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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOF ANALYSISANALYSISANALYSISANALYSIS

ProductProductProductProduct namenamenamename:::: BezafibrateBezafibrateBezafibrateBezafibrate

BatchBatchBatchBatch No.No.No.No.:::: 20202020121212120000328328328328

ReportReportReportReport DateDateDateDate:::: 2020202012121212////03030303////28282828

PerformPerformPerformPerform standardstandardstandardstandard:::: EPEPEPEP5.05.05.05.0

ItemItemItemItem ofofofof analysisanalysisanalysisanalysis StandardStandardStandardStandard ResultResultResultResult ofofofof analysisanalysisanalysisanalysis

AppearanceAppearanceAppearanceAppearance WWWWhitehitehitehite orororor almostalmostalmostalmost whitewhitewhitewhite crystallinecrystallinecrystallinecrystalline
powderpowderpowderpowder

AAAAlmostlmostlmostlmost whitewhitewhitewhite crystallinecrystallinecrystallinecrystalline powderpowderpowderpowder

SolubilitySolubilitySolubilitySolubility PracticallyPracticallyPracticallyPractically insolubleinsolubleinsolubleinsoluble inininin water,water,water,water,
sparinglysparinglysparinglysparingly solublesolublesolublesoluble inininin ethanol.ethanol.ethanol.ethanol.

PracticallyPracticallyPracticallyPractically insolubleinsolubleinsolubleinsoluble inininin water,water,water,water,
sparinglysparinglysparinglysparingly solublesolublesolublesoluble inininin ethanolethanolethanolethanol ....

AAAAppearanceppearanceppearanceppearance ofofofof solutionsolutionsolutionsolution CCCClearlearlearlear andandandand notnotnotnot moremoremoremore intenselyintenselyintenselyintensely colouredcolouredcolouredcoloured
thanthanthanthan BYBYBYBY5555

＜BYBYBYBY5555

IdentifiIdentifiIdentifiIdentificcccationationationation
TTTThehehehe samplesamplesamplesample IRIRIRIR absorptionabsorptionabsorptionabsorption spectrumspectrumspectrumspectrum
shouldshouldshouldshould matchmatchmatchmatch thethethethe referencereferencereferencereference standard.standard.standard.standard.

TTTThehehehe samplesamplesamplesample IRIRIRIR absorptionabsorptionabsorptionabsorption
spectrumspectrumspectrumspectrum matchmatchmatchmatch thethethethe referencereferencereferencereference
standard.standard.standard.standard.

MeltingMeltingMeltingMelting PointPointPointPoint 181181181181°-185-185-185-185° 184184184184°

RelatedRelatedRelatedRelated subsubsubsubsssstancestancestancestances IIIImpuritympuritympuritympurity AAAA ≤0.5%0.5%0.5%0.5% ND.ND.ND.ND.

IIIImpuritympuritympuritympurity BBBB≤0.5%0.5%0.5%0.5% ＜0.05%0.05%0.05%0.05%

IIIImpuritympuritympuritympurity CCCC≤0.5%0.5%0.5%0.5% ND.ND.ND.ND.

IIIImpuritympuritympuritympurity DDDD ≤0.5%0.5%0.5%0.5% ND.ND.ND.ND.

IIIImpurityEmpurityEmpurityEmpurityE ≤0.5%0.5%0.5%0.5% ND.ND.ND.ND.

AAAAnynynyny otherotherotherother impurityimpurityimpurityimpurity ≤0.1%0.1%0.1%0.1% 0.05%0.05%0.05%0.05%

TTTTotalotalotalotal IIIImpuritympuritympuritympurity ≤0.75%0.75%0.75%0.75% 0.31%0.31%0.31%0.31%

ChlorideChlorideChlorideChloride
≤300ppm300ppm300ppm300ppm ＜300ppm300ppm300ppm300ppm

LossLossLossLoss onononon dryingdryingdryingdrying ≤0.5%0.5%0.5%0.5% 0.02%0.02%0.02%0.02%

SSSSulphatedulphatedulphatedulphated ashashashash ≤0.1%0.1%0.1%0.1% ＜0.040.040.040.04

HeavyHeavyHeavyHeavy metalsmetalsmetalsmetals ≤10ppm10ppm10ppm10ppm ＜10ppm10ppm10ppm10ppm

AAAAssayssayssayssay 98%-102%98%-102%98%-102%98%-102% 100.6%100.6%100.6%100.6%

ConclusionConclusionConclusionConclusion：ConformsConformsConformsConforms totototo thethethethe standardstandardstandardstandard ofofofof EPEPEPEP5.05.05.05.0
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