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Discussion on Microbial Limit Test of Nystatin Liniment

Li Yi' , Wang Zunwen' , Ji Jun® , Liu Linl( 1. Qingdao Women and Children’ s Hospital, Shandong Qingdao 266034, China;
2. Qingdao Institute for Food and Drug Control, Shandong Qingdao 266071, China)

[ Abstract | Objective: To establish a method for microbial limit test of nystatin liniment. Methods: According to the Chinese
Pharmacopoeia (2015 Edition), the plate count method, membrane-filter method combined with neutralizing agent were adopted to
conduct the microbial limit test on nystatin liniment. Results: The neutralization of polysorbate-80 and lecithin preheated at 45 °C were
used, the total aerobic bacteria, mold and yeast of the nystatin liniment were examined by membrane-filter procedure combined with a
neutralizer, the controlled bacteria were examined by conventional methods. All results of examinations were in line with the
specifications of the Chinese Pharmacopoeia (2015 Edition). Conclusion: The microbial limit counting method of nystatin tincture has
combined membrane-filtration method with neutralizer method (with preheating at 45 °C') to eliminate the antibacterial activity against
Candida albicans, so that the recovery results of aerobic bacteria, mold and yeast can meet the specifications of pharmacopoeia.
According to the Chinese Pharmacopoeia (2015 Edition) , the control bacteria can be examined by conventional methods.

[ Keywords | nystatin liniment; employment and suitability test; microbial limit test; membrane-filter procedure
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