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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOF ANALYSISANALYSISANALYSISANALYSIS
ProductProductProductProduct namenamenamename:::: CarbidopaCarbidopaCarbidopaCarbidopa

BatchBatchBatchBatch No.20No.20No.20No.20111111110000666602020202

ReportReportReportReport Date20Date20Date20Date2011111111////6666/20/20/20/20

PerformPerformPerformPerform standardstandardstandardstandard： USPUSPUSPUSP

ItemItemItemItem ofofofof analysisanalysisanalysisanalysis StandardStandardStandardStandard ResultResultResultResult ofofofof analysisanalysisanalysisanalysis

DescriptionDescriptionDescriptionDescription WhiteWhiteWhiteWhite orororor creamycreamycreamycreamy whitewhitewhitewhite
crystallinecrystallinecrystallinecrystalline powderpowderpowderpowder。

ConformsConformsConformsConforms

IRIRIRIR IRIRIRIR spectrumspectrumspectrumspectrum isisisis consistentconsistentconsistentconsistent withwithwithwith
CarbidopaCarbidopaCarbidopaCarbidopa RSRSRSRS

ConformsConformsConformsConforms

HPLCHPLCHPLCHPLC CCCConformonformonformonform withwithwithwith thethethethe retentionretentionretentionretention timetimetimetime
ofofofof thethethethe majormajormajormajor peakpeakpeakpeak inininin thethethethe
chromatogramchromatogramchromatogramchromatogram

ConformsConformsConformsConforms

SpecificSpecificSpecificSpecific rotationrotationrotationrotation -21.0-21.0-21.0-21.0°－ -23.5-23.5-23.5-23.5° ,clalculated,clalculated,clalculated,clalculated asasasas
thethethethe monohydratemonohydratemonohydratemonohydrate

-22.0-22.0-22.0-22.0°

HeavyHeavyHeavyHeavy metalsmetalsmetalsmetals
≤0.001%0.001%0.001%0.001% ＜0.001%0.001%0.001%0.001%

RelatedRelatedRelatedRelated subatancessubatancessubatancessubatances MethyldopaMethyldopaMethyldopaMethyldopa ≤0.5%0.5%0.5%0.5% 0.28%0.28%0.28%0.28%

CarbidopaCarbidopaCarbidopaCarbidopa relatedrelatedrelatedrelated componentscomponentscomponentscomponents AAAA
≤0.5%0.5%0.5%0.5%

LLLLod(0.02%)od(0.02%)od(0.02%)od(0.02%)

AAAAnynynyny unknowunknowunknowunknow componentscomponentscomponentscomponents≤0.1%0.1%0.1%0.1% 0.07%0.07%0.07%0.07%

LossLossLossLoss onononon dryingdryingdryingdrying
6.9%-7.9%6.9%-7.9%6.9%-7.9%6.9%-7.9% 7.37.37.37.3 %%%%

IgnitionIgnitionIgnitionIgnition wasteswasteswasteswastes ≤0.1%0.1%0.1%0.1% 0.05%0.05%0.05%0.05%

DichloromethaneDichloromethaneDichloromethaneDichloromethane ≤0.006%0.006%0.006%0.006% ＜LOD(0.4ppm)LOD(0.4ppm)LOD(0.4ppm)LOD(0.4ppm)

ETHANOLETHANOLETHANOLETHANOL ≤0.1%0.1%0.1%0.1% ≤0.0002%0.0002%0.0002%0.0002%

ASSAYASSAYASSAYASSAY 98%-102%98%-102%98%-102%98%-102% 100.0%100.0%100.0%100.0%

Conclusion:ConformConclusion:ConformConclusion:ConformConclusion:Conform USPUSPUSPUSP standardstandardstandardstandard

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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