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Validation of Microbial Limit Test Method for Siwei Granules
HU Jing, DENG Li, HU Bin, MA Pan, CHEN Yongchuan
( Department of Pharmacy, The First Hospital Affiliated to AMU, Chongqing, China 400038)

Abstract: Objective To establish a microbial limit test method of Siwei Granules. Methods

Granules was validated by the routine method and dilution method. Results

The microbial limit test method of Siwei
The total number of aerobic bacteria was determined by
dilution method with 1 :50 test solution, and the recovery ratio was 0.84 —1.12. The total number of mould and yeast was determined
by the routine method, and the recovery ratio was 1.05-1.08. The control bacteria( Escherichia coli) were verified by the routine
method, the positive bacteria were detected, but negative control was not detected. Conclusion Dilution method(1 : 50) can be used to

determine the total number of aerobic bacteria in Siwei Granules. The routine method can be used to examine the total number of

mould and yeast, as well as the control bacteria.
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