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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOFANALYSISANALYSISANALYSISANALYSIS

EstradiolEstradiolEstradiolEstradiol hemihydratehemihydratehemihydratehemihydrate（CASCASCASCAS 35380-71-3)35380-71-3)35380-71-3)35380-71-3)
BatchBatchBatchBatch No.:No.:No.:No.: DR20120109 Piece:Piece:Piece:Piece: 5kg
PackagePackagePackagePackage Size:Size:Size:Size: 1kg/drum Specification:Specification:Specification:Specification: EP6.0
ManufactureManufactureManufactureManufacture Date:Date:Date:Date: 2012.01.09 ExpiryExpiryExpiryExpiry Date:Date:Date:Date: 2015.01.08

ItemsItemsItemsItems SpecificationSpecificationSpecificationSpecification ResultsResultsResultsResults
Appearance White or almost white, crystalline powder or

colourless crystals
white crystalline powder

Solubility
Practically insoluble in water, soluble in acetone,

sparingly soluble in alcohol, slightly soluble in ether

and in methylene chloride

Conforms

Identification A：IR B：TLC C：Positive Conforms

Specific optical rotation +76.0°～ +83.0° +78.6°

Melting range 175～180℃ 175.5～179.5℃

Water 2.9%～3.5% 3.25%

Related Substance

Impurity A ≤ 0.3% Undetected

Impurity B ≤ 0.3% 0.17%

Impurity C ≤ 0.3% 0.13%

Impurity D ≤ 0.3% Undetected

Total impurities ≤ 0.5% 0.33%

Any other impurity ≤ 0.1% 0.02%

Residual Solvents Alcohol≤0.5% 0.06%

Assay 97.0～103.0% (on the dried basis) 99.21%

Conclusion: The results conform with EP6.0.

Analyst:Analyst:Analyst:Analyst: Checker:Checker:Checker:Checker: QA.Manager:QA.Manager:QA.Manager:QA.Manager:

UUTESTS:TESTS:TESTS:TESTS:


