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On Methodological Applicability of Microbial Limit Test for Two Hospital
Preparations

Zhang Xiaohua, Ma Xinhuan, Wang Futian, Yang Chunxia (Gansu Provincial Hospital of Traditional Chinese
Medicine, Lanzhou 730000, China)

Abstract Objective: To establish the method of microbial limit test to ensure the accuracy of microbial limit
test results. Methods: According to the general rules of 1105 and 1106 in the Chinese Pharmacopoeia of 2015
edition, Volume IV, the counting methods of bacteria, molds and yeasts and the controlling bacteria checking
methods were validated for applicability. Results: The total number of aerobic bacteria in Xuanfei Zhisu pills
was determined by culture medium dilution method, while the total number of molds and yeasts and the control
bacteria was determined by the routine method. The total number of aerobic bacteria, molds, yeasts and the
control bacteria was determined by the dilution method. Conclusion: Microbiological test methods for hospital
preparations should be upgraded in accordance with the provisions of the Pharmacopoeia and tested after the
completion of methodological validation.
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