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Injection Bacterial Endotoxin Test Evaluation ( Gel-Clot Method )

YH Chen’, CH Lin, YL Chen, HL Chan, WH Lin, SR Yen

Animal Drugs Inspection Branch, National Institute for Animal Health, Council of Agriculture,
Executive Yuan

Abstract The purpose of this study was to establish national testing laboratory capacity to
perform bacterial endotoxin test and to investigate commercially animal injection products. To
make sure these products meet the specifications of the bacterial endotoxin test on pharmacopeia.
The results can be used as a reference for the revision of the Test standards of veterinary drugs by
the authority. It hoped that the revised test standard will meet the pharmacopoeia and international
trends. And promote the quality of veterinary drugs and decrease the gaps from human. According
to the General chapter 8003 (Bacterial Endotoxin Test) in Chinese Pharmacopeia requirement. In
the future, with appropriate training for the manufactures, it is feasible to revise the Test standards
of veterinary drugs with the same requirement as the Chinese Pharmacopoeia and follow
international tend.

Keywords: injection, test standards of veterinary drugs, Chinese Pharmacopiea, bacteria endotoxin
test.
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