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Detection of bacterial endotoxins in the levofloxacin hydrochloride by limulus test

TAN Kan, LIN Hai-yan, YU He-yong ( Obstetric and Gynecology Hospital, Medical School, Zhejiang University, Hangzhou
310006, China)

ABSTRACT: OBJECTIVE To establish the method for assaying bacterial endotoxins in levofloxacin hydrochloride injection.
METHODS The interference test of 3 batches of levofloxacin injection with 2 kinds of limulus test agent was studied. RESULTS
The interference between the samples and limulus test agents was eliminable( below 0. 25mg/mL). The detection results were up to
standard. CONCLUSION The bacterial endotoxin in sample can be examined by limulus test instead of pyrogen test in rabbits.
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Tab 1 Check results of the sensitivity of limulus test agent
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Tab 2 Results of preliminary test
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Tab 3 Confect of samples for interference test
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Tab 4 Results of PC and PPC( levofloxacin hydrochloride injection )

X PR A R WECEU/mLD
A S e
mg/mL 0.5 0.25 0.125 0.06 Et
BET + 4+ + + + 4+ + + + 4+ + + - - == Es=0.03
0.25EU/mL 05041001 + 4+ + + + 4+ + + + 4+ + - o 0.038
0508011 0.25 05042301 + 4+ + + 4+ + ++ 4+ = —-= == 0.038
P 05051801 o+ o+ o+ o+ o+t -— == 0.030
BET + 4+ + + + 4+ + + + 4+ + - - - - = Es =0.038
0.25EU/mL 05041001 + 4+ + + ++ 4+ 4+ ++ 4+ = -B- S 0.038
050818 0.25 05042301 ++ + + ++ 1+ + ++ 4+ |- e 0.030
3T 05051801 o+ o+t - B __ - 0.045
H 2 W) AL, A8 P 2 R 307 N 1) 48 2 S R 118 4 K7 *6 BRESFAY EEHRTHIXRE
JIr i R R A SR D B R Y WA AR 2Es - 0. 5Es 2 [W], T LAv] Tab 6 Results of interference test for levofloxacin hydrochloride
DA 5, DAL 5 10 (335 0 5 40 o P i R R S0 T4 injection
IR ) 2 A PN 2 A h T . e
2.4 ORLLRMIAIE P 5 300 iy VERMEIE DGR #3)
& i = ANl Pos N FAAE SR L AT
’{‘J 3 %tt’f/\lﬁﬂﬂ 7] 77” '}ﬁi% 5 %U%#ﬁ”&o 1%)% E/],T/\ T/ﬁ HH E/J A (lng/mL) _H:l:EJ_' NPC ,A_—E'Im PPC "SE'? PC ,A_—é NC ,A_—é
YT TN N e [ e S s )
FRRE A0 8 7, 101 2 AME RS S B AR 0 Y e —
s A o
WU SRR I T B AF - 0508011° 025 = 05042301 - - ++ ++ - -
%5 %?ﬁ%#ﬁlﬁ%/{??ﬁ%%ﬂ% 22 B W) 05051801 - - + + + + - -
Tab 5 Preparation of interference test for samples 0.25EU/mL 05041001 - -  ++  ++ - -
£y P 2R R/ T 1 A 7 2R TRV AT AL 050818 0.25 05042301 -- ++ ++ --
NPC T R s 2 GEETE) 05051801 - -  ++ o+ + - -
PPC 20/ B IR 2 AT A0 A B E A AT
PC PAVEE RS RN 2 AT IR [ 24 #2005 J T s 40 R A B SRV O E
NG /K 2 KB, TP 535 6 b4 i), iF o T = Hib bR 72

LR 60min + 2min Ji ML A5, 45 HL ULFR 6.

g5 AR, 3 AR R AT A E
3 itig

T8I TP RS i, 5 R A SR D R SRR IR N
T 0.25mg/mL I, BEAT 2 150 40 S 56, %A BEXT 0. 25EU/
mL (18 AT ARG SRR, WOR % GR) R e gk

SR BTV TN R R A A TG . IR A R R
BH, A it n] DU 4 1R P9 B 383 0 T o b o R s R T, T
PLIE F R0 4 0. 25EU/mLL B85 R 5% 58 i 19 44 38 7 )28 47
5.

R H 1 :2006-05-12





