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Study on the whole chain microbial load in the

production of one traditional Chinese medicine pills

LI Qu — chang, JIANG Yan - fang, LAI Shan, LI Wen — jing, LIN Tie — hao

( Guangdong Institute for Drug Control, Guangzhou 510663, China)

Abstract Objective:To study the whole chain microbial load in the production of a traditional Chinese medicine
pill. Methods: A type of traditional Chinese medicine pills prescription was selected as the research object,
including the medicinal materials and their purified medicinal materials, intermediates ( mixed powder, waiting for
inner packaging pills) , and finished products. The microbial limit test method was established according to the
2020 edition of the Chinese Pharmacopoeia( ChP) , to detect and analyze the microbial loads of all samples collect-
ed throughout the entire chain from medicinal materials to finished products of the traditional Chinese medicine
pills. Results: The microbial content of different medicinal materials varies greatly, and the varieties with higer
risk factors for microbial contamination in medicinal materials were Perillae Folium, Pogostemonis Herba, and
Angelicae Dahuricae Radix. The production process of Perillae Folium and Pogostemonis Herba needed to be
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improved and adjusted from “medicinal material to pure medicinal material”. There was a positive correlation
between the microbial load of medicinal materials and intermediate and finished products. Conclusion: The study
on the microbial load throughout the entire production chain of traditional Chinese patent medicines can help us to

understand the transmission of microorganisms at each stage. This knowledge is crucial for identifying weak links
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in the production process and the key areas for process control, and has an important guiding significance for tradi-
tional Chinese patent medicines manufacturers to improve and explore their production process.

Keywords : traditional Chinese medicine pills; medicinal material ; microorganisms; production chain; load
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Fig.1 Whole chain process for pill production and scheme of experimental design
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(sample) (batch No. )

(cfu-g™) material ) /(cfu + g™1)
FL FLI1 10" <N <102 N <10
FI1.2 N<10 N<10
FL3 N<10 N<10
BZH BZH1 10° <N <10° N<10
BZH2 N<10 N <10
BZH3 10* <N <10° N <10
BZH4 N <10 N<10
BZH5 10* <N <10° 103 <N <10*
GHX GHX1 10 <N <10° 103 <N <10*
GHX2 10! <N <10? N<10
GHX3 10" <N <10? N<10
BSH BSH / 10" <N <102
CHP CHP N<10 N<10
JHP JHP1 10° <N <10° 10* <N <10°
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78Y2 102 <N<10° 102 <N<10°
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