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Abstract: Drug re-registration application is the continuous review on the safety efficacy and quality control

of marketed-products. It aims at ensuring the safety of drug use by systematical review to kick out the products

which can not be manufactured, or have high safety risk, or whose quality can not be guaranteed. At present, two

rounds of large-scale re-registration have been conducted, although it did comb and standardize the marketed

products to some extent, the problems and contradictions have also been gradually highlighted. By excavating

the problems and mirroring the experiences of FDA and EMA, the control and regulatory abilities of the risk of

marketed products could be enhanced.
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