003 
001 
002 
003 

Jun 20, 2011 
Jun 20, 2011 
Jun 20, 2011 
Jun 20, 2011 
Jun 20, 2011 
Jun 20, 2011 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

LIDOCAINE 

>A> 
>D> 
>A> 

>A> 
>A> 

AB 
AB 
AB 

PATCH;TOPICAL 
LIDOCAINE 

ALKEM LABS LTD 
AVEVA 
DIFGEN PHARMS 

SYSTEM;TOPICAL 
BONDLIDO 

+! MEDRX USA 

5% 
1.8% 
1.8% 

10% 

A 216484 
A 217221 
A 217221 

N 215029 

001 
001 
001 

001 

Oct 06, 2025 
Mar 25, 2025 
Mar 25, 2025 

Sep 24, 2025 

Sep

Sep

Sep 

Sep 

NEWA 
CAHN 
CAHN 

NEWA 

LIDOCAINE HYDROCHLORIDE 

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

AP 
AP 
AP 
AP 
AP 
AP 
AP 
AP 

INJECTABLE;INJECTION 
LIDOCAINE HYDROCHLORIDE 

ANTHEA PHARMA 
NEOCUBES PHARMA 
SINTETICA US 

YILING 

1% 
1% 
1% 
2% 
4% 
1% 
2% 
4% 

A 219535 
A 219535 
A 214267 
A 214267 
A 214269 
A 214267 
A 214267 
A 214269 

001 
001 
001 
002 
001 
001 
002 
001 

Apr 02, 2025

Apr 02, 2025

Sep 19, 2022

Sep 19, 2022

May 05, 2022

Sep 19, 2022

Sep 19, 2022

May 05, 2022 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

>D> 
>A> 

LIDOCAINE; TETRACAINE 
CREAM;TOPICAL 
PLIAGLIS 

+ @ CRESCITA THERAP 
+! 

7%;7% 
7%;7% 

N 021717 
N 021717 

001 
001 

Jun 29, 2006 
Jun 29, 2006 

Sep

Sep 
CMFD 
CMFD 

LINAGLIPTIN 

>D> 
>A> AB 

TABLET;ORAL 
LINAGLIPTIN 

@ ZYDUS PHARMS 5MG 
5MG 

A 208448 
A 208448 

001 
001 

Mar 30, 2023 
Mar 30, 2023 

Sep

Sep 
CMFD 
CMFD 

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

AB 

AB 

AB 

LINAGLIPTIN; METFORMIN HYDROCHLORIDE 
TABLET;ORAL 
LINAGLIPTIN AND METFORMIN HYDROCHLORIDE 

@ ZYDUS PHARMS 2.5MG;500MG 
2.5MG;500MG 

@ 2.5MG;850MG 
2.5MG;850MG 

@ 2.5MG;1GM 
2.5MG;1GM 

A 208449 
A 208449 
A 208449 
A 208449 
A 208449 
A 208449 

001 
001 
002 
002 
003 
003 

Mar 30, 2023 
Mar 30, 2023 
Mar 30, 2023 
Mar 30, 2023 
Mar 30, 2023 
Mar 30, 2023 

Sep

Sep

Sep

Sep

Sep

Sep 

CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
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LOSARTAN POTASSIUM 
TABLET;ORAL 
LOSARTAN POTASSIUM 

>A> 
>A> 
>A> 

AB 
AB 
AB 

GRAVITI PHARMS 25MG 
50MG 
100MG 

A 219859 
A 219859 
A 219859 

001 
002 
003 

Sep 19, 2025

Sep 19, 2025

Sep 19, 2025 

Sep

Sep

Sep 

NEWA 
NEWA 
NEWA 

LOTEPREDNOL ETABONATE 

>D> 
>A> AB 

GEL;OPHTHALMIC 
LOTEPREDNOL ETABONATE 

@ HIKMA 0.5% 
0.5% 

A 213956 
A 213956 

001 
001 

Nov 29, 2023 
Nov 29, 2023 

Sep

Sep 
CMFD 
CMFD 

LUBIPROSTONE 

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

AB 

AB 

CAPSULE;ORAL 
LUBIPROSTONE 

AMNEAL 
@ 

@ 

8MCG 
8MCG 
24MCG 
24MCG 

A 209450 
A 209450 
A 209450 
A 209450 

001 
001 
002 
002 

Nov 30, 2021 
Nov 30, 2021 
Nov 30, 2021 
Nov 30, 2021 

Sep

Sep

Sep

Sep 

DISC 
DISC 
DISC 
DISC 

MECLIZINE HYDROCHLORIDE 
TABLET;ORAL 
MECLIZINE HYDROCHLORIDE 

>D> 
>A> 

AA 
AA 

ALLIED 
SCIEGEN PHARMS INC 

25MG 
25MG 

A 084092 
A 084092 

003 
003 

May 22, 1989

May 22, 1989 
Sep

Sep 
CAHN 
CAHN 

>D> 
>A> 

AB 

MEFLOQUINE HYDROCHLORIDE 
TABLET;ORAL 
MEFLOQUINE HYDROCHLORIDE 

HIKMA 
@ 

250MG 
250MG 

A 076523 
A 076523 

001 
001 

Oct 01, 2004 
Oct 01, 2004 

Sep

Sep 
DISC 
DISC 

MELPHALAN HYDROCHLORIDE 
INJECTABLE;INJECTION 
MELPHALAN HYDROCHLORIDE 

>D> 
>A> 

AP NOVAST LABS 
@ 

EQ 50MG BASE/VIAL

EQ 50MG BASE/VIAL 
A 210947 
A 210947 

001 
001 

Feb 18, 2020 
Feb 18, 2020 

Sep

Sep 
DISC 
DISC 

MEMANTINE HYDROCHLORIDE 
CAPSULE, EXTENDED RELEASE;ORAL 
MEMANTINE HYDROCHLORIDE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

VITRUVIAS 

XIAMEN LP PHARM CO 

SOLUTION;ORAL 
MEMANTINE HYDROCHLORIDE 

7MG 
14MG 
21MG 
28MG 
7MG 
14MG 
21MG 
28MG 

A 213985 
A 213985 
A 213985 
A 213985 
A 213985 
A 213985 
A 213985 
A 213985 

001 
002 
004 
003 
001 
002 
004 
003 

Oct 11, 2022 
Oct 11, 2022 
Feb 06, 2024 
Oct 11, 2022 
Oct 11, 2022 
Oct 11, 2022 
Feb 06, 2024 
Oct 11, 2022 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

>D> 
>A> 

@ APOZEAL PHARMS 
@ SCIEGEN PHARMS INC 

TABLET;ORAL 
MEMANTINE HYDROCHLORIDE 

2MG/ML

2MG/ML 
A 205446 
A 205446 

001 
001 

Dec 07, 2015 
Dec 07, 2015 

Sep

Sep 
CAHN 
CAHN 

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

AB 
AB 
AB 
AB 

RENATA 

SOMERSET THERAPS LLC 

5MG 
10MG 
5MG 
10MG 

A 209527 
A 209527 
A 209527 
A 209527 

001 
002 
001 
002 

May 07, 2018

May 07, 2018

May 07, 2018

May 07, 2018 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

MESALAMINE 

>D> 
>A> 

>D> 
>A> 

AB 
AB 

AB 
AB 

CAPSULE, EXTENDED RELEASE;ORAL 
MESALAMINE 

NOVAST LABS 

SUPPOSITORY;RECTAL 
MESALAMINE 

NORVIUM BIOSCIENCE 
QUAGEN 

375MG 
375MG 

1GM 
1GM 

A 218410 
A 218410 

A 204354 
A 204354 

001 
001 

001 
001 

Aug 22, 2024

Aug 22, 2024 

Nov 24, 2015 
Nov 24, 2015 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 
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METAPROTERENOL SULFATE 

>A> 
>D> 

SYRUP;ORAL 
METAPROTERENOL SULFATE 

! CHARTWELL 
! GENUS LIFESCIENCES 

10MG/5ML

10MG/5ML 
A 073632 
A 073632 

001 
001 

Jul 22, 1992 
Jul 22, 1992 

Sep

Sep 
CAHN 
CAHN 

METAXALONE 

>D> 
>A> 

TABLET;ORAL 
METAXALONE 

@ INGENUS PHARMS LLC 
@ NOVAST LABS 

800MG 
800MG 

A 213836 
A 213836 

001 
001 

Oct 21, 2020 
Oct 21, 2020 

Sep

Sep 
CAHN 
CAHN 

METFORMIN HYDROCHLORIDE 

>D> 
>A> 

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

AB 

AB 
AB 
AB 
AB 
AB 
AB 

TABLET, EXTENDED RELEASE;ORAL 
METFORMIN HYDROCHLORIDE 

SUN PHARM INDS (IN)

@ 
TABLET;ORAL 
METFORMIN HYDROCHLORIDE 

ANDA REPOSITORY 

ATLAS PHARMS LLC 

750MG 
750MG 

500MG 
850MG 
1GM 
500MG 
850MG 
1GM 

A 077336 
A 077336 

A 076033 
A 076033 
A 076033 
A 076033 
A 076033 
A 076033 

002 
002 

001 
002 
003 
001 
002 
003 

Feb 09, 2006 
Feb 09, 2006 

Jan 24, 2002 
Jan 24, 2002 
Jan 24, 2002 
Jan 24, 2002 
Jan 24, 2002 
Jan 24, 2002 

Sep

Sep 

Sep

Sep

Sep

Sep

Sep

Sep 

DISC 
DISC 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

METHAZOLAMIDE 

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

AB 
AB 
AB 
AB 

TABLET;ORAL 
METHAZOLAMIDE 

ANDA REPOSITORY 
! 

MIKART 
! 

