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AaNWSLRNIZYBIYN Vildagliptin &o mg + Metformin @,000 mg tablet
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Vildagliptin &o mg + Metformin @,000 mg tablet
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®. Identification test sy yaaesiaedity
. Assay

b.e Vildagliptin «&.0 - @o&.0 % LA

.lb Metformin HCL *&.0 - @o&.0 % LA
en. Purity

o.e Degradation product mbo-&&  Not more than o.lo% (release)

Not more than o.@% (Shelf-life)
m.lo Water Not more than @.0%
Dissolution test

Vildagliptin Not Less than go% after mo min
Metformin HCl Not Less than go% after mo min
Uniformity of dosage units by content uniformity
Vildagliptin MFIMIUMIY Ph.Eur. USP or JP
Metformin HCl #5799 UA Ph.Eur. USP or JP
Degradation products based on content of Metformin HCl
@-Cyanoguanidine Not More than o.ole%
Each Unspecified degradation product Not more than o.ce%
Total Degradation product Not more than o.5%
Degradation products based on content of Vildagliptin
bolo-oe (Amide) Not more than o.&% (Release)
Not more than lv.o% (Shelf-ife)
woa-oa (Cyclic amidine) Not more than o.b% (Release)
Not more than @.0% (Shelf-life)
wom-oe (Diketopiperazine) Not more than o.lb% (Release)

Not more than e.0% (Shelf-life)
Each unspecified degradation product  Not more than o.v%
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