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Disclaimer 
 
Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 219122 are owned by Azurity Pharmaceuticals, Inc. or 
are data for which Azurity Pharmaceuticals, Inc. has obtained a written right of 
reference. Any information or data necessary for approval of NDA 219122 that Azurity 
Pharmaceuticals, Inc. 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 219122. 
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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 
NA 
1.3.3 Labeling 
The sponsor’s proposal of using the same Januvia® label information in nonclinical 
sections with the exception of the product tradename is acceptable.  

2 Drug Information 
2.1 Drug 
CAS Registry Number: 486459-71-6 
 
Generic Name: Sitagliptin Hydrochloride 
 
Code Name 
 
Chemical Name: ((3R)-3-Amino-1-(3-(trifluoromethy1)-5,6-dihydro-[1,2,4]triazolo[4,3-
a]pyrazin-7(8H)-y1)-4-(2,4,5-trifluorophenyl)butan-l-one hydrochloride monohydrate 
 
Molecular Formula: C16H15F6N5O•HCl.H2O 
 
Molecular Weight: 461.79 
 
Structure: 

 
 
Pharmacologic Class: Dipeptidyl peptidase-4 (DPP-4) inhibitor/ Oral antihyperglycemic/ 
Antidiabetic 
 

2.2 Relevant INDs, NDAs, BLAs and DMFs 
Listed Drug : NDA 021995, JANUVIA® (sitagliptin) Tablets 
Sponsor of Listed Drug: Merck & Co. 
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limit of ng/day. 2,3  The recommended limit for uses the carcinogenic 
potency categorization approach (CPCA) method, which results in assignment of 
to potency category (PC) with an associated recommended limit of ng/day.  
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