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Research Strategies and Methods of Quality Standard of Traditional Chinese Medicine ( TCM ) Prepara-
tions Based on TCM Regulatory Science

GU Jie', WANG Qi*, ZHAO Yuxin®, YU Jiangyong*, WANG Hainan', MA Shuangcheng’ , YANG Changming' * ,
ZHAO Julrlningzt’5 " (1. Center for Drug Evaluation, NMPA , Beijing 100076, China; 2. National Institutes for Food and Drug Con-
trol, Beijing 102629, China; 3. Chinese Pharmacopeia Commission, Beijing 100061, China; 4. National Medical Products Administra-
tion, Beijing 100037, China; 5. State Key Laboratory of Drug Regulation Science, Beijing 100061, China)

ABSTRACT :In recent years, National Medical Products Administration has successively issued special documents such as “Several
Measures to Further Strengthen the Scientific Regulation of Traditional Chinese Medicine( TCM) and Promote the Inheritance, Innova-
tion and Development of TCM” , “Special Regulations on Registration and Management of TCM” and “Special Regulations on the Man-
agement of TCM Standards” , which put forward new requirements for the research, formulation and management of TCM standards,
and is of great significance for the comprehensive construction of a new system for the management of TCM standards, the establishment
of the most rigorous TCM standards, and the promotion of high-quality development of TCM industry. Due to the natural source of
TCM, the complex composition of drug components, the unique theoretical system and the safety and effectiveness derived from clinical
practice, it is difficult to objectively evaluate and effectively control the quality of TCM preparations based on qualitative and quantita-
tive quality control models based on chemical components and the quality standards established thereby. How to realize the advanced
characterization and objective identification of TCM quality based on the characteristics of TCM, and to study and establish the corre-
sponding quality standard of TCM preparation has become an important content of TCM quality research, the focus and difficulty of
TCM supervision scientific research, and the bottleneck of TCM quality improvement and standard formulation. At present, the quality
control of TCM preparations has established a whole process quality control system from TCM crude drugs, decoction pieces to prepara-
tions, and formed a quality standard system of TCM preparations based on the characteristics of TCM consisting of the standards of TCM
crude drugs, decoction pieces, extracts and preparations. By sorting out the development history of TCM quality standards, this paper

analyzs the problems and challenges in the research of TCM quality standards, and discusss the strategies and methods for the research
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of TCM preparation quality standards based on the characteristics of TCM in combination with the scientific research results of TCM reg-

ulatory science in recent years, and the actual research and development and review of TCM, so as to provide reference for colleagues

in the industry.

KEY WORDS:: traditional Chinese medicine; TCM regulatory science; quality control; quality standard; method strategy
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