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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOFANALYSISANALYSISANALYSISANALYSIS

NameNameNameName ofofofof productproductproductproduct：CapecitabineCapecitabineCapecitabineCapecitabine
BatchBatchBatchBatch No.No.No.No.20110901201109012011090120110901
Mfg.Mfg.Mfg.Mfg. DateDateDateDate：20110901201109012011090120110901
WeightWeightWeightWeight：42kg42kg42kg42kg
TestTestTestTest ItemsItemsItemsItems StandardStandardStandardStandard ResultsResultsResultsResults

IdentificationIdentificationIdentificationIdentification

A:InfraredA:InfraredA:InfraredA:InfraredAbsorptionAbsorptionAbsorptionAbsorption
B:theB:theB:theB:the retentionretentionretentionretention timetimetimetime ofofofof thethethethe majormajormajormajor peakpeakpeakpeak inininin thethethethe chromatogramchromatogramchromatogramchromatogram ofofofof thethethethe
AssayAssayAssayAssay preparationpreparationpreparationpreparation correspondscorrespondscorrespondscorresponds totototo thatthatthatthat inininin thethethethe chromatogramchromatogramchromatogramchromatogram ofofofof thethethethe

StandardStandardStandardStandard preparation,aspreparation,aspreparation,aspreparation,as obtainedobtainedobtainedobtained inininin thethethethe AssayAssayAssayAssay

ConformConformConformConform

ConformConformConformConform

CharacteristicsCharacteristicsCharacteristicsCharacteristics WhiteWhiteWhiteWhite orororor almostalmostalmostalmost whitewhitewhitewhite powderpowderpowderpowder
WhiteWhiteWhiteWhite
powderpowderpowderpowder

WaterWaterWaterWater NNNNotototot moremoremoremore thanthanthanthan 0.3%0.3%0.3%0.3% 0.10%0.10%0.10%0.10%
SSSSpecificpecificpecificpecific
rotationrotationrotationrotation

+96.0+96.0+96.0+96.0°~~~~ 100.0100.0100.0100.0° +99.3+99.3+99.3+99.3°

HeavyHeavyHeavyHeavy metalsmetalsmetalsmetals NNNNotototot moremoremoremore thanthanthanthan 20ppm20ppm20ppm20ppm ConformConformConformConform

RelatedRelatedRelatedRelated
compoundscompoundscompoundscompounds

CapecitabineCapecitabineCapecitabineCapecitabine relatedrelatedrelatedrelated compoundcompoundcompoundcompoundAAAA≤0.3%0.3%0.3%0.3% 0.04%0.04%0.04%0.04%
CapecitabineCapecitabineCapecitabineCapecitabine relatedrelatedrelatedrelated compoundcompoundcompoundcompound BBBB≤0.3%0.3%0.3%0.3% 0.05%0.05%0.05%0.05%
2222’’’’,3,3,3,3’’’’-Di-O-acetyl-5-Di-O-acetyl-5-Di-O-acetyl-5-Di-O-acetyl-5’’’’-deoxy-5-fluorocytidine-deoxy-5-fluorocytidine-deoxy-5-fluorocytidine-deoxy-5-fluorocytidine≤0.1%0.1%0.1%0.1% N.D.N.D.N.D.N.D.
5555’’’’-Deoxy-5-fluoro-N4-(2-methyl-1-butyloxycarbonyl)-Deoxy-5-fluoro-N4-(2-methyl-1-butyloxycarbonyl)-Deoxy-5-fluoro-N4-(2-methyl-1-butyloxycarbonyl)-Deoxy-5-fluoro-N4-(2-methyl-1-butyloxycarbonyl)
cytidine+5cytidine+5cytidine+5cytidine+5’’’’-Deoxy-5-fluoro-N4-(3-methyl-1-butyloxy-Deoxy-5-fluoro-N4-(3-methyl-1-butyloxy-Deoxy-5-fluoro-N4-(3-methyl-1-butyloxy-Deoxy-5-fluoro-N4-(3-methyl-1-butyloxy
carbonyl)carbonyl)carbonyl)carbonyl) cytidinecytidinecytidinecytidine≤0.5%0.5%0.5%0.5%

N.D.N.D.N.D.N.D.

