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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOF ANALYSISANALYSISANALYSISANALYSIS

ProductProductProductProduct namenamenamename 产品名称:::: MEPIVACAINEMEPIVACAINEMEPIVACAINEMEPIVACAINE HCLHCLHCLHCL 盐酸甲哌卡因

BatchBatchBatchBatch NoNoNoNo.... 批号:::: 20120316201203162012031620120316

MMMMfgfgfgfg.... DDDDateateateate 生产日期:::: 2012.03.162012.03.162012.03.162012.03.16

Exp.Exp.Exp.Exp. DDDDateateateate 有效期至：2014.03.152014.03.152014.03.152014.03.15

ItemItemItemItem 项目 StandardStandardStandardStandard 标准 ResultsResultsResultsResults结果

AppearanceAppearanceAppearanceAppearance
性状

WhiteWhiteWhiteWhite orororor almostalmostalmostalmost whitewhitewhitewhite powderpowderpowderpowder
白色或类白色粉末

CompliesCompliesCompliesComplies 符合规定

IdentificationIdentificationIdentificationIdentification
鉴别

A:A:A:A: ByByByBy IR,IR,IR,IR, ToToToTo matchmatchmatchmatch withwithwithwith workingworkingworkingworking
standardstandardstandardstandard
B:B:B:B: AAAA solutionsolutionsolutionsolution respondsrespondsrespondsresponds totototo thethethethe testtesttesttest forforforfor
ChlorideChlorideChlorideChloride

CompliesCompliesCompliesComplies 符合规定

CompliesCompliesCompliesComplies 符合规定

LossLossLossLoss OnOnOnOn
dryingdryingdryingdrying
干燥失重

≤≤≤≤1.0%1.0%1.0%1.0% 0.0.0.0.06060606%%%%

ResidueResidueResidueResidue onononon
ignitionignitionignitionignition
炽灼残渣

≤≤≤≤ 0.1%0.1%0.1%0.1% 0.0.0.0.03030303%%%%

ChromatograChromatograChromatograChromatogra
phicphicphicphic puritypuritypuritypurity
色谱纯度

≤≤≤≤0.4%0.4%0.4%0.4% 0.20%0.20%0.20%0.20%

ResidualResidualResidualResidual
SolventsSolventsSolventsSolvents
残留溶剂

ShouldShouldShouldShould bebebebe totototo matchmatchmatchmatch withwithwithwith thethethethe standardstandardstandardstandard CompliesCompliesCompliesComplies 符合规定

AAAASSAYSSAYSSAYSSAY(*)(*)(*)(*)
含量

98.0%-102.0%(*)98.0%-102.0%(*)98.0%-102.0%(*)98.0%-102.0%(*) 99.99.99.99.76767676%%%%

(*)(*)(*)(*) OnOnOnOn anhydrousanhydrousanhydrousanhydrous basisbasisbasisbasis ....基 于 无 水 物....
ConclusionConclusionConclusionConclusion结论::::ConformsConformsConformsConforms totototo USP3USP3USP3USP30000 本品符合 USP30USP30USP30USP30

ExamExamExamExam AnalystAnalystAnalystAnalyst CheckerCheckerCheckerChecker
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