25MG 
50MG 
25MG 
50MG 

A 040062 
A 040062 
A 040062 
A 040062 

001 
002 
001 
002 

Jan 27, 1994 
Jan 27, 1994 
Jan 27, 1994 
Jan 27, 1994 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

METHOCARBAMOL 

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

AA 
AA 
AA 
AA 

TABLET;ORAL 
METHOCARBAMOL 

HLTHCARE 

PHARMOBEDIENT 

500MG 
750MG 
500MG 
750MG 

A 203550 
A 203550 
A 203550 
A 203550 

001 
002 
001 
002 

Feb 08, 2017 
Feb 08, 2017 
Feb 08, 2017 
Feb 08, 2017 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

METHYLPHENIDATE HYDROCHLORIDE 

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

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

AA 
AA 
AA 
AA 

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

SOLUTION;ORAL 
METHYLPHENIDATE HYDROCHLORIDE 

HIBROW HLTHCARE 

WES PHARMA INC 

TABLET, EXTENDED RELEASE;ORAL 
METHYLPHENIDATE HYDROCHLORIDE 

DR REDDYS 

GRANULES 

5MG/5ML

10MG/5ML

5MG/5ML

10MG/5ML 

18MG 
27MG 
36MG 
54MG 
18MG 
27MG 
36MG 
54MG 

A 210139 
A 210139 
A 210139 
A 210139 

A 213473 
A 213473 
A 213473 
A 213473 
A 213473 
A 213473 
A 213473 
A 213473 

001 
002 
001 
002 

001 
002 
003 
004 
001 
002 
003 
004 

Oct 03, 2018 
Oct 03, 2018 
Oct 03, 2018 
Oct 03, 2018 

Jul 29, 2020 
Jul 29, 2020 
Jul 29, 2020 
Jul 29, 2020 
Jul 29, 2020 
Jul 29, 2020 
Jul 29, 2020 
Jul 29, 2020 

Sep

Sep

Sep

Sep 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

METRONIDAZOLE 

>D> 
>A> 

AB 
AB 

GEL;VAGINAL 
METRONIDAZOLE 

SAPTALIS PHARMS 
SCIEGEN PHARMS INC 

0.75% 
0.75% 

A 216750 
A 216750 

001 
001 

Dec 31, 2024 
Dec 31, 2024 

Sep

Sep 
CAHN 
CAHN 

Page 21 of 37 



ADDITIONS/DELETIONS FOR PRESCRIPTION DRUG PRODUCT LIST 

METYROSINE 

>D> 
>A> 

AB 
AB 

CAPSULE;ORAL 
METYROSINE 

CEROVENE INC 
DR REDDYS LABS SA 

250MG 
250MG 

A 218620 
A 218620 

001 
001 

Apr 09, 2025

Apr 09, 2025 
Sep

Sep 
CAHN 
CAHN 

MIFEPRISTONE 

>A> AB 

TABLET;ORAL 
MIFEPRISTONE 

EVITA SOLUTIONS 200MG A 216616 001 Sep 30, 2025 Sep NEWA 

MILNACIPRAN HYDROCHLORIDE 

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

TABLET;ORAL 
MILNACIPRAN HYDROCHLORIDE 

@ BRECKENRIDGE 
@ 
@ 
@ 
@ CENTAUR PHARMS PVT 
@ 
@ 
@ 
@ FIRST TIME US 
@ 
@ 
@ 

12.5MG 
25MG 
50MG 
100MG 
12.5MG 
25MG 
50MG 
100MG 
12.5MG 
25MG 
50MG 
100MG 

A 205071 
A 205071 
A 205071 
A 205071 
A 205071 
A 205071 
A 205071 
A 205071 
A 205071 
A 205071 
A 205071 
A 205071 

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

Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 
Jan 27, 2016 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

MIRABEGRON 

>A> 
>A> 

AB 
AB 

TABLET, EXTENDED RELEASE;ORAL 
MIRABEGRON 

ASCENT PHARMS INC 25MG 
50MG 

A 218172 
A 218172 

001 
002 

Sep 24, 2025

Sep 24, 2025 
Sep

Sep 
NEWA 
NEWA 

MIRTAZAPINE 

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

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

AB 
AB 
AB 
AB 
AB 
AB 

AB 
AB 
AB 
AB 

TABLET, ORALLY DISINTEGRATING;ORAL 
MIRTAZAPINE 

ACME LABS 

SQUARE PHARMS 

TABLET;ORAL 
MIRTAZAPINE 

ANNORA PHARMA 

15MG 
30MG 
45MG 
15MG 
30MG 
45MG 

7.5MG 
15MG 
30MG 
45MG 

A 205798 
A 205798 
A 205798 
A 205798 
A 205798 
A 205798 

A 219721 
A 219721 
A 219721 
A 219721 

001 
002 
003 
001 
002 
003 

001 
002 
003 
004 

Jun 01, 2017 
Jun 01, 2017 
Jun 01, 2017 
Jun 01, 2017 
Jun 01, 2017 
Jun 01, 2017 

Oct 02, 2025 
Oct 02, 2025 
Oct 02, 2025 
Oct 02, 2025 

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

NEWA 
NEWA 
NEWA 
NEWA 

MOMETASONE FUROATE 

>A> 
>D> 

LOTION;TOPICAL 
MOMETASONE FUROATE 

@ SUN PHARMA CANADA 
@ TARO 

0.1% 
0.1% 

A 076788 
A 076788 

001 
001 

Mar 15, 2006 
Mar 15, 2006 

Sep

Sep 
CAHN 
CAHN 

MONTELUKAST SODIUM 

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

>A> 
>D> 

AB 
AB 
AB 
AB 

AB 

TABLET, CHEWABLE;ORAL 
MONTELUKAST SODIUM 

@ NEW HEIGHTSRX 
@ 
@ PHARMACO 
@ 

PHARMOBEDIENT 

UNIMARK REMEDIES LTD 

TABLET;ORAL 
MONTELUKAST SODIUM 

PHARMOBEDIENT 
@ SANDOZ INC 

EQ 4MG BASE 
EQ 5MG BASE 
EQ 4MG BASE 
EQ 5MG BASE 
EQ 4MG BASE 
EQ 5MG BASE 
EQ 4MG BASE 
EQ 5MG BASE 

EQ 10MG BASE 
EQ 10MG BASE 

A 091588 
A 091588 
A 091588 
A 091588 
A 203037 
A 203037 
A 203037 
A 203037 

A 202859 
A 200889 

001 
002 
001 
002 
001 
002 
001 
002 

001 
001 

Aug 03, 2012

Aug 03, 2012

Aug 03, 2012

Aug 03, 2012

Oct 30, 2014 
Oct 30, 2014 
Oct 30, 2014 
Oct 30, 2014 

Oct 30, 2014 
Aug 03, 2012 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CAHN 
CMFD 
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MONTELUKAST SODIUM 
TABLET;ORAL 
MONTELUKAST SODIUM 

>A> 
>D> 

AB 
AB UNIMARK REMEDIES LTD 

EQ 10MG BASE 
EQ 10MG BASE 

A 200889 
A 202859 

001 
001 

Aug 03, 2012

Oct 30, 2014 
Sep

Sep 
CMFD 
CAHN 

MORPHINE SULFATE 
CAPSULE, EXTENDED RELEASE;ORAL 
MORPHINE SULFATE 

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

@ 
@ 
@ 
@ 
@ 
@ 
@ 
@ 
@ 
@ 
@ 
@ 

ANDA REPOSITORY 

NORTEC DEV ASSOC 

20MG 
30MG 
50MG 
60MG 
80MG 
100MG 
20MG 
30MG 
50MG 
60MG 
80MG 
100MG 

A 203158 
A 203158 
A 203158 
A 203158 
A 203158 
A 203158 
A 203158 
A 203158 
A 203158 
A 203158 
A 203158 
A 203158 

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

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021

Aug 04, 2021 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

MOXIFLOXACIN HYDROCHLORIDE 
SOLUTION/DROPS;OPHTHALMIC

MOXIFLOXACIN HYDROCHLORIDE 
>D> 
>A> 

AT1 
AT1 

ADAPTIS 
REGCON HOLDINGS 

TABLET;ORAL 
MOXIFLOXACIN HYDROCHLORIDE 

EQ 0.5% BASE 
EQ 0.5% BASE 

A 202525 
A 202525 

001 
001 

Mar 06, 2015 
Mar 06, 2015 

Sep

Sep 
CAHN 
CAHN 

>D> 
>A> AB 

@ TORRENT EQ 400MG BASE 
EQ 400MG BASE 

A 200160 
A 200160 

001 
001 

Apr 03, 2014

Apr 03, 2014 
Sep

Sep 
CMFD 
CMFD 

MUPIROCIN 
OINTMENT;TOPICAL 
MUPIROCIN 

>A> 
>D> 

AB 
AB 

SUN PHARMA CANADA 
TARO 

2% 
2% 

A 065170 
A 065170 

001 
001 

Sep 23, 2005

Sep 23, 2005 
Sep

Sep 
CAHN 
CAHN 

NALMEFENE HYDROCHLORIDE 

>D> 

>A> 

SOLUTION;INTRAMUSCULAR, SUBCUTANEOUS 
ZURNAI (AUTOINJECTOR)

+ @ PURDUE PHARMA LP 

+! 

EQ 1.5MG BASE/0.5ML (EQ

1.5MG BASE/0.5ML)

EQ 1.5MG BASE/0.5ML (EQ

1.5MG BASE/0.5ML) 

N 218590 

N 218590 

001 

001 

Aug 07, 2024 

Aug 07, 2024 

Sep 

Sep 

CMFD 

CMFD 

NALOXEGOL OXALATE 
TABLET;ORAL 
MOVANTIK 

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

+ 
+! 
+ 
+! 

