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b.e Finished product specification (JP)

h) Test Items Specifications

®. Identification Complied with finished product specification

. Assay wlo.o-e0w.0% of the labeled amount of Manidipine HCL

an. Uniformity of dosage units | Meet the requirement

. Dissolution test* Not less than #/&% of the labeled amount is dissolved
in &€& minutes

b.lo Specification of Active pharmaceutical ingredient (API):

U9 | Test Items Specifications
®. | ldentification Cormplied with the standard
. | Assay (on the dried basis) ®e.d&%-e06.0% of Manidipine HCL
. | Loss on drying Not more than .&% (eg flgamnil eoe © C luaan « $1lus )
Residue on Ignition Not more than ol0% (eg)
& | Purity
A. Heavy metal Not more than eo ppm
B. Arsenic Not more than @ ppm
C. Each Related substances | Not more than o.le%
D. Total related substances | Not more than o.«¥%
. | Melting point ~ o C
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