[1-[5-Deoxy-3-O-(5-[1-[5-Deoxy-3-O-(5-[1-[5-Deoxy-3-O-(5-[1-[5-Deoxy-3-O-(5-β-D-ribofuranosyl-D-ribofuranosyl-D-ribofuranosyl-D-ribofuranosyl))))---- β-D-ribofuranosyl]-D-ribofuranosyl]-D-ribofuranosyl]-D-ribofuranosyl]
-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic acidacidacidacid

pentylpentylpentylpentyl
esteresteresterester≤0.3%0.3%0.3%0.3%

N.D.N.D.N.D.N.D.

[1-[5-Deoxy-2-O-(5-[1-[5-Deoxy-2-O-(5-[1-[5-Deoxy-2-O-(5-[1-[5-Deoxy-2-O-(5-β-D-ribofuranosyl-D-ribofuranosyl-D-ribofuranosyl-D-ribofuranosyl))))---- β-D-ribofuranosyl]-D-ribofuranosyl]-D-ribofuranosyl]-D-ribofuranosyl]
-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic acidacidacidacid

pentylpentylpentylpentyl
esteresteresterester≤0.2%0.2%0.2%0.2%

0.01%0.01%0.01%0.01%

CCCCapecitabineapecitabineapecitabineapecitabine relatedrelatedrelatedrelated compoundcompoundcompoundcompound CCCC≤0.2%0.2%0.2%0.2% 0.01%0.01%0.01%0.01%
[1-[5-Deoxy-2-O-(5-[1-[5-Deoxy-2-O-(5-[1-[5-Deoxy-2-O-(5-[1-[5-Deoxy-2-O-(5-α-D-ribofuranosyl-D-ribofuranosyl-D-ribofuranosyl-D-ribofuranosyl))))---- β-D-ribofuranosyl]-D-ribofuranosyl]-D-ribofuranosyl]-D-ribofuranosyl]
-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic-5-fluoro-2-oxo-1,2-dihydropyrimidin-4-yl]-carbamic acidacidacidacid

pentylpentylpentylpentyl
esteesteesteeste≤0.3%0.3%0.3%0.3%

N.D.N.D.N.D.N.D.

2222’’’’,3,3,3,3’’’’-Di-O-acetyl-5-Di-O-acetyl-5-Di-O-acetyl-5-Di-O-acetyl-5’’’’-deoxy-5-fluoro-N4-(pentyloxycarbonyl)-deoxy-5-fluoro-N4-(pentyloxycarbonyl)-deoxy-5-fluoro-N4-(pentyloxycarbonyl)-deoxy-5-fluoro-N4-(pentyloxycarbonyl)
CCCCytidineytidineytidineytidine≤0.1%0.1%0.1%0.1%

N.D.N.D.N.D.N.D.

IIIIndividualndividualndividualndividual unspecifiedunspecifiedunspecifiedunspecified impurityimpurityimpurityimpurity≤0.1%0.1%0.1%0.1% 0.01%0.01%0.01%0.01%
TotalTotalTotalTotal unspecifiedunspecifiedunspecifiedunspecified impuritiesimpuritiesimpuritiesimpurities≤0.5%0.5%0.5%0.5% 0.09%0.09%0.09%0.09%
TotalTotalTotalTotal impuritiesimpuritiesimpuritiesimpurities≤1.5%1.5%1.5%1.5% 0.2%0.2%0.2%0.2%

ResidualResidualResidualResidual
solventsolventsolventsolvent

EthylEthylEthylEthylAcetateAcetateAcetateAcetate ≤5000ppm5000ppm5000ppm5000ppm 18ppm18ppm18ppm18ppm
MethanolMethanolMethanolMethanol ≤3000ppm3000ppm3000ppm3000ppm 107ppm107ppm107ppm107ppm



JINAN JIANFENG CHEMICAL CO.LTD.
TEL:0086-531-88110457, FAX: 0086-531-88110457 ADDR: NO.9 HUANENG ROAD JINAN CITY, CHIN

IsopropanolIsopropanolIsopropanolIsopropanol ≤5000ppm5000ppm5000ppm5000ppm N.D.N.D.N.D.N.D.
ChloromethaneChloromethaneChloromethaneChloromethane ≤600ppm600ppm600ppm600ppm N.D.N.D.N.D.N.D.
TolueneTolueneTolueneToluene ≤890ppm890ppm890ppm890ppm 31ppm31ppm31ppm31ppm

PurityPurityPurityPurity ≥ 98.5%98.5%98.5%98.5% 99.8%99.8%99.8%99.8%

Conclusion: complies with USP34

审查者（ExamExamExamExam） 化验者（AnalystAnalystAnalystAnalyst） 复核者（CheckerCheckerCheckerChecker）
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