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@) Identification test Meet the requirement
b) Assay &b.o%-e0x.0% of the labeled amount of manidipine
hydrochloride
) Uniformity of dosage units  Meet the requirement
&) Dissolution test Not less than e/&% of the LA. of is dissolved in &&
minutes
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®) Identification test Meet the requirement ,
) Assay &®&.¢% - ®0.0% of manidipine hydrochloride, when dried
o) Purity 2
& Heavy metal Not more than eo ppm
&) Arsenic Not more than @ ppm
o) Related substances Any other individual impurity: Not more than o.6%

Total impurities: Not more than o.e/%

) Loss on drying Not more than e.&%
@) Residual on ignition Not more than o.b%

)

Melting point

about 207°C (with decomposition)
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(ASEAN Common Technical Dossier : ACTD)
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