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Establishment and Validation of the Method of Sterility Test for Enoxacin Gluconate Injection
LIU Dong, TANG Chang-ming (Dept. of Pharmacy, No. 153 Central Hospital of PLA, Zhengzhou 450042, Chi-
na)

ABSTRACT OBIJECTIVE: To establish and validate the method of sterility test for Enoxacin gluconate injection. METHODS:
According to Chinese Pharmcopoeia (2010 edition) , membrane filtration method was used and 0.1% peptone water was used as
flushing liquid. The growth of 6 positive control bacteria was observed and investigated with different volumes of flushing liquid or
adding neutralization into culture medium. RESULTS: All of 6 positive control bacteria grew normally with 300 ml flushing liquid
in each tube (100 ml each time) and culture medium containing 0.2 mol/L Mg*". CONCLUSIONS: The sterility test for Enoxacin
gluconate injection was finally established with the positive bacteria of Escherichia coli, flushing three times by 0.1% peptone solu-
tion (100 ml each time) and adding medium containing Mg"" after membrane filtration. The method is simple with less flushing lig-
uid relatively. It is an ideal method for the sterility test of Enoxacin gluconate injection.
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