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Preliminary study on the bacterial endotoxin test for compound lidocaine injection

XIE Dong-mei, ZHANG Daping

( Department of Pharmacology, A ffiliated Hospital of Bengbu Medical College, Bengbu 233004, China)

[ Abstract] Objective To establish a bacterial endotoxin test for monitoring pyrogens in compound lidocaine injection. Methods: The

bacterial endotoxin test procedure and guiding principle in Chinese Pharmacopoeia were used. Results: The test using limulus agent

with a sensitivity of 0. 5 Eu/m showed that the reaction was not interfered by compound lidocaine injection. Conclusions: Limulus

bysate method can be used to monitor the pyrogens in compound lido caine injection.

[ Key words] drugs quality test compound lidocaine injection; baterial endotoxin test; pyrogens/ analysis

1
1.1 ## (tachypleus amebocyte ly sate,
TAL), ,
0206122, (M) 0.5 EU/ml;
, : 020430, (A) 0.5 EU/
ml, )
, : 2001-3, 70 EU,
(bacterial endotoxin test, BET ),
, : 0102270, 5 ml.
, : 010105.020917.021010, 20
mg/ ml. , ,
1.2 Fik
1.2.1 (L) L=K/M =
(5.0 EU/kg) /(20 ml/60 kg) =15 EU/ml " (
M ,K
)
[ ] 2004-06-03
[ 11 . 233004
[ ] (1976—). . . (

).

1.2.2 (MVD) -
MVD=C *L/A=(1.0X 15 EU/ml) /(0.5 EU/ml)
=30 ( C , 1 ml/
ml, L A )
1.3 & XA R Z A R
[QID

L4 FHERY 3

. BET 2, BET

2.0\ 1.0A.0. 540.0.250 4
. 4 BET
2 4

1.5 #RASmFANEEZLEER 3

BET (
0102270) 2 A=0.5EU/ml TAL(
0206122) , ,
2 1 2,
[210
2
2.1 ERRMREEILFERER ,
(Ae) 0. 50~ 2. 0A,
. 1.
2.2 FHERLEZR 2.
2. 0A , 0. 25\

, . BET



engou € 6] uly N Ol. N 0.
350 J Bengbu Med Coll, July 2005, Vol. 30, No. 4
(Es) !
(EU/ml)
TAL \
(Et) Es=1lg— 1(2Xs/4), Et= 2.00 L.Ox 0. 5\ 0.25: (&)
lg_ 1( th/4) 2 Es 0. 5>\ —~ 0206122 ++++ ++++ ——— ———— 0.5
2. 0L Et  0.5Es ~2.0Fs 020430 ++++ ++++ ———— ———— 0.5
2
2
(EU/ml)
TAL
2.00 1. OA 0. 51 0. 25\
0206122 010105 ++++ ++4+ - - - Et 0.5
0206122 020917 ++++ ++4+ - - - Et 0.5
0206122 021010 ++++ ++4+ - - - Et 0.5
BET 0102270 ++++ ++4+ - - - Es 0.5
020430 010105 ++++ ++4+ - - - Et 0.5
020430 020917 ++++ ++4+ - - - Et 0.5
020430 021010 ++++ ++4+ - - - Et 0.5
BET 0102270 ++++ ++4+ - - - Es 0.5
2.3 #HiXSmEANEELERBLER ,
) ,3 , 2
(010105.020917.021010) R
3 2 , A=0.5 EU/ml
TAL )
[ ]
[ 1] LR E (230 M] .
[3 ,2000: 204.
° [2] CPEB () M] .
LiPid A , LiPid A , 2000 86 ~ 87.
> [3] , , .
(] . PRERZS &E, 2000 20(1): 62.
[ ] 1000-2200( 2005) 04-0350-03 CARIHE 2 e
(a)
[ 1 B#. (ITA) (a)[ LP(a)] . FE
130 LP( a) . HR. (mg/ L) 5 ,0~,100~,200~,300~ 400~ 600,

102. 224-4. 06. 174. 98 ==35. 11. 280. 11438. 36.408. 13 £44. 44. 526. 42+ 36. 69,

84.48 4. 31.160. 21 =24. 98. 243. 14129. 85.351.98E27. 74. 479. 51 1-41. 88,

LP(a) ,
[ ] ; ;

[ ] Q513.5 [ 1 A

[ 1 2004-08-05

[ ]
[ ] (1973—),

, 231400

(P<<0.001). £5i£.1TA

(@) [ Lipoprotein(a), LP(a)]
, ( coronary heart

disease, CHD) [ s .



