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PRODUCTPRODUCTPRODUCTPRODUCT： SilodosinSilodosinSilodosinSilodosin
CASCASCASCAS NONONONO：160970160970160970160970----54545454----7777
BATCHBATCHBATCHBATCHNo.No.No.No.::::2012012012011111----04040404----25252525
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APPEARANCEAPPEARANCEAPPEARANCEAPPEARANCE
AAAAwhitewhitewhitewhite orororor almostalmostalmostalmost

white,crystallinewhite,crystallinewhite,crystallinewhite,crystalline powder.powder.powder.powder.
AAAAwhitewhitewhitewhite crystallinecrystallinecrystallinecrystalline

powder.powder.powder.powder.
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A.A.A.A. IRIRIRIR
CorrespondingCorrespondingCorrespondingCorresponding totototo

ReferenceReferenceReferenceReference SpectrumSpectrumSpectrumSpectrum....
CorrespondingCorrespondingCorrespondingCorresponding totototo

ReferenceReferenceReferenceReference SpectrumSpectrumSpectrumSpectrum....

B.B.B.B. HPLCHPLCHPLCHPLC
CorrespondingCorrespondingCorrespondingCorresponding totototo thethethethe

majormajormajormajor peakpeakpeakpeak ofofofof standardstandardstandardstandard....

CorrespondingCorrespondingCorrespondingCorresponding totototo thethethethe
majormajormajormajor peakpeakpeakpeak ofofofof
standardstandardstandardstandard....

DryingDryingDryingDrying losslosslossloss ≤0.0.0.0.3333%%%% 0.0.0.0.19191919%%%%

eeValueeeValueeeValueeeValue 99~10099~10099~10099~100 99.5199.5199.5199.51

RRRResidueesidueesidueesidue onononon IIIIgnitiongnitiongnitiongnition ≤0.1%0.1%0.1%0.1% 0.04%0.04%0.04%0.04%

HHHHeavyeavyeavyeavy MMMMetalsetalsetalsetals ≤22220ppm0ppm0ppm0ppm ＜22220ppm0ppm0ppm0ppm

ContentContentContentContent ofofofof IsomerIsomerIsomerIsomer ≤0000....3333%%%% ≤0000....22222222%%%%

TotalTotalTotalTotal ImpurityImpurityImpurityImpurity ≤1111%%%% 0000....32323232%%%%

AnyAnyAnyAny singlesinglesinglesingle ImpurityImpurityImpurityImpurity ≤0000....5555%%%% 0.140.140.140.14%%%%

ASSAYASSAYASSAYASSAY 99999999.0%.0%.0%.0%～101010100000.0%.0%.0%.0% 99.99.99.99.50505050%%%%

Conclusion:compliesConclusion:compliesConclusion:compliesConclusion:complies withwithwithwith thethethethe StandardStandardStandardStandard

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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	≤0.3%

