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Abstract: Objective To establish a bacterial endotoxins test method for Chlorhexidine Acetate Irrigation Solution. Methods The bacte-
rial endotoxin test method for Chlorhexidine Acetate Irrigation Solution was established according to the bacterial endotoxin test method
of the general rule 1143 of the Chinese Pharmacopeia(Volume IV ,2015 Edition),and the method was verified by tachypleus amebocyte
lysate(TAL) from two different manufacturers. Results The Chlorhexidine Acetate Irrigation Solution was diluted by dilution solution I to
two times and then diluted by bacterial endotoxin test(BET) water to eight times,which could eliminate the interference to the aggluti-
nation reaction of TAL. The limit value of bacterial endotoxin was 0.5 EU/mL. Conclusion The method can be used for bacterial en-
dotoxin test of Chlorhexidine Acetate Irrigation Solution, which can provide a reference for the establishment of the bacterial endotoxin
test method for samples that may lead to the loss of monovalent and divalent ions when reacting with TAL.
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Tab.1 The results of TAL sensitivity test
. . Y ) W AR R e
S 5
(EU/mL) 2\ 1\ 0.5\ 0.25\ NC (EU/mL)
2 A 1803231 0.25 + 4+ 4+ o+ o+ o+ - - - - - — - - - - 0.25
1803052 + + + + + + + + - - - - -——— - - 0. 06
0. 06
1804180 + + + + ++ + + - - - - - - - - - - 0. 06
R 1801230 0.25 + + + + + + + + - - - - - - - - 0.25
1806290 0.06 + + + + ++ + + + + - - - - - - - - 0.04
1807241 ’ + + + + ++ + + + + + + - - - - - - 0.03
oo B R AR RN + TR R ARG R ELAE 3 180° R A T AR,
Note: The negative is marked " —",which represents no gel forming;the positive is marked " +”,which represents the formation of gel and reverses

180 degrees without deformationjas well as the following tables.
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Tab.2 The results of preliminary interference test I
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+ + - -
PPC - - - - - -
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PPC - - - - - -
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Tab.3 The results of preliminary interference test II
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Tab. 4 Results of bacterial endotoxin interference test of the samples

EERA HH IR 394 B

wF o HF 2 I 05N 0.5\ Eik "
1803052 BET + 4+ + 4+ - - - -
180309 ++++ ++++ ——--- ———— o _
180529 4+ 4+ 44 — - - - - _—___ _ o
180704 ++ 44+ +--- ———-—- ——-—-~= - _
1804180 BET + o+ + o+ - - -
180309 + 4+ ++ - - -- ————- ———~— - -
180529 ++ 4+ 4 ——-—-—- ———— —— - o _
180704 +4+++ +4-- ——-- — - - - - __
1806290 BET ++ ++ + - -
180309 + + 4+ 4+ — - - - —— - - —___ _ o
180529 + 4+ ++ - - -- — = ——— - - -
180704 ++ + 4+ - - - - — ——— —— - _ _
1807241 BET + o+ + o+ + 4+ - -
180309 ++++ +++4+ +--- - - -~ . _
180529 4+ 4+ 4+ 4+ + 44— — - - __ _ _
180704 + 4+ ++ +4-- ——-- ———~— - - _
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Tab.5 The results of bacterial endotoxin test for the samples

FRAMT  HRPT  BERARER pC PPC NC
1803052 180309 - - + + + + - -
180529 - - + o+ + 4 _ -
180704 - - + + + o+ -
1804180 180309 - - + + + + - -
180529 - - + o+ + 4 _ -
180704 - - + + + o+ - -
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