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Validation of microbial limit test method for

Weiyanling granules
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Abstract: Objective To establish a microbial limit test method for Weiyanling granules and to test its validation.Methods Ac-
cording to the four general principles of the Chinese Pharmacopoeia (edition 2015) ,membrane filtration method , culture medium di-
lution method and routine method were used to verify the microbial count of Weiyanling granules.The routine method was used to
verify the method of bacteria control.Results The inhibitory effect of Weiyanling granules on Bacillus subtilis and Staphylococcus
aureus could not be eliminated by culture medium dilution method and routine method, and the recovery rate was less than 0.50.
Membrane filtration method can eliminate the inhibition of Bacillus subtilis and Staphylococcus aureus, and the recovery rate was
in the range of 0.50-2.00.The results of bacteria control test showed that Escherichia coli was detected in experimental group and
positive control group when the amount of culture medium was 100 mL.There was no colony growth in the control group and nega-
tive control group.Conclusion The method of membrane filtration can be used for the total number of aerobic bacteria in Weiyan-
ling granules.The routine method can be used for the bacteria control and the total number of mould and yeast.
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