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Abstract : Objective

Key Laboratory of

To establish a microbial limit test method for entecavir dispersible tablets. Methods The microbial limit verifica-
tion test of entecavir dispersible tablets was established according to Chinese Pharmacopoeia 2015, Microbial Inspection Manual of Drugs
and Standard Operation of Chinese Drug Inspection 2010. Results The test was carried out with the test solution of 1:20,and the
counting method was the plate method (pouring method). The ratio of all test bacteria was within the range of 0.5 —2.0. The control
method was the Chinese Pharmacopoeia method;all positive test bacteria were detected, and all negative control bacteria grew aseptically.

Conclusion The validated method of microbial limit test of entecavir dispersible tablets is feasible and can effectively detect the con-

taminated microorganisms in drugs.
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