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Toxicological evaluation strategy of genotoxic impurities
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[ Abstract] The determination of acceptable limits for genotoxic impurities is an important part of drug safety
research. Impurities with potential genotoxicity can be divided into five categories according to their structural
characteristics and toxicological data; known mutagenic carcinogens, known mutagens with unknown carcinogenic
potential , substances containing alerting structure that are unrelated to the structure of the drug substance but without
mutagenicity data, substances containing alerting structure related to the drug substance and special impurities with
high carcinogenic potency. This paper uses the method of toxicological evaluation to review the evaluation strategies
of genotoxic impurities, and illustrate the method for determining acceptable limits.
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