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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOF ANALYSISANALYSISANALYSISANALYSIS
ProductProductProductProduct namenamenamename:::: DronedaroneDronedaroneDronedaroneDronedarone HydrochlorideHydrochlorideHydrochlorideHydrochloride

CASCASCASCAS No:No:No:No: 141625-93-6141625-93-6141625-93-6141625-93-6

BatchBatchBatchBatch No.No.No.No.:::: 110301110301110301110301

Mfg.Mfg.Mfg.Mfg. Date:Date:Date:Date: Mar.Mar.Mar.Mar. 04,04,04,04, 2011201120112011

Rep.Rep.Rep.Rep. Date:Date:Date:Date: Mar.Mar.Mar.Mar. 07,07,07,07, 2011201120112011

Exp.Exp.Exp.Exp. Date:Date:Date:Date: Mar.Mar.Mar.Mar. 03,03,03,03, 2013201320132013

ItemItemItemItem ofofofof analysisanalysisanalysisanalysis StandardStandardStandardStandard ResultResultResultResult ofofofof analysisanalysisanalysisanalysis

AppearanceAppearanceAppearanceAppearance WhiteWhiteWhiteWhite powderpowderpowderpowder
ConformConformConformConformssss

MeltingMeltingMeltingMelting PointPointPointPoint
140140140140°CCCC～145145145145°CCCC 141.9141.9141.9141.9°°°°C~142.7C~142.7C~142.7C~142.7°°°°CCCC

IIIIdenticationdenticationdenticationdentication HPLC/UVHPLC/UVHPLC/UVHPLC/UV ConformConformConformConformssss

HeavyHeavyHeavyHeavy MetalsMetalsMetalsMetals ≤20ppm20ppm20ppm20ppm <<<<20ppm20ppm20ppm20ppm

LossLossLossLoss onononon dryingdryingdryingdrying ≤1.0%1.0%1.0%1.0% 0.07%0.07%0.07%0.07%

RelatedRelatedRelatedRelated substancesubstancesubstancesubstance
TotalTotalTotalTotal impurities:impurities:impurities:impurities: NMTNMTNMTNMT 1.0%1.0%1.0%1.0% 0.18%0.18%0.18%0.18%

MaximumMaximumMaximumMaximum singlesinglesinglesingle impurity:impurity:impurity:impurity: NMTNMTNMTNMT 0.5%0.5%0.5%0.5% 0.07%0.07%0.07%0.07%

ResidueResidueResidueResidue onononon ignitionignitionignitionignition ≤0.1%0.1%0.1%0.1% 0.05%0.05%0.05%0.05%

AssayAssayAssayAssay ≥98.5%98.5%98.5%98.5% 100.5%100.5%100.5%100.5%

ConclusionConclusionConclusionConclusion:::: TheTheTheThe productproductproductproduct cccconformonformonformonformssss totototo thethethethe aboveaboveaboveabove specifications.specifications.specifications.specifications.

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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