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Abstract

tion at the legal level, marking the formal implementation of the conditional marketing authorization in China.

Drug Adminisiration Law revised in 2019 proposed for the first time conditional marketing authoriza-

This paper compares the regulations and technical requirements of conditional marketing authorization drugs in
China with those in Europe and the United States, in an attempt to learn from the experience of chemistry, manu-

facture and control review of these drugs in Europe and the United States, and to discuss the pharmaceutical tech-

nical requirements of conditional marketing authorization drugs in China.
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