AVERITAS 

VALINOR 

EQ 12.5MG BASE 
EQ 25MG BASE 
EQ 12.5MG BASE 
EQ 25MG BASE 

N 204760 
N 204760 
N 204760 
N 204760 

001 
002 
001 
002 

Sep 16, 2014

Sep 16, 2014

Sep 16, 2014

Sep 16, 2014 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

NAPROXEN 
SUSPENSION;ORAL 
NAPROXEN 

>A> AB AUROBINDO PHARMA 25MG/ML A 216504 001 Oct 03, 2025 Sep NEWA 

NEOMYCIN SULFATE 
TABLET;ORAL 
NEOMYCIN SULFATE 

>A> 
>D> 

AA 
AA 

AARXION ANDA HLDING 
ADRASTEA PHARMA 

500MG 
500MG 

A 065220 
A 065220 

001 
001 

Jul 28, 2006 
Jul 28, 2006 

Sep

Sep 
CAHN 
CAHN 

NEOSTIGMINE METHYLSULFATE 
SOLUTION;INTRAVENOUS 
NEOSTIGMINE METHYLSULFATE 

>D> 
>D> 
>A> 

AP 
AP 
AP 

ADAPTIS 

REGCON HOLDINGS 

5MG/10ML (0.5MG/ML)

10MG/10ML (1MG/ML)

5MG/10ML (0.5MG/ML) 

A 210652 
A 210652 
A 210652 

001 
002 
001 

Oct 01, 2021 
Oct 01, 2021 
Oct 01, 2021 

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
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NEOSTIGMINE METHYLSULFATE 

>A> AP 

SOLUTION;INTRAVENOUS 
NEOSTIGMINE METHYLSULFATE 

10MG/10ML (1MG/ML) A 210652 002 Oct 01, 2021 Sep CAHN 

NEVIRAPINE 

>D> 
>A> 

TABLET;ORAL 
NEVIRAPINE 

@ NORVIUM BIOSCIENCE 
@ PHARMOBEDIENT 

200MG 
200MG 

A 078864 
A 078864 

001 
001 

May 22, 2012

May 22, 2012 
Sep

Sep 
CAHN 
CAHN 

NIACIN 

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

AB 

AB 

AB 

TABLET, EXTENDED RELEASE;ORAL 
NIACIN 

ZYDUS PHARMS 
@ 

@ 

@ 

500MG 
500MG 
750MG 
750MG 
1GM 
1GM 

A 203285 
A 203285 
A 203285 
A 203285 
A 203285 
A 203285 

001 
001 
002 
002 
003 
003 

Apr 28, 2025

Apr 28, 2025

Apr 28, 2025

Apr 28, 2025

Apr 28, 2025

Apr 28, 2025 

Sep

Sep

Sep

Sep

Sep

Sep 

DISC 
DISC 
DISC 
DISC 
DISC 
DISC 

NICARDIPINE HYDROCHLORIDE 

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

AB 
AB 
AB 
AB 

CAPSULE;ORAL 
NICARDIPINE HYDROCHLORIDE 

AMNEAL 

SKG PHARMA 

20MG 
30MG 
20MG 
30MG 

A 218202 
A 218202 
A 218202 
A 218202 

001 
002 
001 
002 

Apr 10, 2024

Apr 10, 2024

Apr 10, 2024

Apr 10, 2024 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

>A> 
>D> 

AB 
AB 

NITROFURANTOIN; NITROFURANTOIN, MACROCRYSTALLINE 
CAPSULE;ORAL 
NITROFURANTOIN (MONOHYDRATE/MACROCRYSTALS)

MICRO LABS 75MG;25MG 
OMSAV PHARMA 75MG;25MG 

A 217073 
A 217073 

001 
001 

Nov 03, 2023 
Nov 03, 2023 

Sep

Sep 
CAHN 
CAHN 

NYSTATIN 

>D> 
>A> 

>D> 
>A> 

AA 
AA 

POWDER;TOPICAL 
NYSTATIN 

@ ADRASTEA PHARMA 
@ PHARMOBEDIENT 

SUSPENSION;ORAL 
NYSTATIN 

! MEDLEY PHARMS 
! SENORES PHARMS 

100,000 UNITS/GM

100,000 UNITS/GM 

100,000 UNITS/ML

100,000 UNITS/ML 

A 065175 
A 065175 

A 214346 
A 214346 

001 
001 

001 
001 

Dec 17, 2004 
Dec 17, 2004 

Mar 10, 2022 
Mar 10, 2022 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 

OSELTAMIVIR PHOSPHATE 

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

>D> 
>A> 

AB 
AB 
AB 
AB 
AB 
AB 

AB 
AB 

CAPSULE;ORAL 
OSELTAMIVIR PHOSPHATE 

BEIJING JIALIN 

NANJING DAOQUN 

ZHEJIANG POLY PHARM 

FOR SUSPENSION;ORAL 
OSELTAMIVIR PHOSPHATE 

ORYZA 
PHARMOBEDIENT 

EQ 30MG BASE 
EQ 75MG BASE 
EQ 30MG BASE 
EQ 75MG BASE 
EQ 30MG BASE 
EQ 45MG BASE 

EQ 6MG BASE/ML

EQ 6MG BASE/ML 

A 217133 
A 217133 
A 217133 
A 217133 
A 218009 
A 218009 

A 217303 
A 217303 

001 
002 
001 
002 
002 
003 

001 
001 

Oct 30, 2024 
Oct 30, 2024 
Oct 30, 2024 
Oct 30, 2024 
Oct 02, 2025 
Oct 02, 2025 

Jul 02, 2024 
Jul 02, 2024 

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
NEWA 
NEWA 

CAHN 
CAHN 

OXYCODONE HYDROCHLORIDE 

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

AA 
AA 
AA 
AA 

SOLUTION;ORAL 
OXYCODONE HYDROCHLORIDE 

HIBROW HLTHCARE 

WES PHARMA INC 

5MG/5ML

100MG/5ML

5MG/5ML

100MG/5ML 

A 207511 
A 209897 
A 207511 
A 209897 

001 
001 
001 
001 

Nov 23, 2016 
Sep 06, 2017

Nov 23, 2016 
Sep 06, 2017 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
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PALIPERIDONE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

TABLET, EXTENDED RELEASE;ORAL 
PALIPERIDONE 

ESKAYEF 

EVEREST LIFESCIENCES 

1.5MG 
3MG 
6MG 
9MG 
1.5MG 
3MG 
6MG 
9MG 

A 218755 
A 218755 
A 218755 
A 218755 
A 218755 
A 218755 
A 218755 
A 218755 

001 
002 
003 
004 
001 
002 
003 
004 

Sep 04, 2025

Sep 04, 2025

Sep 04, 2025

Sep 04, 2025

Sep 04, 2025

Sep 04, 2025

Sep 04, 2025

Sep 04, 2025 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

PALONOSETRON HYDROCHLORIDE 

>D> 

>A> 

INJECTABLE;INTRAVENOUS 
PALONOSETRON HYDROCHLORIDE 

@ NOVAST LABS 

@ 

EQ 0.25MG BASE/5ML (EQ

0.05MG BASE/ML)

EQ 0.25MG BASE/5ML (EQ

0.05MG BASE/ML) 

A 208789 

A 208789 

001 

001 

May 22, 2020 

May 22, 2020 

Sep 

Sep 

CAHN 

CAHN 

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

PALTUSOTINE HYDROCHLORIDE 
TABLET;ORAL 
PALSONIFY 

+ CRINETICS 
+! 

EQ 20MG BASE 
EQ 30MG BASE 

N 219070 
N 219070 

001 
002 

Sep 25, 2025

Sep 25, 2025 
Sep

Sep 
NEWA 
NEWA 

PAROXETINE HYDROCHLORIDE 

>A> 
>A> 

AB 
AB 

TABLET, EXTENDED RELEASE;ORAL 
PAROXETINE HYDROCHLORIDE 

ALEMBIC EQ 25MG BASE 
EQ 37.5MG BASE 

A 217280 
A 217280 

001 
002 

Sep 24, 2025

Sep 24, 2025 
Sep

Sep 
NEWA 
NEWA 

PENICILLAMINE 

>D> 
>A> 

AB 

CAPSULE;ORAL 
PENICILLAMINE 

APOTEX 
@ 

250MG 
250MG 

A 213310 
A 213310 

001 
001 

Apr 28, 2020

Apr 28, 2020 
Sep

Sep 
DISC 
DISC 

PENTAMIDINE ISETHIONATE 

>A> 
>D> 

AP 
AP 

INJECTABLE;INJECTION 
PENTAMIDINE ISETHIONATE 

PHARMOBEDIENT 
XGEN PHARMS 

300MG/VIAL

300MG/VIAL 
A 206982 
A 206982 

001 
001 

Mar 17, 2022 
Mar 17, 2022 

Sep

Sep 
CAHN 
CAHN 

PENTOXIFYLLINE 

>A> 
>A> 
>D> 

AB 

AB 

TABLET, EXTENDED RELEASE;ORAL 
PENTOXIFYLLINE 

BAUSCH 
@ 

VALEANT PHARMS 

400MG 
400MG 
400MG 

A 075028 
A 075028 
A 075028 

001 
001 
001 

Jul 20, 1998 
Jul 20, 1998 
Jul 20, 1998 

Sep

Sep

Sep 

CAHN 
DISC 
CAHN 

PHENYLEPHRINE HYDROCHLORIDE 

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

AP1 
AP1 
AP1 
AP1 
AP1 
AP1 

SOLUTION;INTRAVENOUS 
PHENYLEPHRINE HYDROCHLORIDE 

MILLA PHARMS 

PROVEPHARM SAS 

10MG/ML (10MG/ML)

50MG/5ML (10MG/ML)

100MG/10ML (10MG/ML)

10MG/ML (10MG/ML)

50MG/5ML (10MG/ML)

100MG/10ML (10MG/ML) 

A 211081 
A 211081 
A 211081 
A 211081 
A 211081 
A 211081 

001 
002 
003 
001 
002 
003 

Jul 17, 2020 
Jul 17, 2020 
Jul 17, 2020 
Jul 17, 2020 
Jul 17, 2020 
Jul 17, 2020 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

