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Detection of Bacterial Endotoxin Content in Oxiracetam Injection by Using
Micro-kinetic Chromogenic Method

Yang Haiyan, Zhou Jichun, Zhang Junxia, Song Hanmin, Zhang Tingting, Guo Xinghui (Henan Provincial
Insititute for Food and Drug Control, Zhengzhou, 450003, China)

Abstract Objective: To quantitatively detect the bacterial endotoxins in Oxiracetam injection by using the
micro-keinetic chromogenic method and compare the results with those of the gel-clot method. Methods: The
micro-keinetic chromogenic tachypleus amebocyte lysate was used in the interference test for Oxiracetam
injection while the gel-clot method tachypleus amebocyte lysate was used to detect the bacterial endotoxins.
Results: When the final concentration of Oxiracetam injection was at or below 40 mg - mL™, no interference of
the micro-keinetic chromogenic tachypleus amebocyte lysate and the agglutination reaction of bacterial endotoxin
were found, with the recovery rates between 50% and 200%. The results were consistent with those of the gel-clot
method. Conclusion: Micro-keinetic chromogenic method for quantitatively detecting the bacterial endotoxin can
be adopted in the quality control of Oxiracetam injection.
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