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Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

FDA's Assessment of Currently Marketed ARB
drug products

FDA has worked with manufacturers to swiftly remove angiotensin Il receptor blocker (ARB) drug products with impurity levels
above interim acceptable limits. Those products have been removed from the market and have been posted in our recall lists for

ARB products (/Drugs/Drug

Safety/lucm613916.htm). The information below reflects the status of FDA's assessment for other

ARB drug products that are currently on the market. The assessment is based on the particular batches/lots of drugs tested by
FDA, information provided by applicants and active pharmaceutical ingredient (API) suppliers, and other information available to
the agency. In general, FDA's testing of ARBs focused on analyzing APl and the highest dosage strength available from firms

making drug products for the U.S. market. FDA will update this list as more information becomes available.

In the overall nitrosamine determination column, an indication of “not present” means that FDA has completed the
comprehensive assessment noted above. An indication of “TBD” means that one or more parts of our assessment remain
incomplete and the product remains acceptable for distribution and for patient use. For the entries denoted with “TBD*,” certain
lots of the product did have impurity levels above interim acceptable limits, however they have already been removed from the
market. FDA is prioritizing the assessments by those of highest patient need and in response to credible information about

nitrosamine contamination.

Press keys Ctrl+F to search for content on the webpage.

Active Ingredient $

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
VALSARTAN

Drug Product ¢

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE
AND VALSARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE; 20MG,
EQ 10MG BASE;
20MG, EQ 5MG BASE;
40MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 10MG BASE;
20MG, EQ 5MG BASE;
40MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
5MG BASE; 320MG,
EQ 10MG BASE;
320MG

Labeler Name ¢

ACCORD
HEALTHCARE INC

INTAS
PHARMACEUTICALS
LIMITED

SCIEGEN
PHARMACEUTICALS,
INC

ALEMBIC
PHARMACEUTICALS
INC

Overall
Nitrosamine

Determination

s
v

Not present

Not present

Not present

Not present

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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Active Ingredient $

AMLODIPINE BESYLATE;
VALSARTAN

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN
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Drug Product $

AMLODIPINE BESYLATE
AND VALSARTAN

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
5MG BASE; 320MG,
EQ 10MG BASE;
320MG

32MG

4MG, 8MG, 16MG

32MG

4MG, 8MG, 16MG

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

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

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 80MG,
12.5MG; 320MG

12.5MG; 80MG

Labeler Name &

ALEMBIC
PHARMACEUTICALS
LIMITED

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

ALEMBIC
PHARMACEUTICALS
LIMITED

ACCORD
HEALTHCARE INC

INTAS
PHARMACEUTICALS
LIMITED

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

Ovwerall
Nitrosamine

Determination

-~
v

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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Active Ingredient $

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

25MG; 320MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 80MG, 25MG;
320MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 80MG,
12.5MG; 320MG,
25MG; 320MG

12.5MG; 80MG, 25MG;

320MG

5MG, 20MG, 40MG

20MG, 40MG

5MG, 20MG, 40MG

20MG, 40MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

Labeler Name $

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

MACLEODS
PHARMACEUTICALS
LIMITED

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

PROFICIENT RXLP

REMEDYREPACK
INC

ACCORD
HEALTHCARE INC

A-S MEDICATION
SOLUTIONS LLC

AVKARE, INC

BRYANT RANCH
PREPACK

INTAS
PHARMACEUTICALS
LIMITED

SCIEGEN
PHARMACEUTICALS,
INC

Ovwerall
Nitrosamine

Determination

-~
v

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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Active Ingredient $

OLMESARTAN

MEDOXOMIL

TELMISARTAN

TELMISARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN
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Drug Product $

OLMESARTAN
MEDOXOMIL

TELMISARTAN

TELMISARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

5MG, 20MG, 40MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

40MG, 80MG, 160MG,
320MG

40MG, 80MG, 160MG,
320MG

40MG, 80MG, 160MG,
320MG

320MG

320MG

40MG, 160MG, 320MG

40MG, 80MG, 160MG,
320MG

80MG, 160MG

40MG, 80MG, 160MG,

320MG

160MG

Labeler Name $

SUNSHINE LAKE
PHARMA CO., LTD

HISUN
PHARMACEUTICALS
USA, INC

JUBILANT CADISTA
PHARMACEUTICALS,
INC

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

AMNEAL
PHARMACEUTICALS
LLC

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

A-S MEDICATION
SOLUTIONS LLC

BRYANT RANCH
PREPACK

MACLEODS
PHARMACEUTICALS
LIMITED

NORTHWIND
PHARMACEUTICALS

OHM
LABORATORIES INC

REMEDYREPACK
INC

Ovwerall
Nitrosamine

Determination

-~
v

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Not present

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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Active Ingredient $

AMLODIPINE BESYLATE;

HYDROCHLOROTHIAZIDE;

OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;

HYDROCHLOROTHIAZIDE;

OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;

HYDROCHLOROTHIAZIDE;

OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;

HYDROCHLOROTHIAZIDE;

OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;

HYDROCHLOROTHIAZIDE;

OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;

HYDROCHLOROTHIAZIDE;

OLMESARTAN
MEDOXOMIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

TRIBENZOR

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL,
AMLODIPINE AND
HYDROCHLOROTHIAZIDE

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMLL,
AMLODIPINE AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE;
12.5MG; 20MG, EQ
5MG BASE; 12.5MG;
40MG, EQ 5MG BASE;
25MG; 40MG, EQ
10MG BASE; 12.5MG;
40MG, EQ 10MG
BASE; 25MG; 40MG

EQ 5MG BASE;

12.5MG; 20MG

EQ 5MG BASE;
12.5MG; 20MG, EQ
5MG BASE; 12.5MG;
40MG, EQ 5MG BASE;
25MG; 40MG, EQ
10MG BASE; 12.5MG;
40MG, EQ 10MG
BASE; 25MG; 40MG

EQ 10MG BASE;

12.5MG; 40MG

EQ 5MG BASE;
12.5MG; 20MG, EQ
5MG BASE; 12.5MG;
40MG, EQ 5MG BASE;
25MG; 40MG, EQ
10MG BASE; 12.5MG;
40MG, EQ 10MG
BASE; 25MG; 40MG

EQ 5MG BASE;
12.5MG; 20MG, EQ
5MG BASE; 12.5MG;
40MG, EQ 5MG BASE;
25MG; 40MG, EQ
10MG BASE; 12.5MG;
40MG, EQ 10MG
BASE; 25MG; 40MG

Labeler Name $

DAIICHI SANKYO,
INC.

