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Problems of Applicability Data of Microbial Limit Test Method for Drugs
ZHANG Xiaoli

( Xianyang Center for Food and Drug Control, Xianyang, Shaanxi, China 712000)
Abstract: Objective To promote the accuracy, completeness and standardization of information on the applicability of drug microbial
limit test methods provided by enterprises. Methods Data on the applicability of microbial limit test methods for drugs from different
manufacturers were collected and the existing problems were analyzed. Results The main problems were as follows: the data content
didn't meet the standards and the professional quality of the staff in the enterprises needed to be improved. Conclusion Pharmaceutical

manufacturing enterprises should improve the professional ethics and inspection ability of the staff. It is suggested that the relevant

departments standardize the data format and collect the microbial limit test methods of simple formulations and processes into a book, or

the manufacturing enterprises upload the inspection method data of each variety to the internet and update them in time.
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