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Division of Metabolism and Endocrinology Products 

 

NDA: 202343 

Applicant: Merck 

Stamp Date: 07-DEC-2010 

PDUFA Date: 07-OCT-2011 

Proposed Proprietary Name:  

Established Name: Sitagliptin/simvastatin 

Dosage form and strength: Tablet: immediate release 

100/10, 100/20, 100/40  

(mg/mg sitagliptin anhydrous free base/ 

simvastatin) 

Route of Administration: oral 

Indications: All indications approved for each active ingredient 

 

CMC Lead: Su (Suong) Tran, ONDQA 

 

ONDQA Fileability: Yes 
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