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The discussion on the endotoxin inspection method of ofloxacini injection

Sui Yanlei( Sui YL) ,Zhang Jianguo( Zhang JG) , Yu Xiufen( Yu XF) , et al( Gaoni 1st People’s Hospital , Postcode , Gaomi
261500)

ABSTRACT OBJECTIVE: To establish the inspection method of endotoxin in ofloxacini injection. METHODS : The experiment is
imple mented according to the request of endotoxin inspection method collected in the 2nd book , China pharmacopeia ,1995 . RESULTS : The
experiment showed that the interference elements can be excluded by diluting ofloxacini injection 2 times ,and it is effective that endotoxin can
be tested by amebocyte lysate with accuracy of 0 .25Eu/ ml . CONCLUSION :For daily pyragen test of ofloxacini injection ,enotoxin inspection
method can be used instead of dometic rabbit method .
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AR (HET - 981117A, IS - REUE A=0.5Eu/ ml,0.1
ml/ 3 ;35 1990706 , MEAE :A=0.25Eu/ ml,0 .1 ml/ 32) , IR
JKCHES 1990705 AR 2ml/ 32) | TCHR A3 2T o AR Sk .
PL B3 b ) AV 22 B AR A B 2w BRI 40 g N B R
SAME S (LS 981 MEAK 19000 Ew/ 2, H Il 24 i AR ik i
SEJIT) AR BRSNS, YT :991021-2 S HiES :991101-1
Sc fit*5 :20000115-1 UK :100ml PI & R BIE 0 .2g , EALEN
0.9g) AR HIFIRHZ A 35 FR vk RAR 7 5 4% b S T K
BRI TAES SRR G A .
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22 AMEHFRRMELMMHE WAL L=k M Hh
KA TERUE 45 293845 G PR TG AR A A8 1R S5 W2 1) P9 2 35 B30 51
YA HRE N E KN K = 5Eu/ kg, 0070 A2 T S B R
7 AR E S B (M) N 10ml/kg , B L= K/ M=5/10=0.5
Eu/ ml. BT A4 R TE 0.5 ~ 0 .03Ew/ ml Z (1] U]
P B KA R 52 MVD= /A 1 ~ 16 f5 .
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s / Eueml ! 1.0 0.5 0.25 0.125 0.06 N, /Eueml™!
1 Sa 0.5 + - - - >1.0
Sy >1.0
Sc oo >1.0
2 Sa 0.25 o+ o+ 9+ + + - - - [ - 0.25
Sy 0+ + + 4+ + + - - - - - - 0.25
Sc + o+ o+ + o+ o+ - - - - - - 0.25
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