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a.e Finished product specification : Manidipine Tablet (JP Edition ee)

49 Test iterns Specification
sn.e.e | ldentification miwisumumuﬁisﬁm Finished product specification
malo | USurusiediAg Q.o - @moc.0% of the Manidipine hydrochloride
m.e.m | Uniformity of dosage units Gl‘i'a‘caﬁhumuﬁ'i:iq’lu Finished product specification

me.¢ | Dissolution :
Dissolution rate in && minutes | Not less than si&%
of Manidipine Hydrochloride
Tablets
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a.la Drug substance specification : Manidipine Hydrochloride (JP Edition o)

E) Test items Specification
mlo.e | ldentification mmmumuﬁis‘lﬂu Drug substance specification
amlolo | Purity
- Heavy metals Not less than @o ppm
- Arsenic Not less than @ ppm
amlb.en | Loss on drying Not more than .¢% (& ¢, @oé& C, & hours)
mlo.@ | Residue on ignition Not more than o.0% (& g)
mb.& | Assay «=.¢% - @o0®.0% of Manidipine hydrochloride (dried
substance)
AU :
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. Drug substance specification #1512 nTudiAS18M 09GN Drug substancen3alu
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<o LBNATTIUTBIATFIUNM KN
&lo.o nidlendnludszinalve fudndesdiinarsiusawinsgiunisndnginiy
winnaAna3snisfialunisudaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tay
v3847U PIC/S participating authorities #3e fitana1sfusasunsgiunisudneiniy ndninudiuas
Fsirlunmandne o uAnEnITINTEMMILARET NTENTNASIMAY et muniulasfiay
aonndeazinifisufundninaminasisnisialunandae PIC/S Tumnaeiliauase atfuaigania
sounsmsasulneiinanisiusesiviulssnausemasiadildnnseiing
&lolo nsflgintndnUsEne guinspdiianaisiusowngrunisuinginiy
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&.n.e HaMINTITIAT AU e fuAedSaguveudn (certificate of analysis
of finished product) Tugjuiidaiudetn
<.alo HaMIATVIRTIigUAWIngRuvesiiendde (certificate of analysis of drug
substance) Mllunsnaneguiidadusaodwasfudnevielnaningiu
[***ﬂiﬁﬁ[ﬂua'meju biological products #8415 COA of drug substance ‘Uaﬂéwama‘n,ﬁ'lﬂgu / n58lEN
thuiy sterile water for injection Lifoall COA of drug substance***]
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