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Establishment of Bacterial Endotoxin Test for Vidarabine Monophosphate for Injection
LI Feng-chun(Henan Provincial Institute for Food and Drug Control, Zhengzhou 450003, China)

ABSTRACT OBIJECTIVE: To establish a method for the determination of bacterial endotoxin of Vidarabine monophosphate for
injection. METHODS: According to bacterial endotoxin test stated in appendix Il of Chinese Pharmacopeia (2010 edition) , maxi-
mal non-interference concentrations of 5 bacthes of samples from 5 manufacturers were determined by pre-interference test and inter-
ference test, using TAL from 2 manufacturers. And bacterial endotoxin test was conducted. RESULTS: When test sample was dilut-
ed to 50 mg/ml, the limit of bacteria endotoxin was 0.5 EU/mg in non-interference bacteria endotoxin test. CONCLUSIONS: It is

feasible to detect the bacterial endotoxin of Vidarabine monophosphate for injection by the method of bacterial endotoxin test.

KEYWORDS Vidarabine monophosphate for injection; Bacterial endotoxin; TAL; Interference test
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Tab 1 Results of preliminary interference test
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Tab 2 Results of interference test
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Tab 3 Results of endotoxin detection test of sample
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