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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOF ANALYSISANALYSISANALYSISANALYSIS

ProductProductProductProduct namenamenamename:::: RacecadotrilRacecadotrilRacecadotrilRacecadotril

BatchBatchBatchBatch No.No.No.No.:::: 20202020110802110802110802110802

Quantity:Quantity:Quantity:Quantity: 111100000000KGSKGSKGSKGS

MFGMFGMFGMFG Date:Date:Date:Date: 2011.08.022011.08.022011.08.022011.08.02

ExpiryExpiryExpiryExpiry DateDateDateDate:::: 2013.08.012013.08.012013.08.012013.08.01

ItemItemItemItem ofofofof analysisanalysisanalysisanalysis StandardStandardStandardStandard ResultResultResultResult ofofofof analysisanalysisanalysisanalysis

AppearanceAppearanceAppearanceAppearance White Or Off White Crystalline Powder Conforms

SolubilitySolubilitySolubilitySolubility Practically Insoluble In Water, Freely Soluble In
Methanol And In Methylene Chloride

Conforms

IIIIdentificationdentificationdentificationdentification IR, HPLC Conforms

AppearanceAppearanceAppearanceAppearance OfOfOfOf

SolutionSolutionSolutionSolution

The Solution Is Clear And Not More Intensely

Coloured Than Reference Solution Y6.
Conforms

RelatedRelatedRelatedRelated

substancesubstancesubstancesubstance

Impurities A: Not More Than 0.1% 0.02%

Impurities C: Not More Than 0.2% 0.01%

Impurities E: Not More Than 0.2% 0.01%

Impurities F: Not More Than 0.2% 0.08%

Unspecified Impurities:Not More Than 0.1% 0.084%

Total: Not More Than 0.5% 0.43%

LossLossLossLoss OnOnOnOn DryingDryingDryingDrying Not More Than 0.5% 0.4%

SulphatedSulphatedSulphatedSulphated AshAshAshAsh Not More Than 0.1% 0.06%

AssayAssayAssayAssay Not Less Than 98.5% (C21h23no4s) 99.80%

ConclusionConclusionConclusionConclusion：The Results Conform To EP6.2.
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