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Determination of Bacterial Endotoxin in Typhoid Vi Polysaccharide Vaccine

Liang Haoyu, Cai Tong, Pei Yusheng, Zeng Ming, Wang Bin'(National Institutes for Food and Drug Control,
Beijing 100050, China)

Abstract Objective: To establish a method for determination of bacterial endotoxin in typhoid Vi
polysaccharide vaccine. Methods: A dynamic turbidimetric method for determination of bacterial endotoxin
in the typhoid Vi polysaccharide vaccine was developed according to the requirements in appendix XIIE of
Chinese Pharmacopoeia (Volume 111, 2010 edition). Moreover, the reliability of standard curve and interference
test was verified. Results: There was good linear relationship within the bacterial endotoxin concentration range
of 0.03125-1.0 EU - mL™" (»=—0.9972). The recovery rate of samples in the interference test was 50%-200%.
The bacterial endotoxin limit in typhoid Vi polysaccharide vaccine was 600 EU - mL". The endotoxin content
in samples ranged from being below detection limit to 125.7 EU - mL"'. Conclusion: It is feasible to control
bacterial endotoxin in typhoid Vi polysaccharide vaccine using the dynamic turbidimetric method.
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