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Sitagliptin Phosphate @oco mg. + Metformin @,000 mg. extended release tablet
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Sitagliptin phosphate ®@oo mg. + Metformin @,000 mg. extended release tablet

Sitagliptin phosphate @oo mg. + Metformin e,000 mg. extended release RaE & Win
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dentification test yRHTUMNTIsTyaB T IEddy
Assay

.e Sitagliptin «o.¢ - @oa.& % LA

.o Metformin HCl «&.0 - ®o&.0 % LA

. Propyl Gallate ©0.0 - @®0.0 % LA

Dissolution test

Sitagliptin Not Less than ¢/0% in mo min
Metformin HCl o& - m&¢% in ® hr

o — D% in e hrs

Not less than @o% in @o hrs

Uniformity of dosage units mswmummﬁssqﬁ"’qaaaﬁamﬁ'lﬁ'ig
Degradation products based on content of Metformin HCl
Any Unspecified Not More than o.e%
Total Degradation product Not more than o.b%
Degradation products based on content of Sitagliptin

Any Unspecified Not more than o.0%
Total Degradation product Not more than o.lb%
Microbial limits
E.coli Absent
TAMC < ®,000 cfu/g.
Total yeasts and mold count < @oo cfu/s.
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