
CERTIFICATE OF ANALYSIS

REPORT NO:QC20120120 REGISTERNO:SMR-QC-018aO 

PRODUCT CLOZAPINE PHARMACOPOEIA EPlO.O 

BATCH NO. A-71012012001 GROSSWEIGHT 27.5Kg/Dnm 

BATCH OUANTITY 10¨.1Kg 
NET WEIGHT 25Kg/Dnm 

MANUFACTUREDATE DEC.02,2020 RETEST DATE NOv.2025 

ANALYSIS DATE DEC.04,2020 REPORT DATE DEc.21,2020 

TESTS SPECIFICAT101\l OBSERVAT10N 

characters Appearance 
Yellow,CryStallinepowder 

Yellow,CrySta11inepowder Complies 183.8℃ 

Solubility Identmcation (a)Meltingpoint 

Practica11yinso山bleinwater,freelyso山blein 

Methylenechloride,SOlubeinethanol(96%).1t 

dissoIvesindiluteaceticacid. 182℃一186℃(2.2.14) 

(b)IR Test ReIatedsubstances ConfomstocIozapineCRS(2.2.24) (2.2.29) 

Complies Notdetected 

ImpurityA 
≦0.1% 

ImpurityB 
≦0.2% 

Notdetected 

ImpurityC 
≦0.2% 

0.05% 

ImpurityD 
≦0.2% 

Notdetected 

unspecifiedimpurities 
≦0.10% 

0.07% 

TotalImpurities 
≦0.6% 

0.1% 

Lossondrying ≦0.5%(2.2.32) 
0.07% 

S山phatedash ≦0.1%(2.4.14) 
0.02% 

▲ssay(ondriedbasis) 99.0-101.0%(2.2.20) 
100.1% 

conclusion‥Thecommodity meetsthestandardofEPlO.0.CEPNo.Rl-CEP2012-006-RevOO. 

Examiner ‥ Checker: Hu Yue QA : Li Wenguang
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