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Drug substance specification (Reference JP)

en.@ Definition White to pale yellow, crystals or crystalline
powder. Freely soluble in dimethylsulfoxide;
sparingly soluble in methanol; slightly soluble in
ethanol; and practically insoluble in water.
A solution of manidipine HCl in dimethylsulfoxide
(@ in @oo0) shows No optical rotation.
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an.an UTuneudedeiey (Assay) ®E.¢-®0.0% VDI Manidipine HCL (CssH3gN;0s.2HCL)
m.a Purity
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on.c.en Related substances - The area of peaks other than manidipine obtained
from the sample solution is not larger than /&
times the manidipine peak area from the standard
solution.

- The total of the areas of all peaks other than
manidipine from the sample solution is not larger
than s/@o times the manidipine peak area from
the standard solution.

- The relative standard deviation of peak area of
manidipine is not more than b.o %
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o.& Loss on drying
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Finished Product specification

o.@ Descriptions m‘iaﬂmumuﬁixq‘lu finished product specification
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en.@ Dissolution

en.& Uniformity of dosage units
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