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Sitagliptin 100 mg film-coated tablet
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3.1 Finished product specification:



Test ltems

Specifications

3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95-105% of labeled amount
3.1.3 | Uniformity of dosage units Meet the requirement
3.1.4 | Disintegration Not more than 5 minutes
3.1.5 | Dissolution Meet the requirement
3.1.6 | Degradation products
-Sitagliptin acid Not more than 0.2%
-Fumarate adduct (If present) Not more than 0.2%
-Sitagliptin triazecine analog Not more than 0.2%
-Sitagliptin styrylacetyl analog Not more than 0.2%
-Sitagliptin phenylcrotonyl analog Not more than 0.2%
-Any unspecified degradation Not more than 0.2%
-Total degradation products Not more than 0.6%
3.1.7 | 7-Nitroso-3-(trifluoromethyl)-5,6,7,8- Not more than 1.0 ppm

tetrahhydrol[1,2,4]triazolo-[4,3-alpyrazine
(NTTP)

3.2 Drug substance specification:

-Any individual impurity

-Total impurities

49 Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 98.0% - 102.0% of the labeled amount
3.23 Water determination 3.3-3.7%
324 Enantiomeric purity Not more than 0.5% of the S-enantiomer
3.25 Impurities

Not more than 0.1%

Not more than 0.5%
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