PILOCARPINE HYDROCHLORIDE 

>A> 
>A> 
>A> 

AT 
AT 
AT 

SOLUTION;OPHTHALMIC 
PILOCARPINE HYDROCHLORIDE 

FDC LTD 1% 
2% 
4% 

A 217052 
A 217052 
A 217052 

001 
002 
003 

Oct 02, 2025 
Oct 02, 2025 
Oct 02, 2025 

Sep

Sep

Sep 

NEWA 
NEWA 
NEWA 
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PIPERACILLIN SODIUM; TAZOBACTAM SODIUM 
INJECTABLE;INJECTION 
PIPERACILLIN AND TAZOBACTAM 

>A> AP MILLA PHARMS EQ 2GM BASE/VIAL;EQ 250MG A 207847 001 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>A> AP EQ 3GM BASE/VIAL;EQ 375MG A 207847 002 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>A> AP EQ 36GM BASE/VIAL;EQ 4.5GM A 207848 002 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>A> AP EQ 4GM BASE/VIAL;EQ 500MG A 207847 003 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>A> AP EQ 12GM BASE/VIAL;EQ 1.5GM A 207848 001 May 11, 2018 Sep CAHN 
BASE/VIAL

>D> AP PROVEPHARM SAS EQ 2GM BASE/VIAL;EQ 250MG A 207847 001 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>D> AP EQ 3GM BASE/VIAL;EQ 375MG A 207847 002 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>D> AP EQ 36GM BASE/VIAL;EQ 4.5GM A 207848 002 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>D> AP EQ 4GM BASE/VIAL;EQ 500MG A 207847 003 Jan 13, 2017 Sep CAHN 
BASE/VIAL

>D> AP EQ 12GM BASE/VIAL;EQ 1.5GM A 207848 001 May 11, 2018 Sep CAHN 
BASE/VIAL 

POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE

ANHYDROUS 
FOR SOLUTION;ORAL 
COLYTE 

>D> @ NORVIUM BIOSCIENCE 120GM/PACKET;1.49GM/PACKET N 018983 005 Oct 26, 1984 Sep CAHN 
;3.36GM/PACKET;2.92GM/PACK

ET;11.36GM/PACKET 

>D> @ 227.1GM/PACKET;2.82GM/PACK N 018983 004 Oct 26, 1984 Sep CAHN 
ET;6.36GM/PACKET;5.53GM/PA

CKET;21.5GM/PACKET 

>D> @ 227.1GM/BOT;2.82GM/BOT;6.3 N 018983 010 Jan 31, 1989 Sep CAHN 
6GM/BOT;5.53GM/BOT;21.5GM/

BOT 
>D> @ 240GM/BOT;2.98GM/BOT;6.72G N 018983 007 Jun 12, 1987 Sep CAHN 

M/BOT;5.84GM/BOT;22.72GM/B

OT 
>D> @ 360GM/PACKET;4.47GM/PACKET N 018983 006 Oct 26, 1984 Sep CAHN 

;10.08GM/PACKET;8.76GM/PAC

KET;34.08GM/PACKET 

>A> @ QUAGEN 120GM/PACKET;1.49GM/PACKET N 018983 005 Oct 26, 1984 Sep CAHN 
;3.36GM/PACKET;2.92GM/PACK

ET;11.36GM/PACKET 

>A> @ 227.1GM/PACKET;2.82GM/PACK N 018983 004 Oct 26, 1984 Sep CAHN 
ET;6.36GM/PACKET;5.53GM/PA

CKET;21.5GM/PACKET 

>A> @ 227.1GM/BOT;2.82GM/BOT;6.3 N 018983 010 Jan 31, 1989 Sep CAHN 
6GM/BOT;5.53GM/BOT;21.5GM/

BOT 
>A> @ 240GM/BOT;2.98GM/BOT;6.72G N 018983 007 Jun 12, 1987 Sep CAHN 

M/BOT;5.84GM/BOT;22.72GM/B

OT 
>A> @ 360GM/PACKET;4.47GM/PACKET N 018983 006 Oct 26, 1984 Sep CAHN 

;10.08GM/PACKET;8.76GM/PAC

KET;34.08GM/PACKET 

COLYTE WITH FLAVOR PACKS 
>D> @ NORVIUM BIOSCIENCE 240GM/BOT;2.98GM/BOT;6.72G N 018983 012 Oct 08, 1998 Sep CAHN 

M/BOT;5.84GM/BOT;22.72GM/B

OT 
>A> @ QUAGEN 240GM/BOT;2.98GM/BOT;6.72G N 018983 012 Oct 08, 1998 Sep CAHN 

M/BOT;5.84GM/BOT;22.72GM/B

OT 
COLYTE-FLAVORED 

>D> @ NORVIUM BIOSCIENCE 227.1GM/BOT;2.82GM/BOT;6.3 N 018983 008 Nov 14, 1991 Sep CAHN 
6GM/BOT;5.53GM/BOT;21.5GM/

BOT 
>D> @ 240GM/BOT;2.98GM/BOT;6.72G N 018983 009 Nov 14, 1991 Sep CAHN 

M/BOT;5.84GM/BOT;22.72GM/B

OT 
>A> @ QUAGEN 227.1GM/BOT;2.82GM/BOT; N 018983 008 Nov 14, 1991 Sep CAHN 
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POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE

ANHYDROUS 
FOR SOLUTION;ORAL 
COLYTE-FLAVORED 

6.36GM/BOT;5.53GM/BOT;21.5

GM/BOT

>A> @ 240GM/BOT;2.98GM/BOT;6.72G N 018983 009 Nov 14, 1991 Sep CAHN 
M/BOT;5.84GM/BOT;22.72GM/B

OT 

POLYMYXIN B SULFATE 
INJECTABLE;INJECTION 
POLYMYXIN B SULFATE 

>D> @ ADRASTEA PHARMA EQ 500,000 UNITS BASE/VIAL A 063000 001 Sep 30, 1994 Sep CAHN 
>A> @ PHARMOBEDIENT EQ 500,000 UNITS BASE/VIAL A 063000 001 Sep 30, 1994 Sep CAHN 

POTASSIUM CHLORIDE 
FOR SOLUTION;ORAL 
POTASSIUM CHLORIDE 

>A> AA ANDA REPOSITORY 20MEQ A 219009 001 Jul 11, 2025 Sep CAHN 
>D> AA GUARDIAN DRUG 20MEQ A 219009 001 Jul 11, 2025 Sep CAHN 

POTASSIUM PHOSPHATE, DIBASIC; POTASSIUM PHOSPHATE, MONOBASIC 
SOLUTION;INTRAVENOUS 
POTASSIUM PHOSPHATES 

>A> AP HOSPIRA 3.54GM/15ML A 217459 001 Sep 11, 2025 Sep NEWA 
(236MG/ML);3.36GM/15ML 

PREDNISONE 
TABLET, DELAYED RELEASE;ORAL 
PREDNISONE 

>A> ! DR REDDYS 1MG A 219477 001 Oct 01, 2025 Sep NEWA 
>A> 2MG A 219477 002 Oct 01, 2025 Sep NEWA 

PREGABALIN 
CAPSULE;ORAL 
PREGABALIN 

>D> AB ADAPTIS 25MG A 208113 001 May 17, 2024 Sep CAHN 
>D> AB 50MG A 208113 002 May 17, 2024 Sep CAHN 
>D> AB 75MG A 208113 004 May 17, 2024 Sep CAHN 
>D> AB 100MG A 208113 005 May 17, 2024 Sep CAHN 
>D> AB 150MG A 208113 003 May 17, 2024 Sep CAHN 
>D> AB 200MG A 208113 006 May 17, 2024 Sep CAHN 
>D> AB 225MG A 208113 007 May 17, 2024 Sep CAHN 
>D> AB 300MG A 208113 008 May 17, 2024 Sep CAHN 
>D> AB HLTHCARE 25MG A 091222 001 Feb 21, 2025 Sep CAHN 
>D> AB 50MG A 091222 002 Feb 21, 2025 Sep CAHN 
>D> AB 75MG A 091222 003 Feb 21, 2025 Sep CAHN 
>D> AB 100MG A 091222 004 Feb 21, 2025 Sep CAHN 
>D> AB 150MG A 091222 005 Feb 21, 2025 Sep CAHN 
>D> AB 200MG A 091222 006 Feb 21, 2025 Sep CAHN 
>D> AB 225MG A 091222 007 Feb 21, 2025 Sep CAHN 
>D> AB 300MG A 091222 008 Feb 21, 2025 Sep CAHN 
>A> AB PHARMOBEDIENT 25MG A 091222 001 Feb 21, 2025 Sep CAHN 
>A> AB 50MG A 091222 002 Feb 21, 2025 Sep CAHN 
>A> AB 75MG A 091222 003 Feb 21, 2025 Sep CAHN 
>A> AB 100MG A 091222 004 Feb 21, 2025 Sep CAHN 
>A> AB 150MG A 091222 005 Feb 21, 2025 Sep CAHN 
>A> AB 200MG A 091222 006 Feb 21, 2025 Sep CAHN 
>A> AB 225MG A 091222 007 Feb 21, 2025 Sep CAHN 
>A> AB 300MG A 091222 008 Feb 21, 2025 Sep CAHN 
>A> AB REGCON HOLDINGS 25MG A 208113 001 May 17, 2024 Sep CAHN 
>A> AB 50MG A 208113 002 May 17, 2024 Sep CAHN 
>A> AB 75MG A 208113 004 May 17, 2024 Sep CAHN 
>A> AB 100MG A 208113 005 May 17, 2024 Sep CAHN 
>A> AB 150MG A 208113 003 May 17, 2024 Sep CAHN 
>A> AB 200MG A 208113 006 May 17, 2024 Sep CAHN 
>A> AB 225MG A 208113 007 May 17, 2024 Sep CAHN 
>A> AB 300MG A 208113 008 May 17, 2024 Sep CAHN 
>D> AB RENATA 50MG A 210585 001 Dec 26, 2019 Sep CAHN 
>D> AB 75MG A 210585 002 Dec 26, 2019 Sep CAHN 
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PREGABALIN 

