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3.1 Identification m’;ﬁw\im | mﬂu Finished product specification
3.2 UFusnendegy 0 % of labeled amount of Ramipril
3.3 Content Uniformity aﬁ]mumumudu Finished product specification
3.4 Dissolution Q) Os AW mmumu‘iﬂ,u Finished product specification
m’mmumumuﬂu Finished product specification

3.5 Related substancesos

4. ﬂmamummammﬂmaa%\Aaterial (wandluludnsnziingau)
4.1 Related substance (BP 2010 , USP 34)

-Ramipril methyl ester (A) not more than 0.5 %
-Isopropyl ether (B) not more than 0.5 %
-Hexahydro-Ramipril (C) not more than 0.5 %
-Ramipril diketopiperazine (D) not more than 0.5 %
-Unknowned Impurity,each not more than 0.1 %
-Total impurities not more than 1.0 %
-Palladium not more than 20 ppm
4.2 Specific (optical) rotation + 32.0° to + 38.0°
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