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Establishment of Endotoxins Test Method of Levobupivacaine Hydrochloride and Its Injection

YU Hai-zhou', DAI Xiu-mei’, YU Feng-ping’, DU Jing’(1.Yantai Municipal Food and Drug Inspection and Test-
ing Center, Shandong Yantai 264000, China; 2.Zibo Institute for Food and Drug Control, Shandong Zibo
255086, China;3.Dept. of Laboratory, Yantaishan Hospital of Yantai City, Shandong Yantai 264000, China)

ABSTRACT OBJECTIVE: To establish a method for the detection of endotoxins in Levobupivacaine hydrochloride (LH) and its
injection. METHODS: According to the requirements of 2010 edition of Chinese Pharmacopoeia (second part)bacterial endotoxin
inspection, the largest noninterfere quality concentration of samples was determined by interfering test with and method validation.
RESULTS: There was no interference in the endotoxins test when the concentration of LH was 1.56 mg/ml(A of TAL was 0.25 EU/
ml). The limitation of endotoxins was 0.08 EU/mg. CONCLUSIONS: The established method is feasible for the endotoxins test of

LH and its injection.
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Tab 1 Results of TAL sensitivity checking
. AN
TALHES  A,EU/ml 200 ™ 051 B NC  Z.EUMm
1302021 0.25 et et == === - 0.25
12090312 0.25 et et - - - 0.25
1301172 0125+ A e - 0.125
B3OS 0025 4+ A e - - 0125
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Tab2 Results of interference pretest of samples ( 1 = 0.25 ,
EU/ml)
TAL £ BRI mg/ml
it # M T w05 o N
1302021 2040601 PPC - —— b b b -
20140601 NPC - - - — -
20131001 PPC - +- + ++ ++
20131001 NPC - - — — -
12090312 20140601 PPC - ++ ++ ++ + -
20140601 NPC - - — — -
20131001 PPC - ++ ++ +H ++
20131000 NPC - - — — -
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Tab 3 Results of interference test of samples

. MANGRKE, EU/ml
%% it 0.5 025 0125 006 N B EOEE
1301172 BETK  ++++ 4+ -——  ——  — 012
20040601 ++++ A —mm e = 0.25 10
20140602 ++++ At s s - 0.25 10
20140603 ++++ A —mem s 0125 10
0131000 4+ A e e = 0125 10
0131002 ++++ A e = 0.25 10
131003 ++++ A+ s e o 0.25 10
13051112 BETK  ++++ 444+ —— ——  — (IS
20140601 ++++ A s e = 0125 10
20140602 ++++ A e e = 0.25 10
20140603 4+ At s e - 0.25 10
0131000 ++++ A+t —mm e 0125 1.0
0131002 4+ A s e = 0125 10
20131003 ++4+ 44 oo o - 0.025 10
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Tab 4 Results of bacterial endotoxins test of samples

TAL#S E‘% %ﬁ%‘f NPC PPC NC PC
1301172 20140601 1.56 - + - +
20140602 1.56 - ++ — +
20140603 1.56 - + — ++
20131001 1.56 - + - +
20131002 1.56 - + - +
20130603 1.56 - + - +
13051112 20140601 1.56 - +H - +H
20140602 1.56 - + - +
20140603 1.56 - + - +
20131001 1.56 - + - +
20131002 1.56 - +H - +H
20130603 1.56 - + - +
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