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Finished Product Specification

®. ldentification mwmumu‘ﬁlwqﬂlu Finished product specification

. USunaiendiagy &&.0 - @o&.0% of the labeled amount of Sitasliptin

an. Uniformity of dosage units m’mﬁhumuﬁwﬂu Finished product specification

&. Disintegration Not more than & minutes

&. NTTP test NMT o.enel ppm

. Degradation products Sitagliptin acid NMT o.l0%
N-succinyl Sitagliptin NMT o.b%
Sitagliptin triazecine analog NMT o.w%

Sitagliptin phenylcrotonyl analog ~ NMT o.lv%
Unspecified degradation products  NMT o.%

Total degradation products NMT o.9%
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