4926 » PED 2025478 B56% B 138  Chinese Traditional and Herbal Drugs 2025 July Vol. 56 No. 13

-HFEHE -
SPEABC T BRI 7 AR E RV R R 1S 0F JE SRR REDR 2 TSt Ra IR B2 M5

RO, HRRE? e, 2 MY FORY ROAY
1. B IME2Eby AV S TR, HEK 400067

2. BRRIEEERR ahASFEZERS O, bR 100076

3. VLAY B E IR E PG, LI BER 210002

4, BRTAMEARF PR, HER 401120

7 E: ARG B FEL, Fr 25007 R AE b AR R R SS9 S
BahG. BRI, HThRUELESRIE . Sk, MR, SR, SREERE K BN E S E R AR RSN E R, HARE
TETHM BRI ZE R BEBORHAT IR W8 R RV A4 . H ik 10 7 b B 5 3 3509 48 Il i B
2, MEREENEREET EEWM, HET, 8 “BAREE+DREIAE” BEBRANMAIT %, Bl g EFRAEA
PG HEHE R AR T UL R LRSS RS, SRR IR IRANX A ) 228 IR s X AR R 2 A5
HEENREEZ L ERDASS, REEEHRSES—. BT Loy €, R E AT A 2585 WUk bR i R P2 ateE
WO ST IS AR, BT IS Bk AR AL Y B R ) B A BUR S E N E

KHEIR: AR TR MO hRE s ST BIARMAE: PhEVAEE

FESES: R288 XEkPREIE: A XEMHE: 0253 -2670(2025)13 - 4926 - 07

DOI: 10.7501/j.issn.0253-2670.2025.13.034

Structural contradictions of provincial standards for traditional Chinese medicinal
formula granules and pathways to collaborative governance driven by
technological empowerment

ZHAO Ying', LIN Maoquan?, YANG Liwei?, WU Tong*, LI Rui*, SONG Dan*

1. College of Biological and Chemical Engineering, Chongqing University of Education, Chongqing 400067, China
2. Center for Food and Drug Inspection of NMPA, Beijing 100076, China

3. Center for Evaluation of JSMPA, Nanjing 210002, China

4. Chongqing Technical Center for Drug Evaluation & Inspection, Chongqing 401120, China

Abstract: Traditional Chinese medicinal formula granules (TCMFGs), as modernised preparations derived from traditional Chinese
medicinal decoction pieces, are facing significant barriers to achieving high-quality industrial development due to structural
contradictions of provincial standards. This study identifies significant interregional discrepancies in key parameters such as botanical
origin, preparation methods, morphological identification, chromatographic fingerprinting and quantitative assays. These discrepancies
are attributed to regional imbalances in medicinal resources, inconsistent policy implementations, uneven regulatory capacities and in
R&D investment. This fragmentation of provincial standards impedes TCMFGs interprovincial circulation, exacerbates quality
inconsistencies, and creates regulatory conflicts. This study proposes a dual-pathway approach integrating technological empowerment
and collaborative governance. To bridge the regional disparities, this study recommends building national platforms for technology-

sharing, facilitating primary-level institutes with better testing capacities, and implementing a dynamic standard renewal mechanism.

RS HHER: 2025-04-01

ESWB: HRTARRREE N SHEHEE (CSTB2022TFI-0IX0017)

fEEENY: B B, BBER, WLASN, NFHFEH, P2 RAER= M. E-mail: zhaoying@cque.edu.cn
HEEEE: RO, BTAN, NEGREEMEITT{E. E-mail: 8744695@qq.com



FED 2025678 $56% B 138 Chinese Traditional and Herbal Drugs 2025 July Vol. 56 No. 13

* 4927 »

To promote the regulatory coordination and the integration of provincial standards, this study advocates the establishment of

interregional coordination committees, pilot projects for mutual standard recognition, and the participation of multiple stakeholders.

This study intends to provide theoretical insights and practical pathways for the current TCMFGs standard system, thereby contributing

to the governance of TCMFGs standardization with policy value.

Key words: traditional Chinese medicinal formula granules; provincial standards; structural contradictions; technological

empowerment; collaborative governance
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