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Methodology Research of Microbial Limit Test for Penicillin V Potassium Capsules

LONG Hui', WU Xin’, YAN Lei-na’, CHEN Xi’, ZHANG Ying", WANG Qing-quan’(1.Nanchang Center for Dis-
ease Control and Prevention, Nanchang 330038, China; 2.Jiangxi Provincial Institute for Food and Drug Con-
trol, Nanchang 330029, China)

ABSTRACT OBIJECTIVE: To establish a microbial limit test method for Penicillin V potassium capsules. METHODS: Microbial
limit test for Penicillin V potassium capsules was researched by using plating method, culture medium diluted method and mem-
brane-filter method (100, 300, 500 ml per membrane+panicillinase) , and control bacteria was tested (100, 200 ml per mem-
brane). RESULTS: Membrane-filter method was used for bacterial detection (500 ml per membrane, >3x10° u penicillinase) ; plat-
ing method was for the detection of fungus and yeast fungus; membrane-filter method was used for control bacterial detection (200
ml per membrane). Recoveries of bacteria, fungus and yeast fungus were greater than 70% . CONCLUSIONS: It is reliable to
adopt membrane-filter method to detect bacteria in Penicillin V potassium capsules, use plating method to detect fungus and yeast
fungus and membrane-filter method to detect control bacteria.

KEYWORDS Penicillin V potassium capsules; Microbial limit test; Methodology validation
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Tab 1 Bacterial recoveries of different microbial limit test
methods (% ,n=10)
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Tab 3 Results of microbial limit test for 9 batches of Penicil-

lin V potassium capsules from 3 manufacturers
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note: “+” meas positive; “~” meas negative
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