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Methodological Study on Microbial Limit Test of Butoconazole Nitrate
Suppositories

Pan Zhenyu, Tang Qian’, Li Ruilian (Hunan Institute for Food and Drug Control, Changsha 410001, China)

Abstract Objective: To establish testing methods of microbial limits for Butoconazole Nitrate Suppositories.
Methods: Applicability tests were conducted according to the general principles of Chinese Pharmacopoeia
(2015 edition), Experiments were made on the varieties of neutralizing agent, the volume of rinsing solution and
the addition time of bacteria suspension. The count methods were established by the recovery tests with tested
strains. The methods for the examination of Staphylococcus aureus, Pseudomonas aeruginosa and Candida
albicans were also established. Results: Butoconazole Nitrate Suppositories had strong antimicrobial activities
both on bacteria and fungi. The antimicrobial activities could be effectively eliminated with the membrane
filtration method combined with the neutralization method. Conclusion: The method meets the requirements of
Chinese Pharmacopoeia (2015 edition), and can be used in routine microbial limits test for Butoconazole Nitrate
Suppositories.
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