‘AEEHE-
PRI B P 2 R R T R b A

AR K BV MEZ VL AR (LI NP EAAFEE —WEER) AEPERAEH, M
510120;2. A% # ERKEE KA, K k& 519000)

FESZES RIO51 XEFRERG A XEHS  1001-0408(2023)17-2057-06
DOI  10.6039/j.issn.1001-0408.2023.17.02

A E

W E JARAPRABRGEEPFERM(MAER") TR IR, P2 AT oAb A KT P T RIT T8 A0
Bt ARBRERBA ENARER" AMTETTESG AGH L, AET —EFPRINZFNAFE, FNEREOESEFT
BA B HORE 2N — R IR R B R E P RAARARMBN A Z T BRI R A AL RN, 2R EEOLLIANAZ
BEFE(THMBRE PAHRAREFPRARE) A IBAZBEFGLEAAE T RERE B HRTE A N
£, e mE T R A REAT O REER; BB R E OSSN BEE (AT RAMNR AF DL THAR JHEESF
PENE e BRAE R DU A AR I ) Ar I8 AN Z A8 AR (L6 R\ LW e A S AN G RAed  FRERE) NS AR S AR
BhRBREER%, AFRAT ABB Y RGERFTEOH HZAND, RIEE A AR89 F 5% 25 S FF 5 AR LRI &
I AR BT AU R S R AR RS

KR PARG;ETEERM; RN MBS TR

Study on evaluation criteria for the quality of Chinese patent medicine purchased centrally by the
Guangdong alliance

CHEN Juliang"?, ZHANG Hui"?, LIN Huiyun"*, HU Ziwei"* (1. Dept. of Pharmacy, the Second Affiliated
Hospital of Guangzhou University of Chinese Medicine/Guangdong Provincial Hospital of Chinese Medicine,
Guangzhou 510120, China; 2. Dept. of Pharmacy, Zhuhai Hospital, Guangdong Provincial Hospital of Chinese
Medicine, Guangdong Zhuhai 519000, China)

ABSTRACT Since the Guangdong alliance launched the centralized procurement of Chinese patent medicine, manufacturers have
engaged in fierce price competition to obtain the qualification for selection. In order to ensure that manufacturers have lowered the
price without decreasing quality, the evaluation criteria for the quality of Chinese patent medicine is constructed on the basis of the
characteristics of traditional Chinese medicine. The evaluation criteria consist of the production process and therapeutic effect
evaluation. The evaluation indicators involve raw materials, processing and clinical use covering the whole life cycle of Chinese
patent medicine. The evaluation of production process includes 3 secondary indicators (the quality of traditional Chinese medicine,
the quality of traditional Chinese medicine decoction pieces and the quality of Chinese patent medicines) and 13 tertiary indicators
(standardized production, quality inspection, processing specifications, technical processes, safety risk control, etc.), which fully
reflect the quality control of key links in the production of Chinese patent medicine. The therapeutic effect evaluation includes 5
secondary indicators (theoretical origin of formulation, proactive research by production enterprises, evidence-based medical
evidence, clinical use, and technological embodiment) and 18 tertiary indicators (theoretical sources, post-market effectiveness re-
evaluation, clinical guidelines, expert consensus, etc.) to assess the quality and efficacy of Chinese patent medicine from multiple
perspectives and levels. This study is a useful supplement to the scheme of centralized procurement of Guangdong alliance, which
can not only provide data support for selecting “low-cost and high-quality” Chinese patent medicine, but also provide information
reference for hospitals to make procurement decisions.

KEYWORDS Chinese patent medicine; centralized procurement; quality evaluation; quality control; therapeutic effect
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