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nfufinutuvrovil!?a{g'l Vildagl,iptin do mg + Metformin 6,,0oo mg tabtet

Vitdagtiptin do mg + Metformin o,ooo mg tabtet
Vitdagliptin do mg + Metformin o,ooo mg qia0r r fin
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or. ldentiflcation test

b. Assay

b.o Vitdagliptin c(d.o - ood.o % LA

b.b Metformin HCI r{d.o - ood.o 96 LA

en. Purity

6n.o Degradation product Gnbb-6(d Not more than o.b% (release)

Not more than o.a% (Shelf-life)

m.b Water Not more than o.o96

d. Dissolution test

Vitdagliptin Not Less than do% after mo min

Metformin HCI Not Less than do% after mo min

d. Uniformity of dosage units by content uniformity

Vitdagtiptin q:?oai.tu0.trJ ph.Eur. USp or Jp

Metformin HCI nl?or.ituglu ph.Eur. USp or Jp

b. Degradation products based on content of Metformin HCI

o-Cyanoguanidine Not More than o.ob%
Each Unspecified degradation product Not more than o.oo%
Total Degradation product Not more than o.b%
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6'i. Degradation products based on content of Vildagliptln

bob-oo (Amide) Not more than o.d% (Release)

Not more than b.o% (Shelf-Life)

boc{-oo (Cyctic amidine) Not more than o.b7o (Release)

Not more than o.o% (SheLf-tife)

tooerl-oo (Diketopiperazine) Not more than o.b% (Release)

Not more than o.o% (Shetf-tife)

Each unspecified degradation product Not more than o.bo,6
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