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Introduction to the Revision of the Antimicrobial Effectiveness Testing of Chinese Pharmacopoeia 2020
Edition

LI Hui'?, ZHOU Fayou®’, YANG Xiaoli**, MA Shihong®, SHENG Jinfang2’4*(1.Shaanxi Shengde Tailin Biological
Safety Technical Testing Co., Ltd., Xi’an 710065, China; 2.NMPA Key Laboratory for Testing Technology of Pharmaceutical
Microbiology, Xi’an 710065, China, 3.National Institutes for Food and Drug Control, Beijing 100050, China; 4.Shaanxi Institute
for Food and Drug Control, Xi’an 710065, China)

ABSTRACT: OBJECTIVE To introduce the main revision situation about antimicrobial effectiveness testing of the Chinese
Pharmacopoeia(ChP) 2020 Edition. METHODS Compared antimicrobial effectiveness testing of ChP 2020 Edition to the
relevant content of the ChP 2015 Edition, the differences and links between the main pharmacopoeias such as ChP, US
Pharmacopoeia(USP), European Pharmacopoeia(EP), British Pharmacopoeia(BP), and Japanese Pharmacopoeia(JP) were
analyzed at the same time. RESULTS The antimicrobial effectiveness testing of ChP 2020 Edition had been revised in the
culture system, test strains, and so on, it was more suitable to guide the screening of antibacterial agents and the establishment of
antibacterial systems in the pharmaceutical preparations. CONCLUSION The antimicrobial effectiveness testing has been
further improved to become a more complete method, which can be used to guide the screening of bacteriostatic agents in the
drug development stage, and can also be used for the scientific and reasonable evaluation of the addition of bacteriostatic agents
for listed drugs, which is conducive to ensuring drug safety and effective.

KEYWORDS: antimicrobial effectiveness; antimicrobial agent; antimicrobial effectiveness testing; Chinese Pharmacopoeia
2020 Edition; pharmacopoeia revision; microbial control; water activity
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Tab. 1 Comparison of main content of antimicrobial effectiveness testing of pharmacopoeia of various countries

i H USP 43 JP 17

EP 10.0/BP 2018 ChP 2020

PRERTERR  RIIRATE . MAREPER . &8 W USP, FERCRNING BROIMIRA FSME USP, DRI KpsRA T | MLkl iEn . &

ORAERE . AR, Wy [CEERETE
&
Rt JB T K RSG5 95 B (TSA) . R [A] USP
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KA B
251 4% 2%, Hop 1 545y 4
RIS
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B AER, 1297042 0BAE FER, 1D KA
MmsEmtE 7d, 14d, 28d [a] USP
FlEbRfE T AL BiniE T A. B AR
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W ASRAE-ROE B I B SO bR L B FREREIRIE LT, A 7R AT BRGNS RSB RU JRE 2k ) A4 B R8T A
Note: Standard A—the antibacterial effect standard that should be achieved; standard B—the antibacterial effect standard that should be achieved under
special circumstances, such as antibacterial agents may increase the risk of adverse reactions.
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Tab. 2 Main revision of antimicrobial effectiveness testing of
the Chinese Pharmacopoeia 2015 Edition and the 2020 Edition
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