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Abstract Objective: This paper aims to clarify the major changes of radiopharmaceuticals regulatory regulations
after the implementation of the new version “Pharmaceutical Administration Law of the People's Republic of
China” (Hereinafter referred to as the “Pharmaceutical Administration Law”), so as to provide reference for
radiopharmaceuticals regulatory and radiopharmaceuticals related enterprises. Methods: According to the new
requirements of provisions for drug registration, drug production supervision and administration measures,
radiopharmaceuticals administration measures and related systems, the main changes affecting the supervision
and administration of radiopharmaceuticals were summarized and analyzed. Results and Conclusions: The new
version of The “Pharmaceutical Administration Law” implemented the people-oriented concept, strengthened
the supervision of the whole life cycle of radioactive drugs, and at the same time aroused the enthusiasm of the
radioactive drugs market, promoted the management ability and the implementation of the main responsibility of
the marketing authorization holders.
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