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Abstract Objective: To discuss the application of in-house microbial isolates in microbiological tests of
pharmaceutical products. Methods: By combing and analyzing documents such as pharmacopoeia, regulations,
guiding principles, industry standards and industry guidelines of various countries, the suggestions and
requirements for the application of environmental isolates in drug microbiological testing were listed, and the
application scope of environmental isolates was further introduced with examples. Results: Pharmacopeia
and industry guidelines require or suggest that the use of in-house microbial isolates (including personnel,
environment and isolated bacteria in samples during production tests) should be added to such inspection items
as disinfectant challenge testing, antimicrobial effectiveness testing, suitability of culture medium (growth
promotion tests), suitability of test methods, rapid microbiological methods and validation of alternative methods
for microbiological testing. Conclusion: Compared with the standard strains, the actual microbial situation in the
sample or environment could be reflected by using in-house isolates. Therefore, the application of in-house isolates

in microbiological tests can make a more objective and scientific evaluation of product quality or environment.
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According to the test items, the production process and the characteristics of the product itself, in-house isolates

could be selected and applied to the microbiological test of pharmaceutical products based on risk assessment.
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