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Methodology Validation for Microbial Limit Test of Liquid Preparation of Pantoprazole Sodium for Injection
before Filtration Sterilization

HUANG lJia-xiu, XIE Chun-juan, WANG Lin, HONG Li-ping, SHI Jing-ping, ZHU Jia-li,ZHOU Hai-giang( Yang-
tze River Pharmaceutical Group Co., Ltd., Jiangsu Taizhou 225321, China)

ABSTRACT OBJECTIVE: To establish a method for microbial limit test of liquid preparation of Pantoprazole sodium for injec-
tion before filtration sterilization. METHODS: The membrane-filter method was used for pre-experiment. Validation test was con-
ducted after the samples were rinsed with 100 and 300 ml sterile 0.9% Sodium chloride solution according to pre-experiment. RE-
SULTS: The recoveries of all test bacteria in the pre-experiment were greater than 70% ; the growth of Candida albicans had been
inhibited. The recoveries of all test bacteria after rinsed with 300 ml sterile 0.9% Sodium chloride solution were greater than 70%
in validation test; no inhibition of bacteria growth was found. CONCLUSIONS: In microbial limit test, the samples only should be
filtrated directly; mold and yeast should be rinsed with 300 ml sterile 0.9% Sodium chloride solution after filtration. This method is

effective and feasible, and can be used for microbial limit test of the liquid preparation.
KEY WORDS Pantoprazole sodium for injection; Microbial limit test; Methodology validation
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A. bacilli group; B. experimental group (300 ml of flush volume); C.
experimental group (100 ml of flush volume)
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