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CERTIFICATE OF ANALYSIS

Name Tacrolimus Batch No. 110201
Manufacture date 2011-02-22 Expiry date | 2013-02-21

Batch Quantity 100g Standard Enterprise standard
Items Reference specification Test result

Appearance Odorless white powder Complies

(1) The retention time of major peak for
assay

Identification preparation should correspond to that of | Complies

standard preparation

(2)IR, should be positive
Water Not more than 3.0% 2.0%
Heavy Metals Not more than 0.002% Complies FA 2’\ o~
Total isomers of FK506 Not more than 5.0% 0.66% / w‘:\-_}v 7..5.._;\
Singe impurity Not more than 0.5% 0.29% -y = :y
Total impurities Not more than 2.0% 0.54% |55, ¥ S
Assay 98.0% to 102.0% 100.2% \FL. N/
Ethyl ether Not more than 5000ppm Not detected \"L@. T
Methyl tert-butyl ether Not more than 1000ppm Not detected

Conclusion: the test result complies with the Enterprise standard
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