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CertificateCertificateCertificateCertificate ofofofof analysisanalysisanalysisanalysis

ProductProductProductProduct NameNameNameName AscomycinAscomycinAscomycinAscomycin CASCASCASCAS No.No.No.No. 11011-38-4

BatchBatchBatchBatch No.No.No.No. 20090315 QuantityQuantityQuantityQuantity 25kg

MFG.MFG.MFG.MFG. DateDateDateDate Apr.16, 2009 EXP.EXP.EXP.EXP. DateDateDateDate Apr. 15, 2011

TESTTESTTESTTEST
IIIItemstemstemstems SSSSpecificationspecificationspecificationspecifications ResultsResultsResultsResults

AppearanceAppearanceAppearanceAppearance A white crystalline powder Conforms

SSSSolubilityolubilityolubilityolubility Soluble in DMSO,ethanol Conforms

WWWWaterateraterater ≤3.0% 0.8%

MeltingMeltingMeltingMelting pointpointpointpoint 156℃~161℃ 156.3℃~ 156.8℃

HHHHeavyeavyeavyeavy metalsmetalsmetalsmetals ≤20ppm ＜20ppm
TotalTotalTotalTotal impuritiesimpuritiesimpuritiesimpurities
(peak(peak(peak(peak areaareaareaarea %)%)%)%) ＜5.0% 2.4%

TacrolimusTacrolimusTacrolimusTacrolimus ＜5.0% 0%

PurityPurityPurityPurity (HPLC)(HPLC)(HPLC)(HPLC) ≥95% 97.6%

ConclusionConclusionConclusionConclusion： ItItItIt compliescompliescompliescomplies withwithwithwith JPJPJPJP 14141414 Standard.Standard.Standard.Standard.

Packing storage: in tight containers. The dry powder at controlled room temperature
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