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Establishment and Validation of Microbial Limit Test Methods for
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Abstract: Objective To establish and validate microbial limit test methods for salbutamol sulfate inhalation aerosols. Methods Accord-
ing to the microbial limit test method of four non - sterile products of the Chinese Pharmacopoeia 2015 Edition,the recovery rate of the
test strain was determined by membrane filtration method, and the total number of aerobic bacteria, the total number of molds and
yeasts, the control method of the control bacteria were established,and authenticated. Results The total aerobic bacteria count, the total
number of molds and yeasts were counted in the range of 0.5 —2.0 by membrane filtration method,and the control bacteria were test-
ed by conventional methods. The results were in compliance with the Chinese Pharmacopoeia 2015 Edition. Conclusion The method is

accurate and reliable,which is suitable for microbial limit inspection of salbutamol sulfate inhalation aerosol.
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