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M ethodology Study on Bacterial Endotoxin Test of Hypertonic Sodium Chloride Dextran 70 Injection

ZHAO Lian, WANG Bo, WANG Guang-yi, ZHOU Hong (lnstitute of Tmnsfision Medicine, Academy of Military Medical
Science, Beijing 100850, China)

ABSTRACT: OBJECTIVE To examine the feasibility for bacterial endotoxin test of hypertonic sodium chloride dextran70 injection,
and provide bases for establishing the quality standard of method for bacterial endotoxin test METHODS Bacterial endotoxin test in
the Chinese Phamacopoeia 2005 was applied, and was compared with pyrogen test RESULTS  Hypertonic sodium chloride dextran
70 injection did not interfe re the congregating reactivity of tachypleus amebocyte lysate. The appropriate lim it of endotoxin was 0.5 EU/
mL. CONCLUSION It is feasible to use this method in the exam ination of hypertonic sodium chloride dextran70 injection.
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Tab 1 The checking-tesult of sensitivity of tachypleus amebocyte lysate ( TAL)
2R bk RERE () B NFEWE /(EU/mL) EMRBIL ()
fit 5 J(EU/mL) 0.5 0.25 0.125 0.0625 0.03125 9 1 0 JRE /(EU/mL)
0304161 0.25 + + + + + + + + o+ o+ - - 0.125
030326C 0.25 + 4+ + + + + %+ .- - - - - - 0.25
0011022 0.125 T+t + + 4+ + + + 4+ + + 0.0625
030325E 0.125 + + + + + + - - 0.1768
030301 0.125 + + + + + + + + 0.125
e RN EE <« - IR
Note: “ +”7 represents positive reaction, and “ - 7 represents negative reaction
® 2 TR S
Tab 2 Results of interference preparnatory testing
EAne AR i AR A7 2
A N > ™ > = [ZREES
(A=0.25EU/mL) I 21 4 81 161
WL %2 R 031126 NPC - - - - o o o
AR A PPC + o+ + o+ + o+ + o+ + o+
3t :0304161) 031127 NPC - .- o o -
PPC + + + + + + + + + +
031128 NPC - - - - - - - - -
PPC + + + + + + + + + +
J& 1) 031126 NPC - - - - - - - .-
(#5 :030326C) PPC o+ o+ + o+ o+ o+
031127 NPC - - - - - - - - -
PPC + + + + + + + + + +
031128 NPC - - - - - - - - -
PPC + + + + + + + + + +

e RN« - IR

Note: “ +” mprsents positive reaction, and “ - 7
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Tab 3 Results of formal interference testing
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WYL 2 B A=) TKE TR o+ 4 4+ o+ TR 0.0625 0.5
HIRAF A" 031126 o+ o+ o+t 0.0625 0.5
#t55 :0011022) 031127 4+ o+ 4+ o+ R 0.0625 0.5
031128 + + + + + + + + + + + + 0.0625 0.5
JE TR A TR T b+ 0.125 1
(#t5 : 030325E) 031126 o+ o+ TR 0.125 1
031127 + + + + + + + + 0.125 1
031128 + + + + + + + + 0.125 1
e+ RORBIE « - o ROR BT

Note: “ +” mrpresents positive reaction, and “ - ”
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Tab 4 Results of the bacterial endotoxin test of hypertonic sodt

um chloride dextran70 injection
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BT Z R EMA B A R 031126 - - ¥
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031128 - - o+
JE 1) 031126 - 4 ot
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031128 - - o+
e+ RN« - RORBTE
Note: “ +”7 represents positive reaction, and “ - 7 represents negative re-

action
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