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Toxicology studies for compound preparations of traditional Chinese
medicine in ancient classic prescriptions
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[ Abstract] According to Provisions for Drug Registration and Categories and Requirements of Application Dossiers for Traditional
Chinese Medicine ( TCM ), non-clinical safety research/toxicology research should be conducted for classical compound Chinese
medicine prescriptions ( Categories 3. 1 and 3.2), and the data should be submitted at the application for the marketing authorization.
Based on the requirements of toxicology research in Categories and Requirements of Application Dossiers for Traditional Chinese
Medicine, this study further refined and clarified the requirements of toxicology research on classical compound Chinese medicine
preparations ( Categories 3. 1 and 3.2).
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