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Research on applicability test of microbial limit test for Qinghuo tablets (capsules)
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Abstract: Objective To confirm suitable microbial limit test method of every manufacturer by researching, and to determine the
microbial limit test method of Qinghuo tablets (capsules) produced by 22 domestic manufacturers. Methods (Qinghuo tablets (cap-
sules) were tested for the applicability of the method according to the microbial limit test method in Pharmacopoeia of the People's Re-
public of China (ChP) 2015 edition volume IV (general principles 1105 and 1106). Results The microbial limit test results of 266
batches of Qinghuo tablets (capsules) were all in line with the requirements, including 207 batches of aerobic bacteria less than 10
CFU/g, 263 batches of samples of moulds and yeasts less than 10 CFU/g. Membrane filtration method can be used to determine the total
number of aerobic bacteria in Qinghuo tablets (capsules). The degree of sample flushing varied slightly in different manufacturers. The
plate method can be used to determine the total number of moulds and yeasts, and the routine method can be used to examine control
bacteria.Conclusions There are some differences between the microbial limit test method of Qinghuo tablets (capsules) confirmed by
our laboratory and the method provided by manufacturers. However, the existing microbial limit inspection results all conform to the
standard provisions in ChP.
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