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[ Abstract] Objective: To provide technical reference for marketing authorization holder to conduct drug
re-registration and drug regulatory authorities to conduct drug re-registration review and approval. Methods: The
technical review of the third round of drug re-registration application materials was conducted in Fujian province, in
which the found defects were summarized and analyzed. Corresponding solutions and suggestions were further put
forward. Results: Until June 2021, a total of 955 defects were found in the review, which are mainly related to the
application materials in terms of prescription process and quality standards, source of API and instructions.
Conclusion; Marketing authorization holder shall accurately understand the latest requirements of drug registration
regulations and improve the continuous management of drugs after marketing. It is also suggested that the drug
administration department should optimize the requirements for the application materials, build a unified review
standard, and establish an increasingly scientific and standardized drug re-registration procedure.
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