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ABSTRACT: OBJECTIVE To study the feasibility of the method for exam ination of bacterial endotoxin in L-valine for injection by
tachypleus amebocyte lysate ( TAL) interference test METHODS The test was operated according to the method for exam ination of
bacterial endotdxin on Chinese Phamacopiea ( 2000 edition) . RESULTS L-Valine( ¢.=2.5% ) did not interfere with TAL reagent in
1-16 times diluted concentration, it could be tested with TAL that sensitivity was 0. 5 EU* mL™' . CONCLUSION The method of
bacterial endotoxin test of L-valine for injection was feasible, and could replace the mabbit test for pyrogen. The lim it value of endotoxin
in L-valine for injection was 0. 04 EU* mg ', mor less than the value(5 EU* mg ') recorded on Chinese Phamacopiea ( 2005 edi-
tion) obviously.

KEY WORDS: L-valine; bacterial endotoxin test; inte rference test; TAL reagent
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1 TAL

Tab 1 Results of sensitivity check of TAL

CSE EU* mL"' 1.0 0.5 0.25 0.125
i B _ f
+ - - -
. B _ _
+ - - - -

©

A, =log™' {1/4( log

1.0x1 +1og0.5%x3)} =0.59 EU* mL""( )y, 0.5
~2.0), ,
2.1.2 A =0.25 EU* mL"' ,
2. A =log ' {1/4(log0.5x1 +log0.25 x
3)} =0.30 EU* mL'( ), 0.5~2.0), ,
2 TAL
Tab 2 Results of sensitivity check of TAL
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2.2 (L)
L=K/M, K
, K 5 EU* (kg*
h) "M ,
M 10 mLe (kg h)', 2000
L- kg 10 mL, L
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2.3 (D)
2000 D=L/}, L 0.5 EU
e mL", X 0.5 EU* mL"' ~0.03 EU*
mL", - D,. 16,
D 1-~16.
2.4
L- (C=2.5%),
WBET 1~16 , 0.5 EU* mL™'
TAL O] 0.5 mL TAL,
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;@  WBET TAL
;® 2000
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Tab 3 Results of maximum non-interfe rence concentration test

for L-valine
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Tab 4 Results of interference test for L-valine
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