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e.e Finish product specification: Manidipine Hydrochloride Tablets (JP Edition ae)

Test items

Specifications

®. [dentification

Meet the requirement

o

lo. UTaausendday

<

ab.0% - mow.0% of the labeled amount of

manidipine hydrochloride

. Uniformity of dosage units

Meet the requirement

&. Dissolution: Dissolution rate in &¢
minutes of Manidipine Hydrochloride
Tablets

Not less than «/&%
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.o Drug substance specification: Manidipine Hydrochloride (JP Edition o)

Test items

Specifications

®. ldentification

Meet the requirement

. Purity
- Heavy metals
- Arsenic

Not more than eo ppm

Not more than @ ppm

an. Loss on drying

Not more than @.¢% (@ ¢, @o& C, & hours)

&. Residue on ignition

Not more than o.8% (& g)

&. Assay &=.&% - eoe.0% of manidipine hydrochloride

(dried substance)
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