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Proficiency Testing of Drug Microbiological Testing Laboratories Based on the Total Aerobic

Microbial Count of Banlangen Granules
XIAO Huang, DAl Hui, ZHOU Fayou, MA Shihong

( National Institutes for Food and Drug Control, Beijing, China  100050)
Abstract: Objective To improve the microbial limit testing capabilities of domestic drug microbiological testing laboratories. Methods The
samples of Banlangen Granules were randomly numbered and distributed to participating laboratories by cold chain transportation. One -
way analysis of variance(ANOVA) and ¢ —test were used to analyze the uniformity and stability of the samples. Statistical analysis on
proficiency testing results was performed to evaluate the laboratory testing capabilities. Results Totally 152 laboratories from 31
provinces, municipalities or autonomous regions were enrolled and 148 results were received. The overall satisfaction rate was 93.38%
(141/151). Among them,the satisfaction rate of food and drug supervision system was 96.81% (91/94) ,the satisfaction rate of the
enterprise was 87. 04% (47/54) ,the satisfaction rate of scientific research institutes was 100.00% (1/1),the satisfaction rate of inspec-
tion and testing institutions was 100. 00% (2/2). The main reasons for dissatisfaction were as follows:the platform reported the error of test

results, the experiment was interrupted due to insufficient training of test personnel,and the test results overflowed. Conclusion Domestic

drug microbiological testing laboratories have relatively high microbial limit detection capabilities. Due to the continuous improvement of

inspection and testing standards,it is necessary to continue focusing on capacity building and strengthen relevant training.
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Tab.1 Geographical and unit attribute distribution of participating
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Tab.4 ¢ —test results of small samples
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