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Disclaimer

Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 216743 are owned by Zydus Worldwide DMCC or are 
data for which Zydus Worldwide DMCC has obtained a written right of reference. Any 
information or data necessary for approval of NDA 216743 that Zydus Worldwide 
DMCC does not own or have a written right to reference constitutes one of the following: 
(1) published literature, or (2) a prior FDA finding of safety or effectiveness for a listed 
drug, as reflected in the drug’s approved labeling.  Any data or information described or 
referenced below from reviews or publicly available summaries of a previously approved 
application is for descriptive purposes only and is not relied upon for approval of NDA 
216743.
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All inactive ingredients utilized in the product are listed in the FDA’s Inactive Ingredient 
Database (IIG) within the range of approved orally administered drug products. 

1.3 Recommendations

1.3.1 Approvability
This drug product is recommended to be approved from a nonclinical perspective.
1.3.2 Additional Non-Clinical Recommendations
None 
1.3.3 Labeling
The sponsor’s proposal of using the same Janumet® label information in nonclinical 
sections with the exception of the product Tradename is acceptable. 

2 Drug Information

2.1 Drug

General information 

Sitagliptin:
7-[(3R)-3-amino-1-oxo-4-(2,4,5-trifluorophenyl)butyl]-5,6,7,8-tetrahydro-3-
(trifluoromethyl)-1,2,4-triazolo[4,3-a]pyrazine

CAS #: 486460-32-6
Molecular Formula: C16H15F6N5O
MW: 407.31
Pharmacologic Class: dipeptidyl peptidase-4 (DPP-4) inhibitor

Metformin HCl:
N,N-dimethylimidodicarbonimidic diamide hydrochloride
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