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Study on the bacterial endotoxin test in the raw material

of bromhexine hydrochloride for injection’

LIN Jinhai, CHEN Xiaojia, DING Youling"*
(Fuzhou Xinbei Biochemical Industrial Co., Ltd., Fuzhou 350101, China)

ABSTRACT Objective: To establish a method for the bacterial endotoxin test in the raw material of bromhexine
hydrochloride for injection. Methods: The raw material of bromhexine hydrochloride for injection was pretreated and then
bacterial endotoxin test was performed. The method was verified based on the interference experiment in the bacterial endotoxin
test section of Chinese Pharmacopoeia 2015 Edition. Results: There was no interference on tachypleus amebocyte lysate (A=0.06

EU/ml) after it was pretreated and diluted by 160 times. Conclusion: The established method can be used for the bacterial

endotoxin test in the raw material of bromhexine hydrochloride for injection.
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