DOH CENTRAL
PHARMACY

PAR
PHARMACEUTICAL

REMEDYREPACK
INC

SUN
PHARMACEUTICAL
INDUSTRIES, INC.

TORRENT
PHARMACEUTICALS
LIMITED

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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Active Ingredient $

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
VALSARTAN

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
VALSARTAN

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
VALSARTAN

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
VALSARTAN

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

AMLODIPINE BESYLATE,
VALSARTAN AND
HYDROCHLOROTHIAZIDE

AMLODIPINE BESYLATE,
VALSARTAN AND
HYDROCHLOROTHIAZIDE

EXFORGE HCT

AMLODIPINE BESYLATE,
VALSARTAN AND
HYDROCHLOROTHIAZIDE

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

5MG; 12.5MG; 160MG,
5MG; 25MG; 160MG,
10MG; 12.5MG;
160MG, 10MG; 25MG;
160MG, 10MG; 25MG;
320MG

5MG; 12.5MG; 160MG,
5MG; 25MG; 160MG,
10MG; 12.5MG;
160MG, 10MG; 25MG;
160MG, 10MG; 25MG;
320MG

5MG; 12.5MG; 160MG,
5MG; 25MG; 160MG,
10MG; 12.5MG;
160MG, 10MG; 25MG;
160MG, 10MG; 25MG;
320MG

5MG; 12.5MG; 160MG,
5MG; 25MG; 160MG,
10MG; 12.5MG;
160MG, 10MG; 25MG;
160MG, 10MG; 25MG;
320MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

Labeler Name &

AUROBINDO
PHARMA LIMITED

LUPIN
PHARMACEUTICALS,
INC

NOVARTIS
PHARMACEUTICALS
CORPORATION

PAR
PHARMACEUTICAL

AJANTA PHARMA
LIMITED

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

BD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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Active Ingredient $

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AZOR

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 10MG BASE;
20MG, EQ 5MG BASE;
40MG, EQ 10MG
BASE; 40MG

Labeler Name &

APOTEX CORP

ASCEND
LABORATORIES, LLC

AUROBINDO
PHARMA LIMITED

CADILA
HEALTHCARE
LIMITED

DAIICHI SANKYO,
INC.

GLENMARK
PHARMACEUTICALS
INC., USA

JUBILANT CADISTA
PHARMACEUTICALS,
INC

MACLEODS
PHARMACEUTICALS
LIMITED

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

7136
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Active Ingredient $

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
TELMISARTAN

AMLODIPINE BESYLATE;
TELMISARTAN

AMLODIPINE BESYLATE;
TELMISARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

TELMISARTAN AND
AMLODIPINE

TELMISARTAN AND
AMLODIPINE

TELMISARTAN AND
AMLODIPINE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

Labeler Name &

MEDSOURCE
PHARMACEUTICALS

MICRO
LABORATORIES
LIMITED

SUN
PHARMACEUTICAL
INDUSTRIES, INC.

TORRENT
PHARMACEUTICALS
LIMITED

ZYDUS
PHARMACEUTICALS
USA INC

ALEMBIC
PHARMACEUTICALS
LIMITED

APACE PACKAGING
LLC

AVKARE, INC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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Active Ingredient $

AMLODIPINE BESYLATE;
TELMISARTAN

AMLODIPINE BESYLATE;
TELMISARTAN

AMLODIPINE BESYLATE;
TELMISARTAN

AMLODIPINE BESYLATE;
TELMISARTAN

AMLODIPINE BESYLATE;
TELMISARTAN

AMLODIPINE BESYLATE;
VALSARTAN

AMLODIPINE BESYLATE;
VALSARTAN

AMLODIPINE BESYLATE;
VALSARTAN

AMLODIPINE BESYLATE;
VALSARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

TWYNSTA

TWYNSTA

TELMISARTAN AND
AMLODIPINE

TELMISARTAN AND
AMLODIPINE

TELMISARTAN AND
AMLODIPINE

AMLODIPINE BESYLATE
AND VALSARTAN

AMLODIPINE BESYLATE;
VALSARTAN

AMLODIPINE BESYLATE
AND VALSARTAN

AMLODIPINE BESYLATE
AND VALSARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

EQ 5MG BASE; 40MG,
EQ 10MG BASE;
40MG, EQ 5MG BASE;
80MG, EQ 10MG
BASE; 80MG

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
10MG BASE; 320MG

EQ 10MG BASE;
320MG

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
10MG BASE; 320MG

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
5MG BASE; 320MG,
EQ 10MG BASE;
320MG

Labeler Name $

BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.

BOEHRINGER
INGLEHEIM PHARMA
GMBH AND CO. KG

LUPIN
PHARMACEUTICALS,
INC

MYLAN
PHARMACEUTICALS,
INC

TORRENT
PHARMACEUTICALS
LIMITED

APACE PACKAGING
LLC

A-S MEDICATION
SOLUTIONS LLC

AVKARE, INC

LUPIN
PHARMACEUTICALS,
INC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

9/36



4/6/2019

Active Ingredient $

AMLODIPINE BESYLATE;

VALSARTAN

AMLODIPINE BESYLATE;

VALSARTAN

AMLODIPINE BESYLATE;

VALSARTAN

AZILSARTAN
KAMEDOXOMIL

AZILSARTAN
KAMEDOXOMILL;
CHLORTHALIDONE

CANDESARTAN
CILEXETIL
CANDESARTAN

CILEXETIL

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

CANDESARTAN

CILEXETIL

CANDESARTAN
CILEXETIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

AMLODIPINE BESYLATE

AND VALSARTAN

EXFORGE

AMLODIPINE BESYLATE

AND VALSARTAN

EDARSBI

EDARBYCLOR

ATACAND

ATACAND

CANDESARTAN
CILEXETIL

CANDESARTAN
CILEXETIL

CANDESARTAN

CILEXETIL

CANDESARTAN
CILEXETIL

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
10MG BASE; 320MG

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
5MG BASE; 320MG,
EQ 10MG BASE;
320MG

EQ 5MG BASE;
160MG, EQ 10MG
BASE; 160MG, EQ
10MG BASE; 320MG

EQ 40MG
MEDOXOMILL, EQ
80MG MEDOXOMIL

EQ 40MG
MEDOXOMIL; 12.5MG,
EQ 40MG
MEDOXOMIL; 25MG

8MG, 16MG, 32MG

4MG, 8MG, 16MG,
32MG

4MG, 8MG, 16MG,
32MG

4MG, 8MG, 16MG,
32MG

4MG, 8MG, 16MG,
32MG

4MG, 8MG, 16MG,
32MG

Labeler Name $

MEDSOURCE
PHARMACEUTICALS

NOVARTIS
PHARMACEUTICALS
CORPORATION

PAR
PHARMACEUTICAL

ARBOR
PHARMACEUTICALS
LLC

ARBOR
PHARMACEUTICALS
LLC

AMERICAN HEALTH
PACKAGING

ANI
PHARMACEUTICALS,
INC

CADILA
HEALTHCARE
LIMITED

MACLEODS
PHARMACEUTICALS
LIMITED

PAR
PHARMACEUTICAL

ZYDUS
PHARMACEUTICALS
USA INC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

10/36



4/6/2019

Active Ingredient $

CANDESARTAN
CILEXETIL,;
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL,;
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL,;
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL,;
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL;
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETLL,;
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETLL,;
HYDROCHLOROTHIAZIDE

EPROSARTAN
MESYLATE

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product ¢

ATACAND HCT

CANDESARTAN
CILEXETIL;
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL AND
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL AND
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL AND
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL AND
HYDROCHLOROTHIAZIDE

CANDESARTAN
CILEXETIL AND
HYDROCHLOROTHIAZIDE

EPROSARTAN
MESYLATE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $
16MG; 12.5MG, 32MG;
12.5MG, 32MG; 25MG

16MG; 12.5MG, 32MG;
12.5MG, 32MG; 25MG

16MG; 12.5MG, 32MG;
12.5MG, 32MG; 25MG

16MG; 12.5MG, 32MG;
12.5MG, 32MG; 25MG

16MG; 12.5MG, 32MG;
12.5MG, 32MG; 25MG

16MG; 12.5MG, 32MG;
12.5MG, 32MG; 25MG

16MG; 12.5MG, 32MG;
12.5MG, 32MG; 25MG

EQ 600MG BASE

12.5MG; 150MG,
12.5MG; 300MG,
25MG; 300MG

12.5MG; 150MG,
12.5MG; 300MG,
25MG; 300MG

12.5MG; 150MG,
12.5MG; 300MG

12.5MG; 150MG,
12.5MG; 300MG

12.5MG; 150MG

Labeler Name $

ANI
PHARMACEUTICALS,
INC

ANI
PHARMACEUTICALS,
INC

CADILA
HEALTHCARE
LIMITED

MACLEODS
PHARMACEUTICALS
LIMITED

MYLAN
PHARMACEUTICALS,
INC

SOLCO
HEALTHCARE USA,
LLC

ZYDUS
PHARMACEUTICALS
USA INC

MYLAN
PHARMACEUTICALS,
INC

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

APACE PACKAGING
LLC

AVKARE, INC

BRYANT RANCH
PREPACK

Ovwerall
Nitrosamine

Determination

-~
A4

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

11/36



4/6/2019

Active Ingredient $

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $
IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

AVALIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $
12.5MG; 150MG,
12.5MG; 300MG,
25MG; 300MG
12.5MG; 150MG,
12.5MG; 300MG

12.5MG; 150MG,
12.5MG; 300MG

12.5MG; 150MG,
12.5MG; 300MG

12.5MG; 300MG

12.5MG; 150MG

12.5MG; 150MG

12.5MG; 150MG

12.5MG; 150MG,

12.5MG; 300MG

12.5MG; 150MG,
12.5MG; 300MG

12.5MG; 300MG
12.5MG; 150MG,
12.5MG; 300MG
12.5MG; 150MG,

12.5MG; 300MG

12.5MG; 150MG,
12.5MG; 300MG

Labeler Name $

HIKMA
PHARMACEUTICALS
USA INC

HISUN
PHARMACEUTICALS
USA, INC

LUPIN
PHARMACEUTICALS,
INC

MACLEODS
PHARMACEUTICALS
LIMITED

NUCARE
PHARMACEUTICALS
INC

PROFICIENT RXLP

PROFICIENT RXLP

PROFICIENT RXLP

REMEDYREPACK

INC

REMEDYREPACK
INC

REMEDYREPACK
INC

SANOFI AVENTIS US
LLC

SOLCO
HEALTHCARE USA,
LLC

TEVA
PHARMACEUTICALS
USA, INC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

