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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOFANALYSISANALYSISANALYSISANALYSIS

DutasterideDutasterideDutasterideDutasteride
BatchBatchBatchBatch No.:No.:No.:No.: DR20130501 Quantity:Quantity:Quantity:Quantity:5.0g
ManufactureManufactureManufactureManufacture Date:Date:Date:Date: 2013.05.01 ExpiryExpiryExpiryExpiry Date:Date:Date:Date: 2016.04

ItemsItemsItemsItems SpecificationSpecificationSpecificationSpecification ResultsResultsResultsResults

Appearance White or almost white crystalline powder Conforms

Solubility soluble in dichloromethane, slightly soluble
in ethyl acetate, methanol, acetronile,
insoluble in water

Conforms

Identification Meets the requirements Conforms

Melting point 246.0~ 252.0℃ 248.0~ 249.5℃

Water by K.F ≤0.5% 0.08%

Loss on drying ≤0.5% 0.10%

Residue on ignition ≤0.2% 0.06%

Heavy metals
≤ 20ppm <20ppm

Mesh size
30 Mesh Conforms

Relative substance
Total: ≤1.0%
Single: ≤0.5%

0.69%
0.34%

Residual solvents Toluene ≤890µg/g Conforms

Assay 98.0%~102.0% 99.5%

Conclusion: The results conform with Enterprise standard.
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