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Establishment of the Sterility Test Method for Ceftiofur Hydrochloride
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Abstract: In order to establish an sterility test method for sterile material of ceftiofur hydrochloride, the
pretreatment and washing methods were investigated in accordance with the relevant requirements of the method
suitability test. Samples were dissolved by 2. 6% sterile sodium carbonate solution, then transferred to 0. 85%
sterile sodium chloride solution. The test solution was treated by membrane filtration and the pH 7. 0 sterile
sodium chloride — peptone buffer solution was used as the washing solution. Each filter membrane was washed
5 times with a washing capacity of 100 mL. The results showed that the six positive bacteria test groups grew as
well as the positive bacteria control group, the test group and the negative control group grew aseptically. These
indicated that the test samples had eliminated its bacteriostasis under the test conditions. The sterility test method
is reasonable and the results are accurate and reliable, It could be used as a routine aseptic test method for the
preparation.
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Tab 1 Counting results of viable bacteria
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Tab 2 Sensitivity test results of medium
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Tab 3 Total washing volume results
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Tab 4 Method applicability test results
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Tab 5 Method applicability test results
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