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Overview of Chinese Pharmacopoeia 2025 Edition Volume III °
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Abstract; “Chinese Pharmacopoeia” is the legal basis for drug development, production, operation, use and man-
agement in China, and the Chinese Pharmacopoeia 2025 Edition is going to be issued and implemented. This article
introduces the revision and amendment situations, analyzes the characteristics of the new edition of the Pharmaco-
poeia and the future development direction of national standards for better understanding and implementation of the
latest edition of pharmacopoeia.
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F1 2025 (P E k) =R EELILE
Tab.1 Summary of Chinese Pharmacopoeia 2025 edition Volume Il

Bl 2020 2025 g BT Rl
(Classification ) ChP ChP (New) (Revise) 2025 4EHf
JUI( General Notices) 11 0 1 0
HEWl B R R B3R ¥ (General requirements for Biologics ) 8 9 1 5 0
1438 ( General Monographs ) 8 9 1 6 0
B B4 (W) (Monographs For Prophylaxis ) 54 57 4 27 1
5534 (JAT7HE) (Monographs For Therapeutic Use) 88 86 9 33 1
B U (AR S W RIASMAIT) ( Diagnostic Regents for in vivo and in vitro Test) 110 0 3 1
A8 M3t (Total of monograph) 153 153 13 63 13
SER U] A0 3 R AR SR R 14 S50 ( General requirements for Biologics, Chapters and Guideline) 180 216 36** 26 0

TE: ™ 2025 AFRC A 245 0) B A 0 1 i 3l B AR SR N B e R 2530 ) 0231 &8 0239, 2y 51 474t 15 € o [ 24 1) 2020 47 it LG BRI BRL AR, A% 3¢
PR 32 o PR 78 U P e — BEAT HH 38, SR TR RN T S S AR e A W ot AR 7 A T 30 400 R A s e B 4
17 HR 53 I 0234 A=Wyl i A= 7 S W 20 6 o B Sk s R SN 0235 A= Myt s s T S 0 A0 MO B A o o A D 2020 4R A
Pyl i 8 I BORBER 9 AGE— A 23 U, SE AR O AR ae ) 10 A, SE T8 WA S s 17 A

Note ; * This edition of the Pharmacopoeia ( ChP 2025) has transferred all the contents related to the general requirements for biologics to General Chapters
0231 to 0239. To facilitate better comparison and understanding with the 2020 edition, this classification is still retained in this article. Since the quanti-
ties are uniformly calculated in the General Chapters, this column is no longer included in the total count. “Preparation and Control of Animal Cell Sub-
strates Used for Production and Quality Control of Biologics ” has been split into General Chapters 0234 “ Preparation and Control of Animal Cell Sub-
strates Used for Production of Biologics” and 0235 *Quality Control of Animal Cells for Testing of Biologics”. * * The newly added 36 general chapters in-

dude the 9 unified adjustments from the ChP 2020 edition of the general requirements for biologics into general chapter, 10 general chapters from Volume

IV, and 17 newly formulated gneneral chapters and guidelines.
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Tab.2 New monograph of Chinese Pharmacopoeia 2025 edition Volume Il
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