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The Key Points in the Review of the Bacterial Endotoxin Test and

Analysis of the Common Problems in the Registration Data
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Abstract: By sorting out the key steps for the establishment of bacterial endotoxin test, the review points involved

in the establishment of bacterial endotoxin limit,

the calculation of MVD or MVC,

experimental materials,

experimental process and quality standards are summarized, and the common problems found in the review process

are analyzed, with a view to providing a reference for new veterinary drug manufacturers to develop the bacterial

endotoxin test method for corresponding products.
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