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Validation of the Detection Method for Bacterial Endotoxins in Ethylenediamine
Diaceturate for Injection

Bao Yuntang (Jiangsu Unipul Pharmaceutical Co., Ltd. , Taizhou 225300, China)

Abstract Objective: To establish a detection method for bacterial endotoxins in ethylenediamine diaceturate
for injection. Methods: Interference test and bacterial endotoxin inspection were performed on ethylenediamine
diaceturate for injection with different batch numbers by using limulus reagents from different manufacturers
according to general rule 1143 of Chinese Pharmacopoeia 2015 Vol. IV. Results: The products were diluted with
BET water to 96 times, bacterial endotoxins were detected by using limulus reagent with a sensitivity of 0.25
EU - mL" and no interference was detected. The bacterial endotoxin test results of the 3 batch samples met the
requirement of the proposed standard inspection. Conclusion: Bacterial endotoxin detection method can be used
to test the product, and the bacterial endotoxin limit (L) is 0.12 EU - mg.
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