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CERTIFICATE

Docetaxel Anhydrous
2001001

Jan.19, 2020

Jan.18, 2023

OF ANALYSIS

15000110506

Storage: Protected from light, in an airtight container.
Tests and Methods Specifications Results
Appearance White or almost white, crystalline, hygroscopic powder Conforms
Solubility Practically insoluble in water, freely soluble in anhydrous ethanol, Conforms
soluble in methylene chloride

Identification

A. Specific optical rotation | -41.5 ~ -38.5 Conforms
B. IR IR spectrum is accordant with that of reference standard Conforms

Appearance of solution The solution is not more opalescent than reference suspension Il | Conforms
and not more intensely coloured than reference solution Bs

Specific optical rotation [0]%: -41.5 ~ -38.5 -40.0°

Related compounds Impurity A N.M.T. 0.2% 0.08%
Impurity B N.M.T. 0.3% 0.02%
Impurity C N.M.T. 0.15% 0.05%
Impurity E N.M.T. 0.15% Not detected
Unspecified impurities N.M.T. 0.10% 0.05%
Total Impurities N.M.T. 0.8% 0.20%

Heavy metals Not more than 20ppm Conforms

Water Not more than 1.5% 0.21%

Sulfated ash Not more than 0.1% 0.04%

Bacterial endotoxins Less than 0.3 IU/mg Conforms

Residual solvents Ethanol N.M.T. 5000ppm Not detected
Acetone N.M.T. 5000ppm 1508ppm
Acetonitrile N.M.T. 410ppm Not detected
Dichloromethane N.M.T. 600ppm Not detected
Ethyl acetate N.M.T. 5000ppm Not detected
Hexane N.M.T. 290ppm Not detected
97.5%~102.0% (calculated on the anhydrous basis) 98.70%

Conforms to the requirement of EP9.2
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