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Research progress on safety evaluation of Chinese materia medica compound preparations of
ancient classic famous prescriptions

Wang Dengbo, Yuan Pan, Zhao Wenlong, Cheng Ruihan, Zhang Chenshuang, Li Baolong

Drug Safety Evaluation Center, Heilongjiang University of Chinese Medicine , Harbin, Heilongjiang 150040, China

Abstract: The ancient classic famous prescriptions compound preparation is the essence of the treasure house of traditional Chinese
medicine. Its simplified registration and approval policy has opened up a new path for the research and development of new traditional
Chinese medicine. As the core part of its pre-marketing research, safety evaluation is very important to ensure the safety of public medication.
This paper systematically reviews the research progress of safety evaluation of compound preparations of ancient classic famous prescriptions
from 2020 to 2025. It reviews the evolution of a series of key policies and regulations, and clarifies the importance of non-clinical safety
research under the condition of "approval without clinical trial" listing. It deeply analyzes the key factors affecting the safety of classical
prescriptions, including the origin and quality of medicinal materials, the difference between ancient and modern medicine, and the rational
use of toxic medicinal materials. It focuses on the overall strategy and core content of the non-clinical safety evaluation of famous classical
prescriptions, including the design points of the single-dose toxicity test and repeated-dose toxicity test, as well as the concerns and
personalized detection schemes for special populations and special medicines. It summarizes the shortcomings of current research on the dose-
efficacy-toxicity response relationship, systematic toxicology data, and special population research, and it looks forward to the application

prospect of new technologies in improving the accuracy and

scientificity of evaluation. The purpose is to provide systematic
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