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Abstract; The feasibility study is validated for examination of bacterial endotoxin in amino acids for injection by
tachypleus amebocyte lysate ( TAL) interference test. The test is carried out according to the method for examination
of bacterial endotdxin on Chinese Pharmacopoeia (2000 edition). L-Valine (¢ =2.5% ) and L-isoleucine (¢ =
2.5% ) do not show interference with TAL reagent in 2 ~ 16 folds diluted concentration, and the sensitivity for TAL
is 0.5EU. ml ™', However, L-proline(¢=4.5% ) and L-leucine(¢=2.0% ) display inhibition with TAL under 16
times diluted scales. The method proposed herein is feasible, and may replace the rabbit test for pyrogen. The limit
value of endotoxin in L-valine for injection was 0.04 EU. mg ™", which is much less than the value (5 EU. mg™") of
Chinese Pharmacopoeia (2005 edition) .
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