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Identification test psrHUITsEYedesaEnd iy
Assay

.6 Empagliflozin «&.0 - @o&.o0 % LA

..o Metformin HCl «&.0 - @o&.0 % LA

Dissolution test of Empasliflozin mwmumuﬁssqh BP/USP/EP
and Metformin

Uniformity of dosage units by content uniformity

Empagliflozin #5996UA Ph.Eur. or USP
Metformin HCL AIUAU Ph.Eur. or USP
Degradation products based on content of Metformin HCl

Any Unspecified Not More than o.6%
Total Degradation products Not more than 0.5%
Degradation products based on content of Empasliflozin

CD ebxon Not more than o0.¢%
Any unspecified degradation product ~ Not more than o.lo%
Total Degradation products Not more than e.0%
Microbiological quality

Total aerobic microbial count per gram < @o™ cfu

Total combined Yeasts/Moulds count/g. < @o® cfu

Escherichia coli /g. Absent
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