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Thoughts on Post-approval Changes of Synthetic Drug Substances Assessment

Chen Chao', Zhang Mengli’, Zhang Jingchen' (1. Shanghai Center for Drug Evaluation and Verification,
Shanghai 200120, China; 2. Anhui Provincial Drug Evaluation and Inspection Center, Hefei 230051, China)

Abstract Objective: To put forward some thoughts for the assessment of post-marketing change of chemical
synthetic active pharmaceutical ingredients (API). Methods: The concerns on the evaluation of API change were
analyzed through the regulatory requirements of API and the influencing factors of API change in the United
States and China. Results: The production process of chemical synthetic API is specific, so it is necessary to
combine the characteristics of the variety to make a comprehensive assessment of the risk of change and research
validation. Conclusion: The change of chemical synthetic API requires comprehensive analysis, research and
verification from five main aspects: variety characteristics, personnel quality, facility and equipment, impurities
and physical properties, so as to determine the impact of the change on API and preparation.
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