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Chinese Pharmacopoeia 2015 Edition
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Abstract Objective: To establish and validate microbial limit test for piperacillin raw material. Methods:
The test was carried out according to the requirements of provision 1105, 1106 and 1107 of rules of preparation
in volume IV of Chinese Pharmacopoeia 2015 edition. The membrane filtration method was used to detect the
total viable aerobic bacteria count, total combined yeasts and molds count (500 mL per membrane, 1.5x10°
IU penicillinase). This method was also used to control Escherichia coli (500 mL per membrane, 1.5x10° U
penicillinase). The above-mentioned method was used to test the bacteria, fungi or yeasts in piperacillin raw
material and was also validated. Results: The validation results showed that the recovery ratios of all the tested
bacteria, fungi or yeasts were in accordance with the acceptance criteria of the Chinese Pharmacopoeia 2015
edition and the method for specified bacteria test was reliable. Conclusion: The method is suitable for the
microbial limit test for piperacillin raw material.
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