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Abstract: Along with the emergence of a large number of innovations and generic drugs, there is an urgent
need to strengthen the regulation of genotoxic impurities. The introduction of a series of guide documents that
are in line with international standards has made up for the gap in the regulation of impurities in China, while
the difficulties still exist. For instance, the limitations of traditional evaluation methods, the lack of consistency
comparison between the new method and the traditional method, the lack of non-toxicological data of a large
number of synthetic structure-containing impurities generated during the synthetic routes, and the insufficient
predictive effectiveness of the toxicity prediction softwares. This article discussed the current regulation status
of genotoxic impurities domestic and abroad, the control strategies of genotoxic impurities, and the genotoxicity
evaluation methods for impurities. In addition, in silico toxicology, toxicity evaluation methods and regulatory

limits in line with China's national conditions should be combined in three dimensions was proposed for the
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