12/36



4/6/2019

Active Ingredient $
HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

HYZAAR

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $
12.5MG; 150MG,
12.5MG; 300MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG

25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG

12.5MG; 100MG

12.5MG; 50MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

Labeler Name $

UNICHEM
PHARMACEUTICALS
USA, INC

ACETRIS HEALTH,
LLC

AIDAREX
PHARMACEUTICALS
LLC

AIDAREX
PHARMACEUTICALS
LLC

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

AUROBINDO
PHARMA LIMITED

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

13/36



4/6/2019

Active Ingredient $
HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

HYZAAR

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

HYZAAR

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

12.5MG; 50MG, 25MG;
100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG
12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG
12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

25MG; 100MG

25MG; 100MG

12.5MG; 50MG

12.5MG; 50MG,
12.5MG; 100MG

Labeler Name $

CADILA
HEALTHCARE
LIMITED

JUBILANT CADISTA
PHARMACEUTICALS,
INC

LUPIN
PHARMACEUTICALS,
INC

MCKESSON
CORPORATION DBA
SKY PACKAGING

MERCK SHARP &
DOHME CORP

NORTHSTAR RXLLC

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

PD-RX
PHARMACEUTICALS,
INC

PD-RX
PHARMACEUTICALS,
INC

PROFICIENT RXLP

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

14/36



4/6/2019

Active Ingredient $
HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG
12.5MG; 50MG, 25MG;
100MG

12.5MG; 50MG

12.5MG; 100MG

25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG

12.5MG; 50MG, 25MG;
100MG

Labeler Name $

PROFICIENT RXLP

PROFICIENT RXLP

QPHARMA, INC.

REMEDYREPACK
INC

REMEDYREPACK
INC

RISING HEALTH, LLC

SOLCO
HEALTHCARE USA,
LLC

ST. MARY'S
MEDICAL PARK
PHARMACY

TEVA
PHARMACEUTICALS
USA, INC

UNICHEM
PHARMACEUTICALS
USA, INC

UNIT DOSE
SERVICES

ZYDUS
PHARMACEUTICALS
USA INC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

15/36



4/6/2019

Active Ingredient $

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

BENICAR HCT

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

BENICAR HCT

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

BENICAR HCT

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

12.5MG; 20MG,

12.5MG; 40MG, 25MG;

40MG

12.5MG; 20MG,

12.5MG; 40MG, 25MG;

40MG

12.5MG; 40MG

12.5MG; 20MG

12.5MG; 20MG,

12.5MG; 40MG

12.5MG; 20MG,

12.5MG; 40MG, 25MG;

40MG

12.5MG; 40MG

12.5MG; 20MG,
12.5MG; 40MG

12.5MG; 20MG,

12.5MG; 40MG, 25MG;

40MG

12.5MG; 20MG,

12.5MG; 40MG, 25MG;

40MG

12.5MG; 20MG

25MG; 40MG

Labeler Name $

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

AUROBINDO
PHARMA LIMITED

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

DAIICHI SANKYO,
INC.

MYLAN
PHARMACEUTICALS,
INC

NUCARE
PHARMACEUTICALS
INC

PD-RX
PHARMACEUTICALS,
INC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

16/36



4/6/2019

Active Ingredient $

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE
TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

MICARDIS HCT

HYDROCHLOROTHIAZIDE;
TELMISARTAN

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

12.5MG; 20MG

12.5MG; 40MG

25MG; 40MG

12.5MG; 20MG,

12.5MG; 40MG, 25MG;

40MG

12.5MG; 20MG,

12.5MG; 40MG, 25MG;

40MG

12.5MG; 20MG,
12.5MG; 40MG

12.5MG; 40MG,

12.5MG; 80MG, 25MG;

80MG

12.5MG; 40MG,

12.5MG; 80MG, 25MG;

80MG

12.5MG; 40MG,

12.5MG; 80MG, 25MG;

80MG

12.5MG; 40MG,

12.5MG; 80MG, 25MG;

80MG

12.5MG; 40MG,

12.5MG; 80MG, 25MG;

80MG

12.5MG; 80MG

Labeler Name $

REMEDYREPACK
INC

REMEDYREPACK
INC

REMEDYREPACK
INC

SOLCO
HEALTHCARE USA,
LLC

SUN
PHARMACEUTICAL
INDUSTRIES, INC.

TORRENT
PHARMACEUTICALS
LIMITED

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

AUROBINDO
PHARMA LIMITED

BOEHRINGER
INGELHEIM
PHARMACEUTICALS
INC

BOEHRINGER
INGELHEIM
PROMECO S.A. DE
C.v.

BRYANT RANCH
PREPACK

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

17/36



4/6/2019

Active Ingredient $

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;
TELMISARTAN

HYDROCHLOROTHIAZIDE;

VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

HYDROCHLOROTHIAZIDE;
TELMISARTAN

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

TELMISARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND

HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

25MG; 80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 40MG,
12.5MG; 80MG, 25MG;
80MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 160MG,
12.5MG; 320MG,
25MG; 320MG

Labeler Name $

BRYANT RANCH
PREPACK

CADILA
HEALTHCARE
LIMITED

GLENMARK
PHARMACEUTICALS
INC., USA

HIKMA
PHARMACEUTICALS
USA INC

LUPIN
PHARMACEUTICALS,
INC

MACLEODS
PHARMACEUTICALS
LIMITED

SOLCO
HEALTHCARE USA,
LLC

TORRENT
PHARMACEUTICALS
LIMITED

ZYDUS
PHARMACEUTICALS
USA INC

APACE PACKAGING
LLC

AVPAK

LAKE ERIE MEDICAL
DBA: QUALITY CARE
PRODUCTS LLC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

Not present

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

18/36



4/6/2019

Active Ingredient $

HYDROCHLOROTHIAZIDE;

