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Several key factors in the risk control of drug impurity

ZHANG Zhe-feng
(Center for Drug Evaluation, State Food and Drug Administration, Beijing 100038, China)

Abstract: Objective
Methods
and general process of the impurity study were analyzed. Results

To analyze and discuss the related factors in the risk control of chemical drug impurity.
The basic rule and related factors of drug impurity control were discussed, and the purpose, content
Scientific analytical method, strict impurity
limit and critical process control are the key factors in the risk control of drug impurity. Conclusion Appropriate
analytical method, reasonable impurity limit, accurate impurity identification and determination are very important
in the control of drug impurity. In addition, pharmacological, toxicological and clinical studies should be
combined at the same time. Through source control measures of raw materials and excipients, process control
measures of preparation process and terminal control measures in packing materials, storage condition and shelf
life, impurity can be well controlled within safe and reasonable range.
Key words: impurity study; risk control; impurity limit; quality standards; safety
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