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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOF ANALYSISANALYSISANALYSISANALYSIS
ProductProductProductProduct namenamenamename:::: SitagliptinSitagliptinSitagliptinSitagliptin PhosphatePhosphatePhosphatePhosphate

BatchBatchBatchBatch NoNoNoNo.... :::: 20111202201112022011120220111202

ReportReportReportReport DateDateDateDate:::: 2011.12.152011.12.152011.12.152011.12.15

PerformPerformPerformPerform standardstandardstandardstandard:::: 2010201020102010 ofofofofEnterpriseEnterpriseEnterpriseEnterprise StandardStandardStandardStandard

ItemItemItemItem ofofofof analysisanalysisanalysisanalysis StandardStandardStandardStandard ResultResultResultResult ofofofof analysisanalysisanalysisanalysis

AppearanceAppearanceAppearanceAppearance WhiteWhiteWhiteWhite orororor almostalmostalmostalmost WhiteWhiteWhiteWhite powpowpowpowdddderererer WhiteWhiteWhiteWhite powderpowderpowderpowder

SolubilitySolubilitySolubilitySolubility EasyEasyEasyEasy totototo disdisdisdissolsolsolsolveveveve inininin thethethethe waterwaterwaterwater CompliesCompliesCompliesComplies

IdentificationIdentificationIdentificationIdentification

HighHighHighHigh ––––performanceperformanceperformanceperformance liquidliquidliquidliquid chromatographchromatographchromatographchromatograph

HPLCHPLCHPLCHPLC

AlmostAlmostAlmostAlmost thethethethe samesamesamesame

InfraredInfraredInfraredInfrared absorptionabsorptionabsorptionabsorption AlmostAlmostAlmostAlmost thethethethe samesamesamesame

MeltingMeltingMeltingMelting pointpointpointpoint 203.0-205.0203.0-205.0203.0-205.0203.0-205.0℃ 204.0~205.0204.0~205.0204.0~205.0204.0~205.0℃

ChiralChiralChiralChiral
impurityimpurityimpurityimpurity:::: ≤1.01.01.01.0%%%% 0.0.0.0.4444%%%%

RelatedRelatedRelatedRelated
Impurities:Impurities:Impurities:Impurities: TotalTotalTotalTotal ImpuritiesImpuritiesImpuritiesImpurities ≤1.01.01.01.0%%%% 0.0.0.0.63636363%%%%

WaterWaterWaterWater ≤1.01.01.01.0%%%% 0.0.0.0.6666%%%%

HeavyHeavyHeavyHeavy metalsmetalsmetalsmetals ≤20ppm20ppm20ppm20ppm <20ppm<20ppm<20ppm<20ppm

ResidueResidueResidueResidue onononon
ignitionignitionignitionignition

≤0.1%0.1%0.1%0.1% 0.00.00.00.01111%%%%

SpecificSpecificSpecificSpecific
RotationRotationRotationRotation

BetweenBetweenBetweenBetween -18.0-18.0-18.0-18.0° andandandand -23.0-23.0-23.0-23.0° -21.05-21.05-21.05-21.05°

HPLCHPLCHPLCHPLCAssayAssayAssayAssay 98.0%98.0%98.0%98.0% ～ 102.0%102.0%102.0%102.0% 99.599.599.599.5%%%%

Conclusion:Conclusion:Conclusion:Conclusion: ConformingConformingConformingConforming totototo EnterpriseEnterpriseEnterpriseEnterprise StandardStandardStandardStandard 2010201020102010

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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