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Investigation of the Microorganism in Chinese
Medicinal Preparations (1)

YA-TZE LIN, JIA-LIN HSIEH, YI-CHU LIU, MEI-CHIH LIN,
DANIEL YANG-CHIH SHIH AND HWEI-FANG CHENG

Division of Research and Analysis, FDA

ABSTRACT

One hundred and fifty two samples of Chinese medicinal preparations(CMP) including Chinese
medicinal concentrated preparations and traditional medicine preparations were randomly collected to
investigate the microorganism contamination during the fiscal year 2013. The total acrobic microbial
counts and microorganisms including Escherichia coli, Salmonella, total combined yeasts and molds
count were determined by methods reported in the Chinese Pharmacopoeia VII. The permitted limit of
total aerobic microbial counts, E. coli and Salmonella of Chinese medicinal concentrated preparations are
promulgated by Department of Chinese Medicine and Pharmacy (DCMP). The results indicated that two
samples were not met the requirements. Total combined yeasts and molds count will not be determined
since there are no related regulations yet corresponding traditional medicine preparations will be set
up after July 1%, 2014. This survey was a preliminary study and would provide as a reference for the

administration authority.

Key words: Chinese medicinal preparations, total aerobic microbial counts, Escherichia coli and
Salmonella, total combined yeasts and molds counts