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

>A> 
>D> 

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

AB 
AB 

CAPSULE;ORAL 
PREGABALIN 

SOMERSET THERAPS LLC 

TABLET, EXTENDED RELEASE;ORAL 
PREGABALIN 

AIPING PHARM INC 
HQ PHARMA 

100MG 
150MG 
200MG 
300MG 
50MG 
75MG 
100MG 
150MG 
200MG 
300MG 

330MG 
330MG 

A 210585 
A 210585 
A 210585 
A 210585 
A 210585 
A 210585 
A 210585 
A 210585 
A 210585 
A 210585 

A 217857 
A 217857 

003 
004 
005 
006 
001 
002 
003 
004 
005 
006 

001 
001 

Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 
Dec 26, 2019 

Jan 28, 2025 
Jan 28, 2025 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

CAHN 
CAHN 

PROCHLORPERAZINE MALEATE 

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

AB 
AB 
AB 
AB 

TABLET;ORAL 
PROCHLORPERAZINE MALEATE 

CEROVENE INC 

DR REDDYS LABS SA 

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

A 217847 
A 217847 
A 217847 
A 217847 

001 
002 
001 
002 

May 19, 2025

May 19, 2025

May 19, 2025

May 19, 2025 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

PROGESTERONE 

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

AB 

AB 

INSERT;VAGINAL 
ENDOMETRIN 

+! FERRING 
+! 

PROGESTERONE 
XIROMED 

100MG 
100MG 

100MG 

N 022057 
N 022057 

A 218391 

001 
001 

001 

Jun 21, 2007 
Jun 21, 2007 

Sep 19, 2025 

Sep

Sep 

Sep 

CFTG 
CFTG 

NFTG 

PROPRANOLOL HYDROCHLORIDE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

CAPSULE, EXTENDED RELEASE;ORAL 
PROPRANOLOL HYDROCHLORIDE 

ANDA REPOSITORY 

NORTEC DEV ASSOC 

60MG 
80MG 
120MG 
160MG 
60MG 
80MG 
120MG 
160MG 

A 078065 
A 078065 
A 078065 
A 078065 
A 078065 
A 078065 
A 078065 
A 078065 

001 
002 
003 
004 
001 
002 
003 
004 

Jan 26, 2007 
Jan 26, 2007 
Jan 26, 2007 
Jan 26, 2007 
Jan 26, 2007 
Jan 26, 2007 
Jan 26, 2007 
Jan 26, 2007 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

PRUCALOPRIDE SUCCINATE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

TABLET;ORAL 
PRUCALOPRIDE SUCCINATE 

AMNEAL 

SKG PHARMA 

ZYDUS LIFESCIENCES 

ZYDUS PHARMS 

EQ 1MG BASE 
EQ 2MG BASE 
EQ 1MG BASE 
EQ 2MG BASE 
EQ 1MG BASE 
EQ 2MG BASE 
EQ 1MG BASE 
EQ 2MG BASE 

A 218812 
A 218812 
A 218812 
A 218812 
A 218056 
A 218056 
A 218056 
A 218056 

001 
002 
001 
002 
001 
002 
001 
002 

Jun 24, 2025 
Jun 24, 2025 
Jun 24, 2025 
Jun 24, 2025 
Aug 07, 2025

Aug 07, 2025

Aug 07, 2025

Aug 07, 2025 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

>D> 
>A> 

AB 

QUETIAPINE FUMARATE 
TABLET;ORAL 
QUETIAPINE FUMARATE 

SUN PHARM 
@ 

EQ 200MG BASE 
EQ 200MG BASE 

A 201190 
A 201190 

004 
004 

Mar 27, 2012 
Mar 27, 2012 

Sep

Sep 
DISC 
DISC 

RASAGILINE MESYLATE 

>A> 
>A> 
>D> 

AB 
AB 
AB 

TABLET;ORAL 
RASAGILINE MESYLATE 

RISING 

SKG PHARMA 

EQ 0.5MG BASE 
EQ 1MG BASE 
EQ 0.5MG BASE 

A 218163 
A 218163 
A 218163 

001 
002 
001 

Apr 09, 2024

Apr 09, 2024

Apr 09, 2024 

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
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RASAGILINE MESYLATE 

>D> AB 

TABLET;ORAL 
RASAGILINE MESYLATE 

EQ 1MG BASE A 218163 002 Apr 09, 2024 Sep CAHN 

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

REMIBRUTINIB 
TABLET;ORAL 
RHAPSIDO 

+! NOVARTIS 25MG N 218436 001 Sep 30, 2025 Sep NEWA 

REPAGLINIDE 

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

TABLET;ORAL 
REPAGLINIDE 

@ NORVIUM BIOSCIENCE 
@ 
@ 
@ QUAGEN 
@ 
@ 

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

A 090252 
A 090252 
A 090252 
A 090252 
A 090252 
A 090252 

001 
002 
003 
001 
002 
003 

Aug 23, 2013

Jan 22, 2014 
Jan 22, 2014 
Aug 23, 2013

Jan 22, 2014 
Jan 22, 2014 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

RITONAVIR 

>D> 
>A> 

CAPSULE;ORAL 
RITONAVIR 

NORVIUM BIOSCIENCE 
QUAGEN 

100MG 
100MG 

A 205024 
A 205024 

001 
001 

Feb 16, 2024 
Feb 16, 2024 

Sep

Sep 
CAHN 
CAHN 

RIVAROXABAN 

>A> 

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

AB 

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

FOR SUSPENSION;ORAL 
RIVAROXABAN 

LUPIN LTD 
TABLET;ORAL 
RIVAROXABAN 

AIPING PHARM INC 

CHANGZHOU PHARM 

TARO 

1MG/ML 

10MG 
15MG 
20MG 
10MG 
15MG 
20MG 
10MG 
15MG 
20MG 

A 218195 

A 216995 
A 216995 
A 216995 
A 216995 
A 216995 
A 216995 
A 208557 
A 208557 
A 208557 

001 

001 
002 
003 
001 
002 
003 
002 
003 
004 

Sep 25, 2025 

May 14, 2025

May 14, 2025

May 14, 2025

May 14, 2025

May 14, 2025

May 14, 2025

Oct 07, 2025 
Oct 07, 2025 
Oct 07, 2025 

Sep 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

NEWA 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
NEWA 
NEWA 
NEWA 

RIVASTIGMINE 

>A> 
>A> 
>A> 

AB 
AB 
AB 

FILM, EXTENDED RELEASE;TRANSDERMAL 
RIVASTIGMINE 

YICHANG HUMANWELL 4.6MG/24HR

9.5MG/24HR

13.3MG/24HR 

A 215445 
A 215445 
A 215445 

001 
002 
003 

Sep 23, 2025

Sep 23, 2025

Sep 23, 2025 

Sep

Sep

Sep 

NEWA 
NEWA 
NEWA 

ROCURONIUM BROMIDE 

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

INJECTABLE;INJECTION 
ROCURONIUM BROMIDE 

@ NORVIUM BIOSCIENCE 
@ 
@ RISING 
@ 

50MG/5ML (10MG/ML)

100MG/10ML (10MG/ML)

50MG/5ML (10MG/ML)

100MG/10ML (10MG/ML) 

A 204918 
A 204918 
A 204918 
A 204918 

001 
002 
001 
002 

Jul 12, 2024 
Jul 12, 2024 
Jul 12, 2024 
Jul 12, 2024 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

ROFLUMILAST 

>D> 
>A> 

AB 

TABLET;ORAL 
ROFLUMILAST 

TORRENT 
@ 

250MCG 
250MCG 

A 208272 
A 208272 

002 
002 

Oct 18, 2024 
Oct 18, 2024 

Sep

Sep 
DISC 
DISC 

ROPIVACAINE HYDROCHLORIDE 

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

AP 
AP 
AP 
AP 
AP 

SOLUTION;INJECTION 
ROPIVACAINE HYDROCHLORIDE 

ANTHEA PHARMA 

NEOCUBES PHARMA 

40MG/20ML (2MG/ML)

150MG/30ML (5MG/ML)

200MG/20ML (10MG/ML)

20MG/10ML (2MG/ML)

40MG/20ML (2MG/ML) 

A 219883 
A 219883 
A 219883 
A 219883 
A 219883 

001 
002 
003 
004 
001 

Mar 21, 2025 
Mar 21, 2025 
Mar 21, 2025 
Oct 08, 2025 
Mar 21, 2025 

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
NEWA 
CAHN 
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ROPIVACAINE HYDROCHLORIDE 

>A> 
>A> 
>A> 

AP 
AP 
AP 

SOLUTION;INJECTION 
ROPIVACAINE HYDROCHLORIDE 

100MG/20ML (5MG/ML)

150MG/30ML (5MG/ML)

200MG/20ML (10MG/ML) 

A 219883 
A 219883 
A 219883 

005 
002 
003 

Oct 08, 2025 
Mar 21, 2025 
Mar 21, 2025 

Sep

Sep

Sep 

NEWA 
CAHN 
CAHN 

ROSUVASTATIN CALCIUM 

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

AB 

AB 

AB 

AB 

TABLET;ORAL 
ROSUVASTATIN CALCIUM 

MANKIND PHARMA 
@ 

@ 

@ 

@ 

EQ 5MG BASE 
EQ 5MG BASE 
EQ 10MG BASE 
EQ 10MG BASE 
EQ 20MG BASE 
EQ 20MG BASE 
EQ 40MG BASE 
EQ 40MG BASE 

A 206603 
A 206603 
A 206603 
A 206603 
A 206603 
A 206603 
A 206603 
A 206603 

001 
001 
002 
002 
003 
003 
004 
004 

May 16, 2025

May 16, 2025

May 16, 2025

May 16, 2025

May 16, 2025

May 16, 2025

May 16, 2025

May 16, 2025 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

DISC 
DISC 
DISC 
DISC 
DISC 
DISC 
DISC 
DISC 

SELEGILINE HYDROCHLORIDE 

>D> 
>A> 

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

AB 
AB 

CAPSULE;ORAL 
ELDEPRYL 

+ @ NORVIUM BIOSCIENCE 
+ @ QUAGEN 

TABLET;ORAL 
SELEGILINE HYDROCHLORIDE 

I3 PHARMS 
MLV 

+ @ NORVIUM BIOSCIENCE 
+ @ QUAGEN 

5MG 
5MG 

5MG 
5MG 
5MG 
5MG 

N 020647 
N 020647 

A 074672 
A 074672 
N 019334 
N 019334 

001 
001 

001 
001 
001 
001 

May 15, 1996

May 15, 1996 

Apr 01, 1997

Apr 01, 1997

Jun 05, 1989 
Jun 05, 1989 

Sep

Sep 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 
CAHN 
CAHN 

SELUMETINIB SULFATE 
>A> 
>A> 
>A> 
>A> 

GRANULE;ORAL 
KOSELUGO 

+ ASTRAZENECA 
+! 

