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检 验 报 告

CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOF ANALYSISANALYSISANALYSISANALYSIS
ProductProductProductProduct Name:Name:Name:Name: RisperidoneRisperidoneRisperidoneRisperidone

BatchBatchBatchBatch NO.:20120108NO.:20120108NO.:20120108NO.:20120108

ReportReportReportReport DateDateDateDate :2012/01/12:2012/01/12:2012/01/12:2012/01/12

PPPPerformerformerformerform SSSStandardtandardtandardtandard:::: EPEPEPEP 6.06.06.06.0

TestTestTestTest SpecificationSpecificationSpecificationSpecification RRRResultesultesultesult ofofofof analysisanalysisanalysisanalysis

AppearanceAppearanceAppearanceAppearance WhiteWhiteWhiteWhite orororor almostalmostalmostalmost whitewhitewhitewhite powerpowerpowerpower ConformsConformsConformsConforms

SSSSolubilityolubilityolubilityolubility

PPPPracticallyracticallyracticallyractically insolubleinsolubleinsolubleinsoluble inininin water,water,water,water, freelyfreelyfreelyfreely
solublesolublesolublesoluble inininin methylenemethylenemethylenemethylene chloride,chloride,chloride,chloride, sparinglysparinglysparinglysparingly
solublesolublesolublesoluble inininin ethanol(96%).ethanol(96%).ethanol(96%).ethanol(96%). IIII tttt dissolvesdissolvesdissolvesdissolves inininin
dilutedilutedilutedilute acidacidacidacid solutions.solutions.solutions.solutions.

ConformsConformsConformsConforms

IIIIdentificationdentificationdentificationdentification(HPLC)(HPLC)(HPLC)(HPLC)
CCCComparingomparingomparingomparing withwithwithwith thethethethe spectriumspectriumspectriumspectrium obtainedobtainedobtainedobtained
withwithwithwith risperidonerisperidonerisperidonerisperidone CRSCRSCRSCRS

ConformsConformsConformsConforms

AppearanceAppearanceAppearanceAppearance ofofofof solutionsolutionsolutionsolution TheTheTheThe solutionsolutionsolutionsolution isisisis clearclearclearclear andandandand colourlesscolourlesscolourlesscolourless ConformsConformsConformsConforms

RRRResidualesidualesidualesidual solventssolventssolventssolvents

DCMDCMDCMDCMNotNotNotNot moremoremoremore thanthanthanthan 600PPM600PPM600PPM600PPM N.D.N.D.N.D.N.D.

AcetoneAcetoneAcetoneAcetone NotNotNotNot moremoremoremore thanthanthanthan 5000PPM5000PPM5000PPM5000PPM 313PPM313PPM313PPM313PPM
DMFDMFDMFDMFNotNotNotNot moremoremoremore thanthanthanthan 880880880880 PPMPPMPPMPPM 245PPM245PPM245PPM245PPM

PalladiumPalladiumPalladiumPalladium NotNotNotNot moremoremoremore thanthanthanthan 5555 PPMPPMPPMPPM 2222 PPMPPMPPMPPM

RelaredRelaredRelaredRelared substance(HPLC)substance(HPLC)substance(HPLC)substance(HPLC)

ImpurityImpurityImpurityImpurity AAAA NotNotNotNot moremoremoremore thanthanthanthan 0.2%0.2%0.2%0.2% 0.09%0.09%0.09%0.09%

ImpurityImpurityImpurityImpurity BBBB NotNotNotNot moremoremoremore thanthanthanthan 0.2%0.2%0.2%0.2% N.D.N.D.N.D.N.D.
ImpurityImpurityImpurityImpurity CCCC NotNotNotNot moremoremoremore thanthanthanthan 0.2%0.2%0.2%0.2% N.D.N.D.N.D.N.D.
ImpurityImpurityImpurityImpurity DDDD NotNotNotNot moremoremoremore thanthanthanthan 0.2%0.2%0.2%0.2% N.D.N.D.N.D.N.D.

ImpurityImpurityImpurityImpurity EEEE NotNotNotNot moremoremoremore thanthanthanthan 0.2%0.2%0.2%0.2% N.D.N.D.N.D.N.D.

AnyAnyAnyAny otherotherotherother ImpurityImpurityImpurityImpurity NotNotNotNot moremoremoremore thanthanthanthan 0.1%0.1%0.1%0.1% ConformsConformsConformsConforms

TotalTotalTotalTotal ImpurityImpurityImpurityImpurity NotNotNotNot moremoremoremore thanthanthanthan 0.3%0.3%0.3%0.3% 0.09%0.09%0.09%0.09%

LossLossLossLoss onononon dryingdryingdryingdrying NotNotNotNot moremoremoremore thanthanthanthan 0.5%0.5%0.5%0.5% 0.035%0.035%0.035%0.035%

ResidueResidueResidueResidue onononon ignitionignitionignitionignition NotNotNotNot moremoremoremore thanthanthanthan 0.1%0.1%0.1%0.1% 0.07%0.07%0.07%0.07%

AAAAssayssayssayssay
BetweenBetweenBetweenBetween 99.099.099.099.0％ andandandand 101.0101.0101.0101.0％ calculatedcalculatedcalculatedcalculated
onononon thethethethe drieddrieddrieddried basisbasisbasisbasis

99.9%99.9%99.9%99.9%

CCCConclusiononclusiononclusiononclusion:::: ConformingConformingConformingConforming totototo EP6.0EP6.0EP6.0EP6.0

审查者（ExamExamExamExam） 化验者（AnalystAnalystAnalystAnalyst） 复核者（CheckerCheckerCheckerChecker）
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