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Influence of the different time points to add bacteria for 3 drugs

LI Jue WANG Zhi —jian ZHAO Jia

( Zhejiang Institute for Food and Drug Control Hangzhou 310004 China)

Abstract Objectives: To examine the effects of the different time points to add bacteria on the bacteria recovery in
the bacteria mold and yeast count method validation testing which is recorded in the Microbial Limit Tests on ChP
(2005) . Methods: Collected six samples which have different formulations and different antimicrobial activities and
compared the relationship between the different time points to add bacteria and the bacteria recovery. Results: The
bacteria recovery was significantly different due to the different time points to add bacteria. The recovery may re—
duce if to add bacteria ahead of the current standard time. Conclusions: The different time points to add bacteria
have significantly influence on the bacteria recovey in the study.
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Tab 1 Result of recovery of the different time points to add bacteria

( strains)

( preparation ( count ( time point to
( drug name) )
method) method) add bacteria) (S. aureus)  (E.coli) (B.subtilis) ( C. albicans) ( A. niger)
( Fexofenadine / ( homogenate ( plate A(X) 6 74 66 77 88
pseudoephedrine sustained method) count method) B( X) 47 93 97 72 86
release tablets) C(X) 101 104 98 89 102
( Yangzheng granules) ( heat ( plate A(X) 8 84 43 52 79
preservation and count method) B( X) 28 108 97 79 90
oscillation method) C(X) 72 97 100 98 82
( Huoxiang ( oscillation A(X) 0 113 0 0 51
Zhengqi solution) method) ( membrane B( X) 5 95 86 85 58
filtration method) C(X) 110 108 97 98 109
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Fig 1 Influence of the different time points to add bacteria on the bacte—
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