EQ 5MG BASE 
EQ 7.5MG BASE 

N 219943 
N 219943 

001 
002 

Sep 10, 2025

Sep 10, 2025 
Sep

Sep 
NEWA 
NEWA 

SEMAGLUTIDE 

>D> 
>A> 

SOLUTION;SUBCUTANEOUS 
OZEMPIC 

+! NOVO 
+ @ 

2MG/1.5ML (1.34MG/ML)

2MG/1.5ML (1.34MG/ML) 
N 209637 
N 209637 

001 
001 

Dec 05, 2017 
Dec 05, 2017 

Sep

Sep 
DISC 
DISC 

SERTRALINE HYDROCHLORIDE 

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

AB 
AB 
AB 

AB 
AB 
AB 

TABLET;ORAL 
SERTRALINE HYDROCHLORIDE 

@ NORVIUM BIOSCIENCE 
@ 
@ 

PHARMACO 

@ QUAGEN 
@ 
@ 

VIWIT PHARM 

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

A 078626 
A 078626 
A 078626 
A 076882 
A 076882 
A 076882 
A 078626 
A 078626 
A 078626 
A 076882 
A 076882 
A 076882 

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

Jan 31, 2008 
Jan 31, 2008 
Jan 31, 2008 
Feb 06, 2007 
Feb 06, 2007 
Feb 06, 2007 
Jan 31, 2008 
Jan 31, 2008 
Jan 31, 2008 
Feb 06, 2007 
Feb 06, 2007 
Feb 06, 2007 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

SILDENAFIL CITRATE 

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

AB 

BX 
AB 
BX 
AB 
BX 
AB 

TABLET;ORAL 
SILDENAFIL CITRATE 

MYLAN 
@ 

UMEDICA 

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

A 201171 
A 201171 
A 209302 
A 209302 
A 209302 
A 209302 
A 209302 
A 209302 

002 
002 
003 
003 
001 
001 
002 
002 

Mar 25, 2019 
Mar 25, 2019 
Jun 15, 2021 
Jun 15, 2021 
Aug 25, 2020

Aug 25, 2020

Aug 25, 2020

Aug 25, 2020 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

DISC 
DISC 
CTEC 
CTEC 
CTEC 
CTEC 
CTEC 
CTEC 
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SODIUM ACETATE 

>A> 
>A> 

AP 
AP 

SOLUTION;INTRAVENOUS 
SODIUM ACETATE 

SOMERSET THERAPS LLC 100MEQ/50ML (2MEQ/ML)

200MEQ/100ML (2MEQ/ML) 
A 219826 
A 219826 

001 
002 

Sep 18, 2025

Sep 18, 2025 
Sep

Sep 
NEWA 
NEWA 

SODIUM BICARBONATE 

>D> 
>A> 

AP 
AP 

INJECTABLE;INJECTION 
SODIUM BICARBONATE 

ANTHEA PHARMA 
NEOCUBES PHARMA 

1MEQ/ML

1MEQ/ML 
A 219701 
A 219701 

001 
001 

Jun 26, 2025 
Jun 26, 2025 

Sep

Sep 
CAHN 
CAHN 

SODIUM CHLORIDE 

>A> 
>D> 

AP 
AP 

INJECTABLE;INJECTION 
SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 

GVS TM 900MG/100ML

HAEMONETICS 900MG/100ML 
A 076316 
A 076316 

001 
001 

Oct 27, 2004 
Oct 27, 2004 

Sep

Sep 
CAHN 
CAHN 

STERILE WATER FOR INJECTION 

>D> 
>A> 

LIQUID;N/A

STERILE WATER FOR INJECTION 
+ @ HOSPIRA 
+! 

100% (5.2ML)

100% (5.2ML) 
N 018801 
N 018801 

006 
006 

May 02, 2023

May 02, 2023 
Sep

Sep 
CMFD 
CMFD 

SUCCINYLCHOLINE CHLORIDE 

>D> 
>A> 

AP 
AP 

INJECTABLE;INJECTION 
SUCCINYLCHOLINE CHLORIDE 

ADAPTIS 
REGCON HOLDINGS 

20MG/ML

20MG/ML 
A 214308 
A 214308 

001 
001 

May 22, 2020

May 22, 2020 
Sep

Sep 
CAHN 
CAHN 

SUGAMMADEX SODIUM 

>A> 

>D> 

AP 

AP 

SOLUTION;INTRAVENOUS 
SUGAMMADEX SODIUM 

B BRAUN MEDICAL 

FISIOPHARMA 

EQ 200MG BASE/2ML (EQ

100MG BASE/ML)

EQ 200MG BASE/2ML (EQ

100MG BASE/ML) 

A 214279 

A 214279 

001 

001 

Aug 05, 2025 

Aug 05, 2025 

Sep 

Sep 

CAHN 

CAHN 

SULFACETAMIDE SODIUM 

>A> 
>D> 

SOLUTION/DROPS;OPHTHALMIC

SULFACETAMIDE SODIUM 
@ PHARMOBEDIENT 
@ RENOVA PHARMS 

10% 
10% 

A 040215 
A 040215 

001 
001 

May 25, 1999

May 25, 1999 
Sep

Sep 
CAHN 
CAHN 

SULFANILAMIDE 

>D> 
>A> 

>D> 
>A> 

CREAM;VAGINAL 
AVC 

+ @ NORVIUM BIOSCIENCE 
+ @ PHARMOBEDIENT 

SUPPOSITORY;VAGINAL 
AVC 

@ NORVIUM BIOSCIENCE 
@ PHARMOBEDIENT 

15% 
15% 

1.05GM 
1.05GM 

N 006530 
N 006530 

N 006530 
N 006530 

003 
003 

004 
004 

Jan 27, 1987 
Jan 27, 1987 

Jan 27, 1987 
Jan 27, 1987 

Sep

Sep 

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 

SUMATRIPTAN 

>D> 
>A> 

AB 
AB 

SPRAY;NASAL 
SUMATRIPTAN 

ADAPTIS 
REGCON HOLDINGS 

20MG/SPRAY

20MG/SPRAY 
A 208967 
A 208967 

001 
001 

Feb 17, 2021 
Feb 17, 2021 

Sep

Sep 
CAHN 
CAHN 

SUMATRIPTAN SUCCINATE 

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

AB 
AB 
AB 
AB 
AB 
AB 

TABLET;ORAL 
SUMATRIPTAN SUCCINATE 

COREPHARMA 

ZHEJIANG 

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

A 200263 
A 200263 
A 200263 
A 200263 
A 200263 
A 200263 

001 
002 
003 
001 
002 
003 

Jun 19, 2012 
Jun 19, 2012 
Jun 19, 2012 
Jun 19, 2012 
Jun 19, 2012 
Jun 19, 2012 

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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TADALAFIL 

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

AB1 
AB1 
AB1 
AB1 
AB1 
AB1 
AB1 
AB1 
BX 
AB1 
BX 
AB1 
BX 
AB1 
BX 
AB1 

TABLET;ORAL 
TADALAFIL 

FOURRTS LABS 

HIBROW HLTHCARE 

UMEDICA 

2.5MG 
5MG 
10MG 
20MG 
2.5MG 
5MG 
10MG 
20MG 
2.5MG 
2.5MG 
5MG 
5MG 
10MG 
10MG 
20MG 
20MG 

A 217606 
A 217606 
A 217606 
A 217606 
A 217606 
A 217606 
A 217606 
A 217606 
A 211298 
A 211298 
A 211298 
A 211298 
A 211298 
A 211298 
A 211298 
A 211298 

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

Aug 13, 2024

Aug 13, 2024

Aug 13, 2024

Aug 13, 2024

Aug 13, 2024

Aug 13, 2024

Aug 13, 2024

Aug 13, 2024

Oct 23, 2020 
Oct 23, 2020 
Oct 23, 2020 
Oct 23, 2020 
Oct 23, 2020 
Oct 23, 2020 
Oct 23, 2020 
Oct 23, 2020 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CTEC 
CTEC 
CTEC 
CTEC 
CTEC 
CTEC 
CTEC 
CTEC 

TAZAROTENE 

>A> 
>D> 

AB 
AB 

CREAM;TOPICAL 
TAZAROTENE 

SUN PHARMA CANADA 
TARO 

0.1% 
0.1% 

A 208258 
A 208258 

001 
001 

Apr 03, 2017

Apr 03, 2017 
Sep

Sep 
CAHN 
CAHN 

TELMISARTAN 

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

AB 

AB 

AB 

TABLET;ORAL 
TELMISARTAN 

@ TORRENT 

@ 

@ 

20MG 
20MG 
40MG 
40MG 
80MG 
80MG 

A 203171 
A 203171 
A 203171 
A 203171 
A 203171 
A 203171 

001 
001 
002 
002 
003 
003 

Jul 07, 2014 
Jul 07, 2014 
Jul 07, 2014 
Jul 07, 2014 
Jul 07, 2014 
Jul 07, 2014 

