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&.e Finished product specification

o Test Items Specifications
&e.e | Identification Meet the requirement
&alo | Assay &b.0% - moz.0% of the labeled amount
of Manidipine hydrochloride
&e.m | Uniformity of dosage units® Meet the requirement
¢a.e | Dissolution® Not less than «/&% of the labeled amount

of Manidipine hydrochloride is dissolved

in @& minutes
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4o Test ltems Specifications
&b.a | Identification Meet the requirement
&lblo | Assay S&.€% - @oe.0% of Manidipine
hydrochloride (dried substance)
&lo.mn | Melting point about boa °C
&l.e | Purity
- Heavy metals Not more than o ppm
- Arsenic Not more than @ ppm
- Related substances Meet the reguirement
&lo.€ | Loss on drying Not more than @.&¢%
&lolo | Residue on ignition Not more than o.lv%
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