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Influence Factors and Control Approach of Error in Microbial Limit Test of Drug
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Abstract: Objective To analyze the influence factors and control approach of error in microbial limit test of drug. Methods The anal-
ysis was carried out from 5 aspects of human, equipment, material, method and environment. By explicating the general rule 9203 and
general rule 9205 of Chinese Pharmacopoeia (2015 Edition, Volume IV ),and combining with the work experience in the microbiology
laboratory, we put forward some simple and feasible measures to ensure the accuracy of the results. Results and Conclusion In order
to avoid the error of test,the above 5 aspects needed to be paid attention to. Human: microbiological experimenter must have strong
sense of responsibility and professional theory level. Equipment:the instrument and equipment should be qualified. Material : the represen-
tativeness of sampling and the environment of sampling should be pay attention to,in order to ensure the quality of the medium and
replace the disinfectant regularly. Method: the appropriate and accurate method standards, criterions for judgments and standards and

specifications for personnel operation were selected. Environment:the environment was controlled according to the Chinese Pharmacopoeia.
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