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CERTIFICATECERTIFICATECERTIFICATECERTIFICATE OFOFOFOF ANALYSISANALYSISANALYSISANALYSIS
ProductProductProductProduct namenamenamename:::: QuetiapineQuetiapineQuetiapineQuetiapine fumaratefumaratefumaratefumarate

BatchBatchBatchBatch NoNoNoNo.... :::: 20110402201104022011040220110402

ReportReportReportReport DateDateDateDate:::: 201104024201104024201104024201104024

PerformPerformPerformPerform standardstandardstandardstandard：EnterpriseEnterpriseEnterpriseEnterprise standardstandardstandardstandard

ITEMITEMITEMITEM SPECIFICATIONSPECIFICATIONSPECIFICATIONSPECIFICATION TESTTESTTESTTEST RESULTRESULTRESULTRESULT

CharactersCharactersCharactersCharacters
WhiteWhiteWhiteWhite orororor off-off-off-off- whitewhitewhitewhite crystallinecrystallinecrystallinecrystalline

powderpowderpowderpowder
WhiteWhiteWhiteWhite crystallinecrystallinecrystallinecrystalline powderpowderpowderpowder

SolubilitySolubilitySolubilitySolubility SlightlySlightlySlightlySlightly solublesolublesolublesoluble inininin methanol,methanol,methanol,methanol, ethanolethanolethanolethanol

andandandand almostalmostalmostalmost insolubleinsolubleinsolubleinsoluble inininin water,water,water,water,

dissolveddissolveddissolveddissolved inininin glacialglacialglacialglacial aceticaceticaceticacetic acidacidacidacid

ConformConformConformConform

IRIRIRIR StandardStandardStandardStandard sssspectrumpectrumpectrumpectrum PositivePositivePositivePositive

LossLossLossLoss onononon dryingdryingdryingdrying 0.5%Max0.5%Max0.5%Max0.5%Max 0.30.30.30.3%%%%

pHpHpHpH 4.5-6.04.5-6.04.5-6.04.5-6.0 5.55.55.55.5

MeltingMeltingMeltingMelting ppppointointointoint 171.0-175.0171.0-175.0171.0-175.0171.0-175.0℃ 173.5173.5173.5173.5-1-1-1-173.973.973.973.9℃

SulphatedSulphatedSulphatedSulphated ashashashash 0.1%Max0.1%Max0.1%Max0.1%Max 0.00.00.00.04444 %%%%

HeavyHeavyHeavyHeavy mmmmetalsetalsetalsetals 10ppm10ppm10ppm10ppmMaxMaxMaxMax ConformsConformsConformsConforms

RelatedRelatedRelatedRelated
SubstanceSubstanceSubstanceSubstance

IndividualIndividualIndividualIndividual
impurityimpurityimpurityimpurity

0.0.0.0.5555%Max%Max%Max%Max 0.0.0.0.2222%%%%

TotalTotalTotalTotal impuritiesimpuritiesimpuritiesimpurities 1.01.01.01.0%Max%Max%Max%Max 0.40.40.40.4%%%%

PurityPurityPurityPurity 99.099.099.099.0%%%% 99.7%99.7%99.7%99.7%

Conclusion:compliesConclusion:compliesConclusion:compliesConclusion:complies EnterpriseEnterpriseEnterpriseEnterprise standardstandardstandardstandard

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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