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Interpretation of Relevant Regulations on Drug Registration Inspection in
Combination with Common Problems in Inspection Acceptance

Xue Jing, Huang Qingquan’, Huang Baobin’, Zhang Weimin (National Institutes for Food and Drug Control,
Beijing 102629, China)

Abstract Objective: To study and analyze the newly revised “Provisions for Drug Registration” and its
supporting document “Specifications for Working Procedures and Technical Requirements for Drug Registration
Inspection (Trial, 2020)” in view of the common problems arising in the acceptance of drug registration
and inspection, and put forward references and suggestions for follow-up work. Methods: In combination
with common problems in inspection acceptance, the relevant regulations and requirements were interpreted
from many aspects, the implementation rules and technical requirements of the relevant regulations on drug
registration and inspection were discussed, and the revision ideas were put forward. Results: Common
problems in inspection acceptance mainly involved the scope of application of registration and inspection, the
classifications of registration and inspection, the requirements of registration and inspection, time limit for
submission of registration inspection, sample acceptance, registration inspection for the second time, etc., which
reflected that the drug registration applicants need to strengthen the understanding of relevant regulations on
drug registration and inspection. Conclusion: The implementation of “Provisions for Drug Registration” and

“Specifications for Working Procedures and Technical Requirements for Drug Registration Inspection (Trial,
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2020)” further optimized the working procedure of drug review and approval, promoted the standardization

of drug registration and inspection, and accelerated the drug licensing process. However, there are still some

deficiencies that need to be corrected through revision.

Keywords: inspection acceptance; common problems; drug; registration and inspection; regulations
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