Sep

Sep

Sep

Sep

Sep

Sep 

CMFD 
CMFD 
CMFD 
CMFD 
CMFD 
CMFD 

TERIFLUNOMIDE 

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

TABLET;ORAL 
TERIFLUNOMIDE 

@ SOMERSET THERAPS LLC 
@ 
@ WELDING 
@ 

7MG 
14MG 
7MG 
14MG 

A 209702 
A 209702 
A 209702 
A 209702 

001 
002 
001 
002 

Feb 28, 2020 
Feb 28, 2020 
Feb 28, 2020 
Feb 28, 2020 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 

TESTOSTERONE UNDECANOATE 

>D> 
>A> 

CAPSULE;ORAL 
KYZATREX 

+ MARIUS 
+ @ 

100MG 
100MG 

N 213953 
N 213953 

001 
001 

Jul 27, 2022 
Jul 27, 2022 

Sep

Sep 
DISC 
DISC 

THIOTEPA 

>D> 
>A> 

AP 
AP 

POWDER;INTRACAVITARY, INTRAVENOUS, INTRAVESICAL 
THIOTEPA 

BELOTECA 15MG/VIAL

REGCON HOLDINGS 15MG/VIAL 
A 217559 
A 217559 

001 
001 

Aug 20, 2024

Aug 20, 2024 
Sep

Sep 
CAHN 
CAHN 

TIMOLOL MALEATE 

>A> 
>D> 

SOLUTION/DROPS;OPHTHALMIC

TIMOLOL MALEATE 
@ PHARMOBEDIENT 
@ RENOVA PHARMS 

EQ 0.5% BASE 
EQ 0.5% BASE 

A 074466 
A 074466 

001 
001 

Mar 25, 1997 
Mar 25, 1997 

Sep

Sep 
CAHN 
CAHN 

TIZANIDINE HYDROCHLORIDE 

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

AB 
AB 
AB 
AB 

CAPSULE;ORAL 
TIZANIDINE HYDROCHLORIDE 

ANDA REPOSITORY 

SOMERSET THERAPS LLC 

EQ 4MG BASE 
EQ 6MG BASE 
EQ 4MG BASE 
EQ 6MG BASE 

A 213365 
A 213365 
A 213365 
A 213365 

001 
002 
001 
002 

May 13, 2024

May 13, 2024

May 13, 2024

May 13, 2024 

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
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TOFACITINIB CITRATE 

>A> AB 

TABLET, EXTENDED RELEASE;ORAL 
TOFACITINIB CITRATE 

SINOTHERAPEUTICS INC EQ 11MG BASE A 216001 001 Sep 30, 2025 Sep NEWA 

TOLMETIN SODIUM 

>A> 
>D> 

CAPSULE;ORAL 
TOLMETIN SODIUM 

@ ANDA REPOSITORY 
@ TEVA 

EQ 400MG BASE 
EQ 400MG BASE 

A 073290 
A 073290 

001 
001 

Nov 27, 1991 
Nov 27, 1991 

Sep

Sep 
CAHN 
CAHN 

TOPIRAMATE 

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

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

TABLET;ORAL 
TOPIRAMATE 

PHARMACO 

VIWIT PHARM 

25MG 
50MG 
100MG 
200MG 
25MG 
50MG 
100MG 
200MG 

A 077733 
A 077733 
A 077733 
A 077733 
A 077733 
A 077733 
A 077733 
A 077733 

001 
002 
003 
004 
001 
002 
003 
004 

Mar 27, 2009 
Mar 27, 2009 
Mar 27, 2009 
Mar 27, 2009 
Mar 27, 2009 
Mar 27, 2009 
Mar 27, 2009 
Mar 27, 2009 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

TORSEMIDE 

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

AB 

AB 

TABLET;ORAL 
TORSEMIDE 

HIKMA 
@ 

@ 

5MG 
5MG 
10MG 
10MG 

A 076943 
A 076943 
A 076943 
A 076943 

001 
001 
002 
002 

Mar 01, 2005 
Mar 01, 2005 
Mar 01, 2005 
Mar 01, 2005 

Sep

Sep

Sep

Sep 

DISC 
DISC 
DISC 
DISC 

TRAMADOL HYDROCHLORIDE 

>D> 
>A> AB 

TABLET;ORAL 
TRAMADOL HYDROCHLORIDE 

@ GRAVITI PHARMS 50MG 
50MG 

A 075968 
A 075968 

001 
001 

Jun 25, 2002 
Jun 25, 2002 

Sep

Sep 
CMFD 
CMFD 

TRANEXAMIC ACID 

>A> 
>D> 

AP 
AP 

INJECTABLE;INJECTION 
TRANEXAMIC ACID 

MILLA PHARMS 
PROVEPHARM SAS 

100MG/ML

100MG/ML 
A 212676 
A 212676 

001 
001 

Jul 17, 2019 
Jul 17, 2019 

Sep

Sep 
CAHN 
CAHN 

TRIAMCINOLONE ACETONIDE 

>D> 
>A> 

AT 
AT 

OINTMENT;TOPICAL 
TRIAMCINOLONE ACETONIDE 

CINTEX SVCS 
SENORES PHARMS 

0.05% 
0.05% 

A 213619 
A 213619 

001 
001 

Nov 10, 2020 
Nov 10, 2020 

Sep

Sep 
CAHN 
CAHN 

TROSPIUM CHLORIDE 

>A> 
>D> 

AB 
AB 

TABLET;ORAL 
TROSPIUM CHLORIDE 

CHARTWELL RX 
ZAMEER PHARMS 

20MG 
20MG 

A 215781 
A 215781 

001 
001 

Feb 16, 2022 
Feb 16, 2022 

Sep

Sep 
CAHN 
CAHN 

URSODIOL 

>D> 
>A> 

CAPSULE;ORAL 
URSODIOL 

@ NORVIUM BIOSCIENCE 
@ QUAGEN 

300MG 
300MG 

A 090530 
A 090530 

001 
001 

Feb 17, 2010 
Feb 17, 2010 

Sep

Sep 
CAHN 
CAHN 

VALSARTAN 

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

AB 
AB 
AB 
AB 

TABLET;ORAL 
VALSARTAN 

ACME LABS 

@ RENATA 
@ 
@ 

40MG 
80MG 
160MG 
320MG 
40MG 
80MG 
160MG 

A 205347 
A 205347 
A 205347 
A 205347 
A 218169 
A 218169 
A 218169 

001 
002 
003 
004 
001 
002 
003 

Apr 09, 2018

Apr 09, 2018

Apr 09, 2018

Apr 09, 2018

Aug 05, 2024

Aug 05, 2024

Aug 05, 2024 

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
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VALSARTAN 

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

AB 
AB 
AB 
AB 

TABLET;ORAL 
VALSARTAN 

@ 
@ SOMERSET THERAPS LLC 
@ 
@ 
@ 

SQUARE PHARMS 

320MG 
40MG 
80MG 
160MG 
320MG 
40MG 
80MG 
160MG 
320MG 

A 218169 
A 218169 
A 218169 
A 218169 
A 218169 
A 205347 
A 205347 
A 205347 
A 205347 

004 
001 
002 
003 
004 
001 
002 
003 
004 

Aug 05, 2024

Aug 05, 2024

Aug 05, 2024

Aug 05, 2024

Aug 05, 2024

Apr 09, 2018

Apr 09, 2018

Apr 09, 2018

Apr 09, 2018 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

VANCOMYCIN HYDROCHLORIDE 

>A> 
>A> 
>A> 

AP 
AP 
AP 

POWDER;INTRAVENOUS 
VANCOMYCIN HYDROCHLORIDE 

STERISCIENCE EQ 750MG BASE/VIAL

EQ 1.25GM BASE/VIAL

EQ 1.5GM BASE/VIAL 

A 215324 
A 215324 
A 215324 

001 
002 
003 

Oct 02, 2025 
Oct 02, 2025 
Oct 02, 2025 

Sep

Sep

Sep 

NEWA 
NEWA 
NEWA 

VARENICLINE TARTRATE 

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

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

AB 

AB 

AB 
AB 
AB 
AB 

TABLET;ORAL 
CHANTIX 

+ @ PF PRISM CV 
+ 
+ @ 
+ 

VARENICLINE TARTRATE 
KANCHAN HLTHCARE 

MEDLEY PHARMS 

EQ 0.5MG BASE 
EQ 0.5MG BASE 
EQ 1MG BASE 
EQ 1MG BASE 

EQ 0.5MG BASE 
EQ 1MG BASE 
EQ 0.5MG BASE 
EQ 1MG BASE 

N 021928 
N 021928 
N 021928 
N 021928 

A 217151 
A 217151 
A 217151 
A 217151 

001 
001 
002 
002 

001 
002 
001 
002 

May 10, 2006

May 10, 2006

May 10, 2006

May 10, 2006 

Jul 25, 2023 
Jul 25, 2023 
Jul 25, 2023 
Jul 25, 2023 

Sep

Sep

Sep

Sep 

Sep

Sep

Sep

Sep 

CMFD 
CMFD 
CMFD 
CMFD 

CAHN 
CAHN 
CAHN 
CAHN 

VENLAFAXINE HYDROCHLORIDE 

>A> 
>D> 

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

AB 
AB 

TABLET, EXTENDED RELEASE;ORAL 
VENLAFAXINE HYDROCHLORIDE 

ADAPTIS 
DEXCEL 

TABLET;ORAL 
VENLAFAXINE HYDROCHLORIDE 

@ NORVIUM BIOSCIENCE 
@ 
@ 
@ 
@ 
@ PHARMOBEDIENT 
@ 
@ 
@ 
@ 

EQ 75MG BASE 
EQ 75MG BASE 

EQ 25MG BASE 
EQ 37.5MG BASE 
EQ 50MG BASE 
EQ 75MG BASE 
EQ 100MG BASE 
EQ 25MG BASE 
EQ 37.5MG BASE 
EQ 50MG BASE 
EQ 75MG BASE 
EQ 100MG BASE 

