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Considerations of microbiological quality for non-sterile drugs
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[ Abstract |

Combined with the guideline draft Microbiological Quality Considerations in Non-sterile Drug

Manufacturing issued by FDA in September 2021, the risks affecting the microbial quality attributes of non-sterile

drugs are discussed, so as to help manufacturers better control the microbial quality of non-sterile drugs and reduce

drug recall and adverse reaction events caused by microbial pollution. In addition, this paper discusses the microbial

detection plan based on risk assessment in order to provide relevant suggestions. Finally, the contamination and

control strategy of Burkholderia cepacia (Bcc) in aqueous preparations are discussed.
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