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Validation for Contaminating Microorganisms Test in Bacillus Licheniformis Particles

ZHENG Xiaolingl, CHEN Shuangl, ZHANG Xinpingz, WANG Zhijianl(l.Zhejiang Institute for Food and Drug
Control, Hangzhou 310004, China; 2.Zhengjiang Jingxin Pharmaceutical Co., Ltd., Shaoxing 312500, China)

ABSTRACT: OBJECTIVE To establish a method for contaminating microorganisms test in Bacillus licheniformis particles.
METHODS Spread plate method was used in the control bacteria examination; the non-pathogenic microbes was counted in
nutrient agar and growth at 37 'C, the maximum acceptable count was suggested in 0.1% of total microbes; the sodium rose
Bengal agar and growth at 25 C was used to do the fungi count. RESULTS The method was accepted in validation test of
Chinese pharmacopoeia 2010. CONCLUSION The method can be used in contaminants test for Bacillus licheniformis
particles control.

KEY WORDS: Bacillus licheniformis; viable particles; contaminating microorganisms test
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Tab. 1 The enrichment culture mediums and selective agar mediums of different specified microorganisms tests
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Tab. 2 Results of selective culture for specified microorganisms test
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e ORELWEAK.
Note: “~” means no bacterial growth.
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Tab. 3 Results of biochemical identification for test group suspected colonies
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Note: TSI “4+” means positive reaction; biochemical identification “+” means the suspected bacteria was checked by Vitek 2 Compact; other “+” means

positive reaction, “—” means negative reaction.
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Tab. 4 Results of validation recycling test for four test
organisms
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Tab.5 The results of contaminants test for Bacillus licheniformis particles
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