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40 Test Items Specifications

®. Identification Complied with finished product specification

©. Assay «lb.o-e0w.0% of the labeled amount of Manidipine HCL

on. Uniformity of dosage units | Meet the requirement

cd Dissolution test* Not less than e/&% of the labeled amount is dissolved
in @& minutes
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lo.lo Specification of Active pharmaceutical ingredient (API):

U8 | Test Iltems Specifications
®. | Identification Complied with the standard
. | Assay (on the dried basis) ®=.¢%-06.0% of Manidipine HCL
on. | Loss on drying Not more than @.¢% (eg ﬁqm%qﬁ oo °C Tunan « Tl )
Residue on Ignition Not more than o.0% (@g9)
Purity
A. Heavy metal Not more than eo ppm
B. Arsenic Not more than ® ppm
C. Each Related substances | Not more than o.lo%
D. Total related substances | Not more than o.s7%
o. | Melting point ~ lboe® C
VUYL6 NMT = not more than

*99® Dissolution wag Uniformity of dosage units TALUULONAITUAAIIIEALLBEANANIIATID
Jsigsd wndlliudeneazBenifuiaaulflulu CoA sildaoglunds BCS class b #osds Dissolution test
9819108 o batch NSKEAR
- nsdlftaanzifouudsnsiiu (waive) nsnsaaaeulinsizsisenslalidulansonaisvdng
Fanandilssuoytise
- Specification of Active pharmaceutical ingredient (AP) #131504131nTUTIATIZY VB RER Active
pharmaceutical ingredient (API) #30lu3L1A51%9% Active pharmaceutical ingredient (API)
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a.&) dnwmidsdoiusoansgiunisuanenundninasiionshialunisuanen (Good Manufacturing
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(Certificate of GMP Active Pharmaceutical Ingredient (API))
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d11593U (Certificate of GMP Finished Product)
«.0) lunsalillugnidrindraussmadnandoslldiumdedofusowanSadi (Certificate of
pharmaceutical products , CPP) #sanilsdosusein1sdmine (Certificate of free sales,CFS) lununen
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«.a) dnumnsguingiuiiend@idy (Active Pharmaceutical Ingredient) wazndn fusiand1i3agy
(Finished Product Specification) lag5eysing181 (Pharmacopoeia) ﬁi%éwﬁamﬁmeﬂ%mmgm
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