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Methodological Validation of Microbial Limit Test of Yindan Granules
DENG Li, ZHOU Jian, HU Jing, HU Bin, MA Pan
( Department of Pharmacy, The First Affiliated Hospital of Army Medical University, Chongqing, China  400038)
Abstract: Objective To establish a microbial limit test method of Yindan Granules. Methods According to the general rule 1105
(microbial counting method for microbial limit test of non —sterile products), the general rule 1106(the control bacteria examination
method for microbial limit test of non —sterile products),the general rule 1107(the test method for suitability of microbiological limits
for non — sterile drugs) of Chinese Pharmacopoeia(2015 edition,volume IV),the applicability of the method was tested. Results Dilution
method (1 :100) could be used to determine the total number of aerobic bacteria. The routine method could be used to determine the

total number of mold and yeasts,and it also could be used to examine the control bacteria. Conclusion The established method can be

used for the microbial limit test of Yindan Granules.
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