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3.1 Finished product specification:
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1 | Identification , mwﬁhummﬁszﬂu Finish product specification

2 | Usuausendnagy 95.0 - 105.0% of the labeled amount of Vildagliptin

3 | Uniformity of dosage units* m’mi’mmuﬁigqﬁlu Finish product specification

4 | Dissolution* NLT 80%(Q) of the labeled amount of Vildagliptin is
dissolved in 30 minutes

5 | Degradation products m’mﬁi’]umuﬁizqiu Finish product specification

6 | Water NMT 2.9%

3.2 Drug substance specification

[dentification m’aﬂr}humuﬁi%ﬂu Drug substance specification

2 | USunauinendidgy 98.0 - 102.0% of the labeled amount of Vildagliptin
(on anhydrous basis)

3 | Sulfated ash NMT 0.1%

4 | Loss on drying NMT 0.5%

5 | Heavy metals; sum (Fe, Ni, Cu, Zu, Pb) | NMT 10 ppm

6 | Degradation products mwﬂi’lumuﬁiaqﬁlu Drug substance specification

7 | Enantiomer NMT 0.5%
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