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Quality risk management during the manufacture of sterile drugs
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Abstract: Risk management is one of the key factors to ensure sterile drug product quality. Identifying and analyzing risk factors in
the production, analysis, and testing process of sterile drugs, and conducting risk level assessments are prerequisites for quality risk
management of sterile drugs. This article summarizes the quality risk factors in the production process of sterile drugs, the quality risk
assessment of sterile drug production, and the quality risk control of sterile drug production, with the aim of significantly improving
the quality risk management ability of sterile drug production enterprises, creating an efficient, safe, and stable sterile drug production
environment, and ensuring that the final product quality meets established standards and specifications.
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