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Abstract ; This article focuses on the key experimental operations in the study about the applicability of microbial
limit testing methods for drugs, summarizing literature and experience from the preparation of test solution, design
of methods for microbial counting and control bacteria inspection, operation of microbial recovery test, bacterial
liquid concentration counting, and operational methods for controlling bacterial & fungal purity. Emphasis was
placed on the preparation methods of water — soluble test samples with strong antibacterial effects, non — oil and fat
test samples that were not easily soluble and dispersed, and the test solution for oil and fat test samples. Detailed
introduction of the sequential experimental plan for methods of aerobic bacterial count, mold & yeast count, and

control bacterial inspection were introduced. Four operational methods for adding bacteria about membrane

w JUPHEAUIER T (RERE AB24010236) ;)7 FERHE TR L0 (BRE AA23023035) ;) PHARHE Ht A1 A A % 30 (B R AD22080002 )
wr AIEVEH  BESCHF Tel: (0775)2827042;F - mail ;2740876952@ qq. com
XREH%E  Tel: (0775)2293721;E - mail :675649849@ qq. com
—fEH  Tel:(0775)2380553 ; E — mail :837008756@ qq. com

RO R



M 4 M 2 E ChinJ Pharm Anal 2024, 44(8) @

filtration were explained, and the impact of different ways of adding bacteria on the results of the method was ana-

- 1286 -

lyzed. Summarized three counting methods for bacterial & fungal concentrations. Detailed sharing of operational
experience on controlling the purity of bacterial solution. Summarized the current status about research on the ap-
plicability of microbial limit testing methods of drugs. Four suggestions for the future development of research on
the applicability of microbial limit testing methods for drugs have been proposed; (1) Unify the operation about
bacteria adding method in membrane filtration , scientific and reasonable ; (2 ) Strengthen supervision of pharmaceu-
tical production enterprises and review of microbial limit testing methods for drugs; (3 ) Unify the microbial limit
testing methods for the drugs of the national sampling plan, and gradually collect and bind into a book; (4)
Strengthen the research on the applicability of microbial limit testing methods for excipients.

Keywords : microbial limit; method applicability; preparation of test solution; microbial count; control bacteria

inspection ; bacterial liquid concentration count; operational method for controlling bacterial & fungal purity; petri

dish pouring method ; membrane filtration method
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