VALSARTAN

HYDROCHLOROTHIAZIDE;

VALSARTAN

HYDROCHLOROTHIAZIDE;

VALSARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

VALSARTAN AND

HYDROCHLOROTHIAZIDE

DIOVAN HCT

DIOVAN HCT

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $
12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 80MG,
12.5MG; 160MG,
25MG; 160MG,
12.5MG; 320MG,
25MG; 320MG
12.5MG; 160MG,
25MG; 160MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

150MG, 300MG

300MG

300MG

300MG

75MG, 150MG, 300MG

150MG

300MG

Labeler Name $

LUPIN
PHARMACEUTICALS,
INC

NOVARTIS
PHARMACEUTICALS
CORPORATION

PD-RX
PHARMACEUTICALS,
INC

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

AMNEAL
PHARMACEUTICALS
LLC

APACE PACKAGING
LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

AVPAK

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

BD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

19/36



4/6/2019

Active Ingredient $

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product ¢

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

AVAPRO

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

AVAPRO

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

75MG, 150MG, 300MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

150MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

150MG

150MG

150MG

150MG

150MG, 300MG

150MG, 300MG

75MG, 150MG, 300MG

Labeler Name $

CADILA
HEALTHCARE
LIMITED

CAMBER
PHARMACEUTICALS
INC

HIKMA
PHARMACEUTICALS
USA INC

HISUN
PHARMACEUTICALS
USA, INC

JUBILANT CADISTA
PHARMACEUTICALS,
INC

LAKE ERIE MEDICAL
DBA: QUALITY CARE
PRODUCTS LLC
LUPIN
PHARMACEUTICALS,
INC

MACLEODS
PHARMACEUTICALS
LIMITED

PROFICIENT RXLP
PROFICIENT RXLP
PROFICIENT RXLP

REMEDYREPACK
INC

REMEDYREPACK
INC

REMEDYREPACK
INC

SANOFI AVENTIS US
LLC

Ovwerall
Nitrosamine

Determination

-~
A4

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

20/36



4/6/2019

Active Ingredient $

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

75MG, 150MG, 300MG

75MG, 150MG, 300MG

300MG

75MG, 150MG, 300MG

25MG, 50MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

100MG

25MG

25MG, 50MG

25MG, 50MG

Labeler Name $

SOLCO
HEALTHCARE USA,
LLC

UNICHEM
PHARMACEUTICALS
USA, INC

UNIT DOSE
SERVICES

ZYDUS
PHARMACEUTICALS
USA INC

AIDAREX
PHARMACEUTICALS
LLC

AIDAREX
PHARMACEUTICALS
LLC

ALEMBIC
PHARMACEUTICALS
INC

ALEMBIC
PHARMACEUTICALS
LIMITED

AMERICAN HEALTH
PACKAGING

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

21/36



4/6/2019

Active Ingredient $

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product ¢

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

50MG, 100MG

100MG

25MG, 50MG, 100MG

50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG

25MG, 50MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

50MG, 100MG

100MG

25MG, 50MG

50MG

Labeler Name $

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

AUROBINDO
PHARMA LIMITED

AVKARE, INC

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

CADILA
HEALTHCARE
LIMITED

CAMBER
PHARMACEUTICALS
INC

CARDINAL HEALTH

COUPLER
ENTERPRISE

DENTON PHARMA,
INC. DBA
NORTHWIND
PHARMACEUTICALS

DOH CENTRAL
PHARMACY

DOH CENTRAL
PHARMACY

Ovwerall
Nitrosamine

Determination

-~
A4

TBD

TBD

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

22/36



4/6/2019

Active Ingredient $

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product ¢

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

COZAAR

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

25MG, 50MG, 100MG

25MG, 50MG, 100MG

100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

50MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

50MG

25MG, 50MG, 100MG

Labeler Name $

GOLDEN STATE
MEDICAL SUPPLY,
INC

GOLDEN STATE
MEDICAL SUPPLY,
INC

H.J. HARKINS CO,
INC

HERITAGE
PHARMACEUTICALS
INC

HIKMA
PHARMACEUTICALS
USA INC

JUBILANT CADISTA
PHARMACEUTICALS,
INC

LAKE ERIE MEDICAL
DBA: QUALITY CARE
PRODUCTS LLC

LEGACY
PHARMACEUTICAL
PACKAGING, LLC

LUPIN
PHARMACEUTICALS,
INC

MACLEODS
PHARMACEUTICALS
LIMITED

MCKESSON
CORPORATION DBA
SKY PACKAGING

MEDSOURCE
PHARMACEUTICALS

MERCK SHARP &
DOHME CORP

Ovwerall
Nitrosamine

Determination

-~
A4

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

23/36



4/6/2019

Active Ingredient $

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product ¢

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

COZAAR

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

25MG, 50MG, 100MG

25MG

25MG, 100MG

25MG, 50MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

50MG

50MG

100MG

100MG

25MG, 100MG

50MG

Labeler Name $

MICRO
LABORATORIES
LIMITED

NORTHWIND
PHARMACEUTICALS

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

NUCARE
PHARMACEUTICALS
INC

PD-RX
PHARMACEUTICALS,
INC

PD-RX
PHARMACEUTICALS,
INC

PD-RX
PHARMACEUTICALS,
INC

PD-RX
PHARMACEUTICALS,
INC

Ovwerall
Nitrosamine

Determination

-~
A4

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

24/36



4/6/2019

Active Ingredient

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM
LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

50MG

50MG, 100MG

25MG, 50MG

50MG

100MG

25MG

25MG, 50MG

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

50MG

100MG

25MG

25MG, 100MG

25MG, 50MG, 100MG

50MG, 100MG

25MG, 50MG, 100MG

Labeler Name &
PD-RX
PHARMACEUTICALS,
INC

PD-RX
PHARMACEUTICALS,
INC

PREFERRED
PHARMACEUTICALS
INC

PREFERRED
PHARMACEUTICALS
INC

PROFICIENT RXLP
PROFICIENT RXLP
PROFICIENT RXLP
PROFICIENT RXLP
PROFICIENT RXLP
PROFICIENT RXLP
QPHARMA, INC.
QPHARMA, INC.