A 213927 
A 213927 

A 077166 
A 077166 
A 077166 
A 077166 
A 077166 
A 077166 
A 077166 
A 077166 
A 077166 
A 077166 

001 
001 

001 
002 
003 
004 
005 
001 
002 
003 
004 
005 

Jan 21, 2021 
Jan 21, 2021 

Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 
Jun 13, 2008 

Sep

Sep 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CAHN 
CAHN 

CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 
CAHN 

VIGABATRIN 

>D> 
>A> 

AA 

FOR SOLUTION;ORAL 
VIGABATRIN 

DEXCEL 
@ 

500MG/PACKET

500MG/PACKET 
A 214992 
A 214992 

001 
001 

May 13, 2021

May 13, 2021 
Sep

Sep 
DISC 
DISC 

VORICONAZOLE 
>D> 
>D> 
>D> 
>D> 
>D> 
>D> 
>D> 
>D> 
>D> 
>D> 
>D> 
>D> 

AP 

AP 
AP 

AP 
AP 
AP 

AP 

INJECTABLE;INTRAVENOUS 
VFEND 

+! PF PRISM CV 
VORICONAZOLE 

ALMAJECT 
ASPIRO 

@ EUGIA PHARMA 
GLAND 
HIKMA 
MEITHEAL 

@ PHARMOBEDIENT 
SANDOZ INC 

200MG/VIAL 

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL 

N 021267 

A 206398 
A 218533 
A 212162 
A 211099 
N 208562 
A 214516 
A 210849 
A 090862 

001 

001 
001 
001 
001 
001 
001 
001 
001 

May 24, 2002 

Mar 23, 2016 
Apr 03, 2024

Feb 02, 2023 
Mar 31, 2020 
Mar 09, 2017 
May 09, 2022

Oct 11, 2022 
May 30, 2012 

Sep 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CDFR 

CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
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VORICONAZOLE 
>D> 
>D> 

INJECTABLE;INTRAVENOUS 
VORICONAZOLE 

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

AP 
AP 
AP 

SLATE RUN PHARMA 
UBI 
ZYDUS PHARMS 

POWDER;INTRAVENOUS 
VFEND 

200MG/VIAL

200MG/VIAL

200MG/VIAL 

A 211661 
A 211264 
A 208983 

001 
001 
001 

Nov 30, 2018 
Mar 09, 2023 
Jul 16, 2018 

Sep

Sep

Sep 

CDFR 
CDFR 
CDFR 

>A> 
>A> 

AP +! PF PRISM CV 
VORICONAZOLE 

200MG/VIAL N 021267 001 May 24, 2002 Sep CDFR 

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

AP 
AP 

AP 
AP 
AP 

AP 
AP 
AP 
AP 

ALMAJECT 
ASPIRO 

@ EUGIA PHARMA 
GLAND 
HIKMA 
MEITHEAL 

@ PHARMOBEDIENT 
SANDOZ INC 
SLATE RUN PHARMA 
UBI 
ZYDUS PHARMS 

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL

200MG/VIAL 

A 206398 
A 218533 
A 212162 
A 211099 
N 208562 
A 214516 
A 210849 
A 090862 
A 211661 
A 211264 
A 208983 

001 
001 
001 
001 
001 
001 
001 
001 
001 
001 
001 

Mar 23, 2016 
Apr 03, 2024

Feb 02, 2023 
Mar 31, 2020 
Mar 09, 2017 
May 09, 2022

Oct 11, 2022 
May 30, 2012

Nov 30, 2018 
Mar 09, 2023 
Jul 16, 2018 

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep

Sep 

CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 
CDFR 

ZINC SULFATE 
SOLUTION;INTRAVENOUS 
ZINC SULFATE 

>A> 

>A> 

>A> 

>D> 

>D> 

>D> 

AP 

AP 

AP 

AP 

AP 

AP 

RK PHARMA 

STIRA 

EQ 10MG BASE/10ML (EQ 1MG

BASE/ML)

EQ 25MG BASE/5ML (EQ 5MG

BASE/ML)

EQ 30MG BASE/10ML (EQ 3MG

BASE/ML)

EQ 10MG BASE/10ML (EQ 1MG

BASE/ML)

EQ 25MG BASE/5ML (EQ 5MG

BASE/ML)

EQ 30MG BASE/10ML (EQ 3MG

BASE/ML) 

A 217624 

A 217624 

A 217624 

A 217624 

A 217624 

A 217624 

001 

002 

003 

001 

002 

003 

Jun 10, 2025 

Jun 10, 2025 

Jun 10, 2025 

Jun 10, 2025 

Jun 10, 2025 

Jun 10, 2025 

Sep 

Sep 

Sep 

Sep 

Sep 

Sep 

CAHN 

CAHN 

CAHN 

CAHN 

CAHN 

CAHN 

ZOLEDRONIC ACID 
INJECTABLE;INTRAVENOUS 
ZOLEDRONIC ACID 

>D> 
>A> 

@ NOVAST LABS 
@ 

EQ 4MG BASE/5ML

EQ 4MG BASE/5ML 
A 208968 
A 208968 

001 
001 

Feb 19, 2020 
Feb 19, 2020 

Sep

Sep 
CAHN 
CAHN 
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ADDITIONS/DELETIONS FOR OTC DRUG PRODUCT LIST 

DOCOSANOL 

>A> 
>A> 
>D> 

CREAM;TOPICAL 
DOCOSANOL 

DR REDDYS 
SUN PHARMA CANADA 
TARO 

10% 
10% 
10% 

A 214613 
A 214454 
A 214454 

001 
001 
001 

Oct 03, 2025 
Oct 26, 2023 
Oct 26, 2023 

Sep

Sep

Sep 

NEWA 
CAHN 
CAHN 

>A> 

FEXOFENADINE HYDROCHLORIDE; PSEUDOEPHEDRINE HYDROCHLORIDE 
TABLET, EXTENDED RELEASE;ORAL 
FEXOFENADINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HYDROCHLORIDE 

L PERRIGO CO 60MG;120MG A 216792 001 Oct 07, 2025 Sep NEWA 

>D> 
>A> 

IBUPROFEN; PSEUDOEPHEDRINE HYDROCHLORIDE 
TABLET;ORAL 
IBUPROFEN AND PSEUDOEPHEDRINE HYDROCHLORIDE 

@ AUROBINDO PHARMA LTD 200MG;30MG 
200MG;30MG 

A 213565 
A 213565 

001 
001 

Mar 10, 2023 
Mar 10, 2023 

Sep

Sep 
CMFD 
CMFD 

LEVONORGESTREL 

>A> 

TABLET;ORAL 
LEVONORGESTREL 

ANNORA PHARMA 1.5MG A 219102 001 Sep 30, 2025 Sep NEWA 

LOPERAMIDE HYDROCHLORIDE 
>A> 
>A> 
>A> 

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

SOLUTION;ORAL 
IMODIUM A-D 

+! KENVUE BRANDS 
LOPERAMIDE HYDROCHLORIDE 

BIONPHARMA 
PERRIGO R AND D 

SUSPENSION;ORAL 
IMODIUM A-D 

+! KENVUE BRANDS 
LOPERAMIDE HYDROCHLORIDE 

PERRIGO R AND D 

1MG/7.5ML 

1MG/7.5ML

1MG/7.5ML 

1MG/7.5ML 

1MG/7.5ML 

N 019487 

A 220100 
A 091292 

N 019487 

A 091292 

002 

001 
001 

002 

001 

Jul 08, 2004 

Sep 19, 2025

May 20, 2011 

Jul 08, 2004 

May 20, 2011 

Sep 

Sep

Sep 

Sep 

Sep 

CDFR 

NEWA 
CDFR 

CDFR 

CDFR 

LORATADINE 

>A> 
>D> 

TABLET;ORAL 
LORATADINE 

ADAPTIS 
MARKSANS PHARMA 

10MG 
10MG 

A 219223 
A 219223 

001 
001 

Nov 21, 2024 
Nov 21, 2024 

Sep

Sep 
CAHN 
CAHN 

NAPROXEN SODIUM 

>A> 
>D> 

TABLET;ORAL 
NAPROXEN SODIUM 

ADAPTIS 
CONTRACT PHARMACAL 

220MG 
220MG 

A 074635 
A 074635 

001 
001 

Jan 13, 1997 
Jan 13, 1997 

Sep

Sep 
CAHN 
CAHN 
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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, Reference

Standard 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 
NFTG 
CAHN** 
CAIN

New drug product approval usually in the supplement month.

New first time generic approval.

Applicant holder firm name has changed.

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 
CFTG

CMFD 
CMKT 
CMS1 
CMS2

CPOT 
CRLD 
CHRS 
CTEC 
CTNA

DISC

Change. Dosage Form; Route of Administration.

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

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

Change. Miscellaneous addition to list.

Change. Miscellaneous deletion from list.

Change. Potency amount/unit.

Change. Reference Listed Drug.

Change. Reference Standard.

Change. Therapeutic Equivalence Code.

Change. Trade Name.

Discontinued. The Rx or OTC listed product is not being marketed and will be moved to the 
discontinued section in the next edition. 

**Note:

The Cumulative Supplement (CS) currently displays a condensed 20 character collapsed applicant holder firm name 
and the Electronic Orange Book(EOB)query may display up to a 240 character full applicant holder firm name. An 
applicant holder firm name change usually changes both the collapsed name and long name. On occasion, only the 
long name is changed resulting in the CS displaying only the collapsed name for the >D> and >A> action. The new 
firm long name will display in the EOB query.
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