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Applicability Research of Microbial Limit Test Method and Determination of Water

Activity of Mupirocin Ointment

LI Cui ,MIN Hong,XIE Yuhua,YANG Xiaoli
NMPA Key Laboratory for Testing Technology of Pharmaceutical Microbiology ,Xi'an ,Shaanxi,China  710065)
To establish a scientific and unified microbial limit test method for Mupirocin Ointment, and to provide a
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Abstract: Objective
reference for the drug supervision and inspection. Methods According to the microbial limit test method in the
Pharmacopoeia (2020 Edition, Volume IV ) ,the unified microbial limit test method and control bacteria test method were established
for 127 batches of Mupirocin Ointment from six manufacturers, and the water activity of Mupirocin Ointment was determined.
Results The count of mold and yeast were determined by the 1:10 routine method,the total number of aerobic bacteria and the
control bacteria Staphylococcus aureus were determined by the neutralization — membrane filtration method, and the bacteria
Pseudomonas aeruginosa were controlled by the direct inoculation method, which could effectively remove the antibacterial activity of
the sample, and the applicability test of the method passed. The average water activity of Mupirocin Ointment from six

manufacturers was in the range of 0.025 - 0. 145. Conclusion The established microbial limit test method of Mupirocin Ointment

is scientific and reasonable, which can provide a reference for drug supervision and inspection. The determination of the water

activity of samples can provide a basis for risk assessment of the manufacturers.
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Tab.1 Determination results of water activity of samples from

six manufacturers

A4k Ko A4k K E
T1 0.055~0. 105 T4 0.045~0. 145
T2 0.045~0. 145 T5 0.045~0. 085
T3 0.025~0.085 T6 0. 084
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