REMEDYREPACK
INC

REMEDYREPACK
INC

REMEDYREPACK
INC

REMEDYREPACK
INC

REMEDYREPACK
INC

RISING HEALTH, LLC

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
2019/04/04
2019/04/04
2019/04/04
2019/04/04
2019/04/04
2019/04/04
2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

25/36



4/6/2019

Active Ingredient $

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

NEBIVOLOL
HYDROCHLORIDE;
VALSARTAN

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

BYVALSON

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

100MG

25MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

50MG

50MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

EQ 5MG BASE; 80MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

Labeler Name $

RPK

PHARMACEUTICALS,

INC

RPK

PHARMACEUTICALS,

INC

RPK

PHARMACEUTICALS,

INC

SANDOZ INC

SOLCO

HEALTHCARE USA,

LLC

ST. MARY'S

MEDICAL PARK

PHARMACY

ST. MARY'S

MEDICAL PARK

PHARMACY

UNICHEM

PHARMACEUTICALS

USA, INC

VANGARD LABS

VIVIMED LABS
LIMITED

ZYDUS

PHARMACEUTICALS

USA INC

ALLERGAN SALES

LLC

ALEMBIC

PHARMACEUTICALS

INC

ALEMBIC

PHARMACEUTICALS

LIMITED

Ovwerall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

26/36



4/6/2019

Active Ingredient $

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL
OLMESARTAN

MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL
OLMESARTAN
MEDOXOMIL
BENICAR

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

5MG, 20MG, 40MG

20MG, 40MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

20MG

40MG

40MG

5MG, 20MG, 40MG

20MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

20MG, 40MG

Labeler Name $

APOTEX CORP

A-S MEDICATION

SOLUTIONS LLC

ASCEND

LABORATORIES, LLC

AUROBINDO
PHARMA LIMITED

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

CADILA
HEALTHCARE
LIMITED

CARDINAL HEALTH
DAIICHI SANKYO,
INC.

GLENMARK
PHARMACEUTICALS
INC., USA

JUBILANT CADISTA

PHARMACEUTICALS,

INC

LUPIN

PHARMACEUTICALS,

INC

MACLEODS
PHARMACEUTICALS
LIMITED

MYLAN
INSTITUTIONAL INC

Overall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

BD

BD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date

Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

27/36



4/6/2019

Active Ingredient $

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL
OLMESARTAN
MEDOXOMIL
OLMESARTAN
MEDOXOMIL
OLMESARTAN

MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

SACUBITRIL; VALSARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $
OLMESARTAN
MEDOXOMIL

BENICAR

OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL
OLMESARTAN
MEDOXOMIL
OLMESARTAN
MEDOXOMIL

OLMESARTAN
MEDOXOMIL

OLMESARTAN

MEDOXOMIL

ENTRESTO

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

5MG, 20MG, 40MG

40MG

20MG, 40MG

5MG, 20MG, 40MG

20MG, 40MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

5MG, 20MG, 40MG

24MG; 26MG, 49MG;

51MG, 97MG; 103MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

Labeler Name $

MYLAN
PHARMACEUTICALS,
INC

PD-RX
PHARMACEUTICALS,
INC

PROFICIENT RXLP

QILU
PHARMACEUTICAL
CO LTD

REMEDYREPACK
INC

SUN
PHARMACEUTICAL
INDUSTRIES, INC.

TORRENT
PHARMACEUTICALS
LIMITED

ZYDUS
PHARMACEUTICALS
USA INC

NOVARTIS
PHARMACEUTICALS
CORPORATION

ALEMBIC
PHARMACEUTICALS
INC

AMNEAL
PHARMACEUTICALS
LLC

AMNEAL
PHARMACEUTICALS
OF NEW YORK LLC

ASCEND
LABORATORIES, LLC

Overall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

28/36



4/6/2019

Active Ingredient $

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

TELMISARTAN

TELMISARTAN

TELMISARTAN

MICARDIS

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

80MG

80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

40MG

20MG, 40MG, 80MG

Labeler Name $

AUROBINDO
PHARMA LIMITED

AVKARE, INC

BOEHRINGER
INGELHEIM
PHARMACEUTICALS
INC

BOEHRINGER
INGELHEIM
PROMECO S.A. DE
C.v.

