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Feasibility Study of Bacterial Endotoxin Test for Brozopine for Injection
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Zhengzhou 450018, China; 2. Henan Institute for Food and Drug Control, Zhengzhou 450003, China)

Abstract Objective: To explore the feasibility of using bacterial endotoxin test to control the pyrogen of
class I new drug Brozopine for injection. Methods: Tachypleus amebocyte lysate (TAL) from 2 manufacturers
and 1 batche of Brozopine for injection were used for interference pilot test and the maximum non-interference
concentration was found out. Then a formal interference test with the 3 batches of Brozopine for injection was
conducted and the applicability of bacterial endotoxin test was determined according to the interference condition
of the gradient dilution solution of the test articles to TAL and bacterial endotoxin. Furthermore, the bacterial
endotoxin test of 3 batches of formulation was carried out using appropriate TAL according to the limit. Results: 3
batches of formulation showed no interference with TAL and endotoxin at 9.5 times of the effective concentration
(3.125 mg - mL™"). The results of bacterial endotoxin test were in line with the provision. Conclusion: The
bacterial endotoxin test can be used to examine the pyrogen of Brozopine for injection. The method can be used
quickly and accurately for the safety and quality control of the preparation products.
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