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Study on Method Validation of Microbial Limit Test for Qingre Xiehuo Capsules

MENG Qing-long"*, PAN Jing-zhi’ (1.Changchun Nanguan District Hospital of TCM in Jilin Province, Changc-
hun 130041, China; 2.College of Chinese Medicinal Materials, Jilin Agricultural University, Changchun 130118,
China; 3.Changchun Hospital for Infectious Disease in Jilin Province,Changchun 130123, China)

ABSTRACT OBIJECTIVE: To establish the method of microbial limit test for Qingre xiehuo capsules and validate the method.
METHODS: According to Chinese Pharmacopoeia (2010 edition), conventional method, medium dilution method and membrane
filtration method were used for microbial limit test of Qingre xichuo capsules; methodology validation was conducted according to
the results of recovery test for 5 kinds of strains. RESULTS: Recoveries of Escherichia coli and Aspergillus niger were higher than
70% by conventional method, and antimicrobial effect of Candida albicans had been removed by medium dilution method. Staphy-
lococcus aureus and Bacillus subtilis were required by the membrane filtration method for further removal of antimicrobial effect,
and the recovery rate reached 70% above. The test bacteria had been detected by conventional method of control bacteria. CON-
CLUSIONS: In microbial limit test of Qingre xiehuo capsules, conventional method is usually used for mold and control bacteria
count, medium dilution method for yeast counts and membrane filtration method for bacteria counts. The method is accurate, reli-
able and reproducible.
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Tab 1 Recovery rate of pathogens with general method
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Tab 2 Recovery rate of S. aureus, B. subtilis and C. albicans
with dilution method

it Bt sy — LU g
Gk e 2 20000716 97 51 0 5258
20000717 102 45 0 M1 R85l
20000718 86 I 0 1884
5010076 97 53 0 54.64
20100717 102 6 0 6078 57.08
20100718 86 I 0 55.81
WE IR 2000076 99 0] 0 747
20100717 104 58 0 5577 5108
20100718 92 46 0 50.00
52000076 %9 6 0 62.63
20000717 104 59 0 5673 6225
0000718 92 6 0 6739
A sk 2 20100716 95 7 0 81.05
20100717 100 79 0 7900 7795
20000718 84 62 0 7381
520000716 95 78 0 8211
20100717 100 90 0 9000 8.1
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Tab 3 Recovery rate of S. aureus and B. subtilis with mem-
brane filtration method
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Tab 4 Validate tests of control bacteria of E. coli
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