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CERTIFICATECERTIFICATECERTIFICATECERTIFICATE OFOFOFOF ANALYSISANALYSISANALYSISANALYSIS

ProductProductProductProduct NameNameNameName :::: TerbinafineTerbinafineTerbinafineTerbinafine HydrochlorideHydrochlorideHydrochlorideHydrochloride
BatchBatchBatchBatch NO.NO.NO.NO. :::: 20110801201108012011080120110801
ManufactureManufactureManufactureManufacture date:date:date:date: 02/08/201102/08/201102/08/201102/08/2011
QuantityQuantityQuantityQuantity :100kg:100kg:100kg:100kg
PerformPerformPerformPerform standardstandardstandardstandard :::: EPEPEPEP6.66.66.66.6

ItemItemItemItem ofofofof analysisanalysisanalysisanalysis StandardStandardStandardStandard ResultResultResultResult ofofofof analysisanalysisanalysisanalysis

DDDDescriptionescriptionescriptionescription WhiteWhiteWhiteWhite orororor almostalmostalmostalmost whitewhitewhitewhite powderpowderpowderpowder WhiteWhiteWhiteWhite powderpowderpowderpowder

SolubilitySolubilitySolubilitySolubility VeryVeryVeryVery slightlyslightlyslightlyslightly orororor slightlyslightlyslightlyslightly solublesolublesolublesoluble inininin
waterwaterwaterwater ,freely,freely,freely,freely solublesolublesolublesoluble inininin anhydrousanhydrousanhydrousanhydrous
ethanolethanolethanolethanol andandandand inininin methanolmethanolmethanolmethanol ,slightly,slightly,slightly,slightly
solublesolublesolublesoluble inininin acetoneacetoneacetoneacetone

ConformsConformsConformsConforms

IdentificationIdentificationIdentificationIdentification
A:A:A:A: IR:IR:IR:IR:

TheTheTheThe infraredinfraredinfraredinfrared absorptionabsorptionabsorptionabsorption spectrumspectrumspectrumspectrum
exhibitsexhibitsexhibitsexhibits maximummaximummaximummaximum onlyonlyonlyonly atatatat thethethethe samesamesamesame
wavelengthswavelengthswavelengthswavelengths asasasas thatthatthatthat ofofofof thethethethe standardstandardstandardstandard
samplsamplsamplsampleeee

ConformsConformsConformsConforms

B:B:B:B: ItItItIt givesgivesgivesgives reactionreactionreactionreaction ofofofof chlorideschlorideschlorideschlorides ConformsConformsConformsConforms

RelatedRelatedRelatedRelated substances:substances:substances:substances: ImpurityImpurityImpurityImpurity BBBB NMT0.1%NMT0.1%NMT0.1%NMT0.1% 0.004%0.004%0.004%0.004%
ImpurityImpurityImpurityImpurity EEEE NMT0.05%NMT0.05%NMT0.05%NMT0.05% NotNotNotNot detecteddetecteddetecteddetected
AnyAnyAnyAny otherotherotherother impurityimpurityimpurityimpurity NMT0.1%NMT0.1%NMT0.1%NMT0.1% 0.03%0.03%0.03%0.03%

TotalTotalTotalTotal ofofofof impurityimpurityimpurityimpurity NMT0.3NMT0.3NMT0.3NMT0.3 %%%% 0.15%0.15%0.15%0.15%
LossLossLossLoss onononon drying:drying:drying:drying: NMT0.5%NMT0.5%NMT0.5%NMT0.5% 0.17%0.17%0.17%0.17%

SuSuSuSullllphatedphatedphatedphated ashashashash NMT0.1%NMT0.1%NMT0.1%NMT0.1% 0.02%0.02%0.02%0.02%

AAAAssayssayssayssay 99.0%99.0%99.0%99.0%～101.0%(dried101.0%(dried101.0%(dried101.0%(dried substance)substance)substance)substance) 99.83%99.83%99.83%99.83%

ConclusionConclusionConclusionConclusion ::::ConformConformConformConform totototo EP6.6EP6.6EP6.6EP6.6

ExamExamExamExam AnalysAnalysAnalysAnalystttt CheckerCheckerCheckerChecker
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