BRYANT RANCH
PREPACK

BRYANT RANCH
PREPACK

CADILA
HEALTHCARE
LIMITED

CADILA
PHARMACEUTICALS
LIMITED

CAMBER
PHARMACEUTICALS
INC

GLENMARK
PHARMACEUTICALS
INC., USA

HIKMA
PHARMACEUTICALS
USA INC

MEDSOURCE
PHARMACEUTICALS

MICRO
LABORATORIES
LIMITED

Overall
Nitrosamine

Determination

-~
v

TBD

TBD

BD

TBD

TBD

BD

TBD

TBD

BD

TBD

BD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

29/36



4/6/2019

Active Ingredient $

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

TELMISARTAN

DIOVAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

DIOVAN

DIOVAN

VALSARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

20MG, 40MG, 80MG

80MG
20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

20MG, 40MG, 80MG

80MG, 160MG

80MG, 160MG, 320MG

80MG

40MG, 80MG, 160MG,
320MG

40MG, 80MG, 160MG,
320MG

40MG, 80MG, 160MG,
320MG

80MG, 160MG, 320MG

40MG, 80MG, 160MG,
320MG

Labeler Name $

MYLAN
PHARMACEUTICALS,
INC

PROFICIENT RXLP
SANDOZ INC

SOLCO
HEALTHCARE USA,
LLC

TORRENT
PHARMACEUTICALS
LIMITED

ZYDUS
PHARMACEUTICALS
USA INC

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

BRYANT RANCH
PREPACK

JUBILANT CADISTA
PHARMACEUTICALS,
INC

LUPIN
PHARMACEUTICALS,
INC

NOVARTIS
PHARMACEUTICALS
CORPORATION

PD-RX
PHARMACEUTICALS,
INC

UNICHEM
PHARMACEUTICALS
USA, INC

Overall
Nitrosamine

Determination

-~
v

TBD

TBD

TBD

TBD

BD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

30/36



4/6/2019

Active Ingredient $

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
VALSARTAN

AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE;
VALSARTAN

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE;
VALSARTAN

AMLODIPINE BESYLATE;
VALSARTAN

AMLODIPINE BESYLATE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
IRBESARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

OLMESARTAN
MEDOXOMILL,
AMLODIPINE AND
HYDROCHLOROTHIAZIDE

AMLODIPINE BESYLATE,
VALSARTAN AND
HYDROCHLOROTHIAZIDE

AMLODIPINE BESYLATE,
VALSARTAN AND
HYDROCHLOROTHIAZIDE

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE AND
OLMESARTAN
MEDOXOMIL

AMLODIPINE BESYLATE
AND VALSARTAN

AMLODIPINE BESYLATE
AND VALSARTAN

AMLODIPINE BESYLATE
AND VALSARTAN

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

EQ 5MG BASE;
12.5MG; 20MG, EQ
5MG BASE; 12.5MG;
40MG, EQ 5MG BASE;
25MG; 40MG, EQ
10MG BASE; 12.5MG;
40MG, EQ 10MG
BASE; 25MG; 40MG

10MG; 25MG; 320MG

5MG; 12.5MG; 160MG,
5MG; 25MG; 160MG,
10MG; 12.5MG;
160MG, 10MG; 25MG;
160MG, 10MG; 25MG;
320MG

EQ 10MG BASE;
40MG

EQ 5MG BASE; 20MG,
EQ 5MG BASE; 40MG,
EQ 10MG BASE;
20MG, EQ 10MG
BASE; 40MG

EQ 5MG BASE;
160MG, EQ 5MG
BASE; 320MG, EQ
10MG BASE; 160MG,
EQ 10MG BASE;
320MG

EQ 5MG BASE;
320MG

EQ 5MG BASE;
160MG, EQ 5MG
BASE; 320MG, EQ
10MG BASE; 160MG,
EQ 10MG BASE;
320MG

12.5MG; 150MG,
12.5MG; 300MG,
25MG; 300MG

Labeler Name $

TEVA
PHARMACEUTICALS
USA, INC

REMEDYREPACK
INC

TORRENT
PHARMACEUTICALS
LIMITED

MEDSOURCE
PHARMACEUTICALS

TEVA
PHARMACEUTICALS
USA, INC

AUROBINDO
PHARMA LIMITED

MEDSOURCE
PHARMACEUTICALS

TORRENT
PHARMACEUTICALS
LIMITED

AUROBINDO
PHARMA LIMITED

Ovwerall
Nitrosamine

Determination

-~
v

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

31/36



4/6/2019

Active Ingredient $
HYDROCHLOROTHIAZIDE;
IRBESARTAN

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

HYDROCHLOROTHIAZIDE;
LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

IRBESARTAN AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

LOSARTAN POTASSIUM
AND
HYDROCHLOROTHIAZIDE

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

12.5MG; 150MG,
12.5MG; 300MG,
25MG; 300MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG

12.5MG; 50MG,
12.5MG; 100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG, 25MG;
100MG, 12.5MG;
100MG

12.5MG; 50MG,
12.5MG; 100MG,
25MG; 100MG

12.5MG; 50MG, 25MG;
100MG

Labeler Name $

RISING
PHARMACEUTICALS,
INC

APACE PACKAGING
LLC

A-S MEDICATION
SOLUTIONS LLC

AVPAK

LAKE ERIE MEDICAL
DBA: QUALITY CARE
PRODUCTS LLC

MACLEODS
PHARMACEUTICALS
LIMITED

PD-RX
PHARMACEUTICALS,
INC

PROFICIENT RXLP

REMEDYREPACK
INC

SANDOZ INC

TORRENT
PHARMACEUTICALS
LIMITED

UNIT DOSE
SERVICES

Overall
Nitrosamine

Determination

-~
v

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

32/36



4/6/2019

Active Ingredient $
HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL
HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL
HYDROCHLOROTHIAZIDE;
OLMESARTAN
MEDOXOMIL

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

HYDROCHLOROTHIAZIDE;
VALSARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product ¢
OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE
OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE
OLMESARTAN
MEDOXOMIL AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

VALSARTAN AND
HYDROCHLOROTHIAZIDE

IRBESARTAN

IRBESARTAN

IRBESARTAN

IRBESARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

12.5MG; 20MG,
12.5MG; 40MG

12.5MG; 40MG

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

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 160MG, 25MG;
320MG

25MG; 320MG

25MG; 160MG

12.5MG; 80MG,
12.5MG; 160MG,
12.5MG; 320MG,
25MG; 320MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

