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CERTIFICATECERTIFICATECERTIFICATECERTIFICATE OFOFOFOF ANALYSISANALYSISANALYSISANALYSIS

ProductProductProductProduct namenamenamename :::: TamsulosinTamsulosinTamsulosinTamsulosin HydrochlorideHydrochlorideHydrochlorideHydrochloride
BatchBatchBatchBatch No.No.No.No. :::: 11061203110612031106120311061203

MfgMfgMfgMfg.... datedatedatedate :::: 2011.06.122011.06.122011.06.122011.06.12
Exp.DateExp.DateExp.DateExp.Date :2013.06.11:2013.06.11:2013.06.11:2013.06.11

ApprovalApprovalApprovalApproval DateDateDateDate ::::2020202011.06.3011.06.3011.06.3011.06.30

ItemItemItemItem ofofofof analysisanalysisanalysisanalysis StandardStandardStandardStandard ResultResultResultResult ofofofof analysisanalysisanalysisanalysis

DescriptionDescriptionDescriptionDescription WWWWhitehitehitehite orororor almostalmostalmostalmost whitewhitewhitewhite powderpowderpowderpowder ConformConformConformConformssss

SSSSolubilityolubilityolubilityolubility testtesttesttest ShouldShouldShouldShould bebebebe totototo matchmatchmatchmatch withwithwithwith thethethethe standardstandardstandardstandard
ConformConformConformConformssss

IIIIdenticationdenticationdenticationdentication
RepondsRepondsRepondsReponds totototo thethethethe testtesttesttest forforforfor Chlorides.Chlorides.Chlorides.Chlorides.

ConformConformConformConformssss

ByByByBy IR,IR,IR,IR, ttttoooo matchmatchmatchmatch withwithwithwith thethethethe workingworkingworkingworking
standardstandardstandardstandard

ConformConformConformConformssss

SpecificSpecificSpecificSpecific opticalopticalopticaloptical rotationrotationrotationrotation（-17.5~-20.5-17.5~-20.5-17.5~-20.5-17.5~-20.5） -18.5-18.5-18.5-18.5

RelatedRelatedRelatedRelated substancessubstancessubstancessubstances UUUUnspecifiedimpuritiesnspecifiedimpuritiesnspecifiedimpuritiesnspecifiedimpurities：≤0.1%0.1%0.1%0.1%
SSSSumumumum ofofofof impuritiesimpuritiesimpuritiesimpurities：≤0.2%0.2%0.2%0.2%

UUUUnspecifiednspecifiednspecifiednspecified impuritiesimpuritiesimpuritiesimpurities：0.04%0.04%0.04%0.04%
SSSSumumumum ofofofof impuritiesimpuritiesimpuritiesimpurities：0.1%0.1%0.1%0.1%

EnantiomericEnantiomericEnantiomericEnantiomeric puritypuritypuritypurity IIIImpuritympuritympuritympurity GGGG≤0.1%0.1%0.1%0.1% 0.04%0.04%0.04%0.04%

HeavyHeavyHeavyHeavyMetalsMetalsMetalsMetals <<<< 20202020 ppmppmppmppm ＜ 20202020 ppmppmppmppm

ResidueResidueResidueResidue onononon ignitionignitionignitionignition 0.1%0.1%0.1%0.1% 0.03%0.03%0.03%0.03%

PHPHPHPH ValueValueValueValue 4.2~4.54.2~4.54.2~4.54.2~4.5 4.44.44.44.4

LossLossLossLoss onononon dryingdryingdryingdrying ≤0.5%0.5%0.5%0.5% 0.150.150.150.15％

AssayAssayAssayAssay 98.5%~101.0%98.5%~101.0%98.5%~101.0%98.5%~101.0% 99.8%99.8%99.8%99.8%

ConclusionConclusionConclusionConclusion：ConformsConformsConformsConforms totototo internalinternalinternalinternal specification.specification.specification.specification.

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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