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CERTIFICATECERTIFICATECERTIFICATECERTIFICATE OFOFOFOF ANALYSISANALYSISANALYSISANALYSIS

ProductProductProductProduct namenamenamename:::: IIIImatinibmatinibmatinibmatinib mesylatemesylatemesylatemesylate

BatchBatchBatchBatch NoNoNoNo.... :::: 20110629201106292011062920110629

ReportReportReportReport Date:Date:Date:Date: Jun.29,Jun.29,Jun.29,Jun.29, 2012012012011111
WorkingWorkingWorkingWorking standard:standard:standard:standard: EnterpriseEnterpriseEnterpriseEnterprise SSSStandardtandardtandardtandard

ItemItemItemItem StandardStandardStandardStandard ResultsResultsResultsResults

AppearanceAppearanceAppearanceAppearance PalePalePalePale yellowyellowyellowyellow totototo almostalmostalmostalmost whitewhitewhitewhite
crystallinecrystallinecrystallinecrystalline powderpowderpowderpowder

AlmostAlmostAlmostAlmost whitewhitewhitewhite
crystallinecrystallinecrystallinecrystalline powderpowderpowderpowder

MeltingMeltingMeltingMelting PointPointPointPoint 222222222222℃～228228228228℃ 223.8223.8223.8223.8℃～224.5224.5224.5224.5℃

CrystallineCrystallineCrystallineCrystalline FormFormFormForm

（X-rayX-rayX-rayX-ray）
FormFormFormForm α

FormFormFormForm α

IdentificationIdentificationIdentificationIdentification H-NMR,H-NMR,H-NMR,H-NMR, MSMSMSMS CompliesCompliesCompliesComplies

ResidueResidueResidueResidue onononon ignitionignitionignitionignition ≤≤≤≤0.1%0.1%0.1%0.1% 0.07%0.07%0.07%0.07%

ChlorideChlorideChlorideChloride ≤≤≤≤0.01%0.01%0.01%0.01% CompliesCompliesCompliesComplies

HeavyHeavyHeavyHeavy MetalsMetalsMetalsMetals ≤≤≤≤20ppm20ppm20ppm20ppm CompliesCompliesCompliesComplies

RelatedRelatedRelatedRelated ImpurityImpurityImpurityImpurity bybybyby

HPLCHPLCHPLCHPLC

TotalTotalTotalTotal impurityimpurityimpurityimpurity ≤1.0%1.0%1.0%1.0% 0.20%0.20%0.20%0.20%

SingleSingleSingleSingle impurityimpurityimpurityimpurity≤0.1%0.1%0.1%0.1% 0.0.0.0. 05%05%05%05%

AssayAssayAssayAssay (HPLC)(HPLC)(HPLC)(HPLC) ≥≥≥≥99.0%99.0%99.0%99.0% 99.8099.8099.8099.80%%%%

Conclusion:Conclusion:Conclusion:Conclusion: CCCComomomomplyplyplyply totototo EnterpriseEnterpriseEnterpriseEnterprise SSSStandardtandardtandardtandard

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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