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Qmé’nmuzl.awqwmm Dapagliflozin @o mg. + Metformin @,000 mg. extended release tablet

Foen Dapagliflozin @o mg. + Metformin @,000 me. extended release tablet
PATIFINIT Dapagliflozin @o mg. + Metformin e,000 mg. extended release 6281 @ Win
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AGNYUZIANE ®. Identification test peIRHUmTiszydasaend Yy
o. Assay
. Dapasgliflozin «o.0 ~ @®0.0 % LA
..o Metformin HCL ®o.0 - ®®0.0 % LA
o. Dissolution test
Dapagliflozin Not Less than co% in mo min
Metformin HCl o - & % in @ hr

&& - D& % in o hrs
Not less than @¢&% in o hrs

& Uniformity of dosage units msmmumuﬁizqﬁaamﬁamﬁﬁﬁiy
&. Degradation products based on content of Metformin HCl

Any Unspecified Not More than o.6%

Total Degradation product Not more than o.&%

©. Degradation products based on content of Dapasgliflozin
Any Unspecified Not more than o.lb%
Total Degradation product Not more than o.«%
. Microbial limits

E.coli Absent in & ¢
TAMC < @,000 cfu/g
Total yeasts and molds count < @oo cfu/g
. Water content Not more than &&%
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