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Abstract Objective: A new method for microbial limit and control bacteria tests was established for the
inspection of pharmaceutical packaging materials such as composite films, hard films, aluminum foil, bottle caps,
gaskets, desiccants and so on in order to find a new detection strategy in strengthening the microbiological quality
control of pharmaceutical packaging materials. Methods: Representative samples of composite films, hard films,
aluminum foil, bottle caps, gasket and desiccants were selected to prepare artificial contamination samples with
representative strains. The test solution enrichment method that was also the method specified in the national

pharmaceutical packaging material standards and the direct-input enrichment method established in this study
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were used for the control bacteria inspection, and the detection rate of control bacteria was calculated. Results:
When the concentration of the inoculum solution was high, the detection rates of the two methods were the same,
both 100%. When the concentration of inoculation solution was 50 CFU-mL", the detection rate of the direct-
input enrichment method was a little higher than that of the test solution enrichment method, but according to
statistical analysis, there was no significant difference (P=>0.05) , so the detection rate of the two methods was
almost the same. In addition, compared with the test solution enrichment method, the the direct-input enrichment
method had the advantages of simple operation, less pollution and reduced cost without using microbial filtration
devices and membrane. Conclusion: The direct-input enrichment method has the same reliable detection rate as
the test solution enrichment method, and has the advantages of simple operation, less pollution and low cost, so it
is suitable for the test of control bacteria of the pharmaceutical packaging materials such as composite films, hard

films, aluminum foil, bottle caps, gasket and desiccants.
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