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Brief introduction of pyrogen test and

Animal injection bacterial endotoxin test evaluation

Chen Yu-Hsien

Abstract

The goal of the project is to establish a national animal drug testing laboratory to
perform bacterial endotoxin testing and to conduct endotoxin investigations on animal
injections. The results can be used as a reference for the authorities to revised test
standards in the future. Looking forward to meet the international injection quality
standards and decrease the quality gap between animal and human drugs, in the other
hand to enhance domestic animal drugs manufacturers' self-requirements for their
own products.

Via large amount training and practice, we completed every step requirements for
bacterial endotoxin test: CSE serial dilution, labeled lysate sensitivity test, sample
dilution inhibition/enhancement test and sample limit test. In the project, a number of
35 samples of animal injection products were executed inhibition/enhancement tests
and 51 samples (lots) executed limited test using two brands of commercial BHT
gel-clot reagents. Most of products could pass the pharmacopoeia specification.



