1352 2023 12 37 12

WE WA — R, W R (1L NI RIS L, M 5106635 2. T ARA
HGRESET, TN 5106305 3. HAJLHAHIZGHE5ET, HARFILE 9301314; 4. HEF P BRS04
FAH B Lk & 54, Jbat 100028 )

wA (BARR “A257 HiF) BT PHA&, R APHRANG R, BHAREE
RRRELEAHEWFTR, AH( AU AL A GFELHNA T RG RS, iTESTEEENEIRTS
BRAEW % — A FE, AB B AMETERBRR T M E£&, RBAE SE&ELX R KA Sk, #4

KB P HMEE LR T RE, it B AR ERATPEMEN T R FERENDL EaFEN
M, WREAWMIERME T IATX. FERAOFFE, 2 4 7 B xF P 25 A R 7 R R AL PG
KA IE R SRR, ARBPHMEN R G ETEENL FAABGH—F T 5, REAE

AR 0 BRI
PhA, MR MM, BFEER,; SRR

R288 A 1002-7777(2023)12-1352-010
doi:10.16153/5.1002-7777.2023.12.002

Comparative Study on the Pharmaceutical Management Regulations of
Traditional Chinese Medicine '"Real Estate Area" in China and Japan

Su Wen', Nishimura Ichiro™**, Zeng Qinggian (1. Guangzhou Huangpu District New Drug Application Service
Center, Guangzhou 510663, China; 2. Guangdong Institute of Traditional Chinese Medicine, Guangzhou 510630,
China; 3. Kitanihon Pharmaceutical Co., Ltd Institute, Toyama 9301314, Japan; 4. World Federation of Chinese
Medicine Societies Real-World Research Professional Committee, Beijing 100028, China)

Abstract Objective: Chinese herbal medicine (called "Crude Medicine" in Japan) belongs to traditional
Chinese medicine drugs and is also the raw material of traditional Chinese medicine preparations. Due to
natural attributes, whether the source is a genuine producing area or not is directly related to and affects the
quality of its own and subsequent preparations. Neighboring Japan has made practice in various directions from
China on how to establish the first barrier of quality assurance through laws and regulations. To improve the
quality of Chinese medicinal materials and subsequent preparations by actively referring to the relevant practice
of Japan. Methods: Through the analysis of the current laws and regulations and implementation measures
on the administration of pharmaceutical affairs in the genuine producing areas of Chinese herbal medicine in
China and Japan, the similarities and differences of their legislative purposes and implementation methods
were compared. Results: The article summarized the essential characteristics and actual effects of the laws

and regulations management of the two countries on the genuine producing areas of Chinese herbal medicine.
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Conclusion: It provides theoretical basis for reference standard for the further improvement of the pharmaceutical

administration laws and regulations and the implementation measures in the genuine producing areas of Chinese

herbal medicine.
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regulations
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