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2.1 Finished product specification (JP17)

99 | Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay 92.0 - 108.0% of the labeled amount of
Manidipine HCl
3 Uniformity of dosage units Meet the requirement
q Dissolution test* Not less than 75 % of the labeled amount is
dissolved in 45 minutes

2.2 Specification of Active pharmaceutical ingredient (API): JP17

18 Test Items Specifications
1 | Appearance White to pale yellow crystals of crystalline powder
2 | Identification

UV spectrophotometry Complied with the standard
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90 Test Items Specifications
IR spectrophotometry Complied with the standard
Qualitative test for chloride Complied Wiﬂl’ll “‘It.he standard O
Assay (on the dried basis} 98.5%- 101.0 % of Manidipine HCl
3 | Loss on drying Not more than 1.5% (1g ﬁqmwnﬁﬁ 105° C lunan 4
F119)
5 | Residue on Ignition Not more than 0.2% (1g)
Purity
A. Heavy metal Not mere than 10 ppm
B. Arsenic Not more than 1 ppm
C. Each Related substances the area of the peaks other than manidipine

obtained from the sample solution is not larger
Than 1/5 times the manidipine peak area from the
standard solution (Not more than 0.2 %)

D. Total Related substances the total of the areas of all peaks other than

manidipine is not larger than 7/10 times the

Peak area of manidipine from the standard solution
(Not more than 0.7 %)

7 | Melting point ~ 207°C
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6.3.1 it vuauazunsgiuresmsinseiludisnevessamanduaninues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38
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