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Analysis of inconsistencies in chemical drug registration application dossiers
during inspection

WANG Baofeng, YE Xiao
Center for Food and Drug Inspection of NMPA, Beijing 100076, China

Abstract: The research data in drug registration applications serve as the basis for evaluation and approval, and the consistency with
the application materials is an important aspect of registration verification and validation. This article summarizes and analyzes
consistency issues in the pharmaceutical research of active pharmaceutical ingredients (APIs)/formulations and the quality review of
APIs/formulations identified during chemical drug registration verification, offering insights for enterprises to avoid notes, thereby
providing a reference for reducing the occurrence of consistency issues.
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