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Study on the pyrogen detection of injection gentamycin sulfate
with the method of tachypleus amebocyte lysate test

Yang Xixiang, Cheng Liandi
(Huai nan Institute for Drug Control 232007)

ABSTRACT Through the test of interfere to the process of agglutinate reaction with In-
jection Gentamycin Sulfate which have been forty times diluted. This experiment proved
that there is no interference (not excessed 3-2)) to the sensitive of Tachypleus Amebocyte
Lysate for Endotoxin (Purogen) Detection A=05EU /ml). On the basis of this experiment,
a new method can be established for pyrogen detection or applying to primary screening in-
stead of the traditional rabbit test. This method may raise the efficiency and sensitivety of
pyrogen test greatly. There will be particularly for drug production manufactured a impor-

tant reference significance.
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A1 FTRAMREARTER
NEEHERE  ACEU/mD B(1EU/m!)  C(0.5EU/ml) D(0.25EU/ml) E(0.125EU/mb)
MEERBER@mD 0.10.10.10.10.10.10.10.10.10.10.10.10.10.10.10.10.10.10.10.1
iR (mD) 0.10.10.1010.10.10.101010.10.10.10.10.10.10.10.10.10.10.1
R e + + + + 4+ + 4+ + ++ 4+ ++ - - - - - - -
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Eaits A(ZEU/mD BAEU/ml) C(0.25EU/ml) D(0.125EU/ml) B+t B St
941121 + 4+ + 4+ + + + - - - - - - - - = = - = =
941112 + + 4+ 4+ + + + + - - - - - - - = - - = =
941216 + + + 4+ + 4+ - - - - - - - - - — = - - -
941221 + + 4+ + + + - - - - - - - - - - - - = -
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. 627
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941221 5.41 0.1738 0. 707
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