75MG, 150MG, 300MG

Labeler Name $

A-S MEDICATION
SOLUTIONS LLC

BRYANT RANCH
PREPACK

TEVA
PHARMACEUTICALS
USA, INC

A-S MEDICATION
SOLUTIONS LLC

AUROBINDO
PHARMA LIMITED

BRYANT RANCH
PREPACK

NORTHWIND
PHARMACEUTICALS

PROFICIENT RXLP

AUROBINDO
PHARMA LIMITED

CAMBER
PHARMACEUTICALS
INC

GOLDEN STATE
MEDICAL SUPPLY,
INC

RISING
PHARMACEUTICALS,
INC

Owerall
Nitrosamine

Determination

-~
A4

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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4/6/2019

Active Ingredient $

IRBESARTAN

IRBESARTAN

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

IRBESARTAN

IRBESARTAN

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $

75MG, 150MG, 300MG

75MG, 150MG, 300MG

25MG, 50MG, 100MG

100MG

25MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG

50MG, 100MG

25MG, 50MG, 100MG

50MG

25MG, 50MG, 100MG

25MG

25MG, 50MG, 100MG

100MG

Labeler Name $

SCIEGEN
PHARMACEUTICALS,
INC

WESTMINSTER
PHARMACEUTICALS,
LLC

APACE PACKAGING
LLC

APHENA PHARMA
SOLUTIONS -
TENNESSEE, LLC

A-S MEDICATION
SOLUTIONS LLC

AVPAK

BRYANT RANCH
PREPACK

DIRECT RX

DOH CENTRAL
PHARMACY

LAKE ERIE MEDICAL
DBA: QUALITY CARE
PRODUCTS LLC

LEGACY
PHARMACEUTICAL
PACKAGING, LLC

MAJOR
PHARMACEUTICALS

MEDSOURCE
PHARMACEUTICALS

NUCARE
PHARMACEUTICALS
INC

PD-RX
PHARMACEUTICALS,
INC

Overall
Nitrosamine

Determination

-~
v

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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4/6/2019

Active Ingredient $
LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

OLMESARTAN
MEDOXOMIL

OLMESARTAN

MEDOXOMIL

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $
LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

LOSARTAN POTASSIUM

OLMESARTAN
MEDOXOMIL

OLMESARTAN

MEDOXOMIL

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm

Strength $
25MG, 50MG, 100MG

25MG, 100MG

50MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

25MG, 50MG, 100MG

20MG, 40MG

20MG, 40MG

40MG, 80MG, 160MG,
320MG

80MG, 160MG

40MG, 80MG, 160MG,

320MG

80MG

80MG, 160MG, 320MG

40MG, 80MG, 160MG,

320MG

40MG, 80MG, 160MG,
320MG

40MG, 80MG, 160MG,
320MG

Labeler Name $

PROFICIENT RXLP

REMEDYREPACK
INC

ST. MARY'S
MEDICAL PARK
PHARMACY
TORRENT
PHARMACEUTICALS
LIMITED

UNIT DOSE
SERVICES

VANGARD LABS

A-S MEDICATION
SOLUTIONS LLC

BRYANT RANCH
PREPACK

ACETRIS HEALTH,
LLC

AMERICAN HEALTH
PACKAGING

APACE PACKAGING
LLC

A-S MEDICATION
SOLUTIONS LLC

A-S MEDICATION
SOLUTIONS LLC

ASCEND
LABORATORIES, LLC

AUROBINDO
PHARMA LIMITED

AVPAK

Ovwerall
Nitrosamine

Determination

-~
v

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

TBD*

BD*

TBD*

TBD*

TBD*

TBD*

Not present

TBD*

TBD*

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04
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4/6/2019

Active Ingredient $

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

Drug Safety and Availability > FDA's Assessment of Currently Marketed ARB drug products

Drug Product $

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

VALSARTAN

Strength $

40MG, 80MG, 160MG,

320MG

80MG, 160MG

320MG

40MG, 80MG, 160MG,
320MG

40MG, 80MG, 160MG,
320MG

Labeler Name $

CAMBER
PHARMACEUTICALS
INC

CARDINAL HEALTH

REMEDYREPACK
INC

SQUARE
PHARMACEUTICALS
LTD

TORRENT
PHARMACEUTICALS
LIMITED

Overall
Nitrosamine

Determination

-~
v

TBD*

TBD*

TBD*

TBD*

TBD*

Date
Updated ¢

2019/04/04

2019/04/04

2019/04/04

2019/04/04

2019/04/04

More in_Drug Safety and Availability
(/Drugs/DrugSafety/default.htm)

Drug_Alerts and Statements (/Drugs/DrugSafety/ucm215175.htm)

Medication Guides (/Drugs/DrugSafety/ucm085729.htm)

Drug Safety Communications (/Drugs/DrugSafety/ucm199082.htm)

Drug_Shortages (/Drugs/DrugSafety/DrugShortages/default.htm)

Postmarket Drug_Safety_Information for Patients and Providers
(/Drugs/DrugSafety/PostmarketDrugSafety InformationforPatientsandProviders/default.htm)

Information by Drug_Class (/Drugs/DrugSafety/InformationbyDrugClass/default.htm)

Medication Errors (/Drugs/DrugSafety/MedicationErrors/default.htm)

Safe Use Initiative (/Drugs/DrugSafety/SafeUselnitiative/default.htm)

Drug_Recalls (/Drugs/DrugSafety/DrugRecalls/default.htm)

Drug_Supply_Chain Integrity (/Drugs/DrugSafety/DrugintegrityandSupply ChainSecurity/default.htm)

Risk Evaluation and Mitigation Strategies (REMS) (/Drugs/DrugSafety/REMS/default.htm)

https:/mww.fda.govDrugs/Drug Safety/ucm634620.htm
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