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Certificate of analysis

ProductProductProductProduct NameNameNameName Paroxetine hydrochloride CASCASCASCAS No.No.No.No. 78246-49-8

BatchBatchBatchBatch No.No.No.No. 20100502 QuantityQuantityQuantityQuantity 1kg

MFG.MFG.MFG.MFG. DateDateDateDate 2010.05.02 EXP.EXP.EXP.EXP. DateDateDateDate 2012.05.01

TESTTESTTESTTEST
IIIItemstemstemstems SSSSpecificationspecificationspecificationspecifications ResultsResultsResultsResults

AppearanceAppearanceAppearanceAppearance White or almost white,crystalline powder Conforms

SolubilitySolubilitySolubilitySolubility
Slightly soluble in water,freely soluble in
methanol,sparingly soluble in alcohol and
in methylene chloride

Conforms

IIIIdentificationdentificationdentificationdentification

A)Infrared absorption spectrophotometry
B)HPLC
C)Water
D)Reaction(b)of chlorides

Accordant
Conforms
Conforms
Positive

ImpurityImpurityImpurityImpurity GGGG Not more than 1ppm N.D.

ImpurityImpurityImpurityImpurity DDDD Not more than 0.2% 0.02%
RelatedRelatedRelatedRelated substancessubstancessubstancessubstances

ImpurityImpurityImpurityImpurity AAAA
OtherOtherOtherOther impurityimpurityimpurityimpurity
TotalTotalTotalTotal impuritiesimpuritiesimpuritiesimpurities

Not more than 0.3%
Not more than 0.1%
Not more than 0.5%

0.20%
0.07%
0.40%

HeavyHeavyHeavyHeavy metalsmetalsmetalsmetals Not more than 20ppm <20ppm

WWWWaterateraterater 2.2~2.7% 2.25%

SulphatedSulphatedSulphatedSulphated ashashashash Not more than 0.1% 0.02%

Assay(HPLC)Assay(HPLC)Assay(HPLC)Assay(HPLC) 97.5~102.0%
(Calculated on the anhy drous substance) 99.87%

ConclusionConclusionConclusionConclusion： ItItItIt compliescompliescompliescomplies withwithwithwith thethethethe EP5.0EP5.0EP5.0EP5.0 standardstandardstandardstandard

Analyst:ZhaoAnalyst:ZhaoAnalyst:ZhaoAnalyst:Zhao Checker:LiuChecker:LiuChecker:LiuChecker:Liu Q.CQ.CQ.CQ.C Director.Director.Director.Director. FangFangFangFang FFFF


	ProductName
	Paroxetinehydrochloride
	CASNo.

	Quantity
	MFG.Date
	EXP.Date

