234

YaEH RS R
Journal of China Pharmaceutical University 2005, 36(3).234—237

[

)|

Higk MmN, RS

( ,

510080; 2

R SR ZEARR A ELRLE FWA N FE.

, 524022)

18 B AR R e

RN EFSGTRARE BRABRFLERET F1E5RS HRAR 7, WFEICE, JFif g B RELMNKE R

BHAT 3 Atk 56K 58,

. P E 0 BLILE 5 A A 92 489 (K Fa s s 4A4F B3 4h), 111 1% (K 1842 70),

99. 39%; (K FaH2), 73 31% Gk 3o #An4), 111 9% (K Fa =k F), 109, 2% (K J8E M544), 133 3% (3K To 9% BR 4h4F
B34, 133 6CGKkAFK). KAAFEAREZTKRKED THFT ImymL e & #TF, dahS bk 5L THAE

A, TR TAZME &mi N EHf kL.

RBT A 2IE . SR Tk,

[
[

] RO17 [ ] A [

. K » 2000
(No. 0012270 50 mI/ Amp
); (No. 000131

LA=0 015 EU/ml 1 2 ml/ Amp

); (No. 981, 9 000 EU/ Amp,
); EDS-99 (
)3 (10X 75 mm)- 250
‘C2h
2
( LOgt
05g : 990806 000701, 001204,
s (00 mg : 0008721,
0008722, 009721, )s
[ 1 20041110 [~

[ ]

B REZEFAKRBAT LA RE ZTO WA NF T2 RN

1 SRR EE LABFFL AT, @EAEFF; THREAR

1 1000— 5048(2005)03— 0234— 04

(1L0g .  :010103 010104 010202,

)s (1 00 mg
- 001103, 001106, 010106,

) (750 mg/ . €018205,
C023053 C023355 ) (Lo
g . - 990408, BO01001, BOO1005. )

(9 000 EU/ 05t
05g . 20001101, 20001107 20001109 .
) 05¢ . . 0010071,
0101011, 0101C21, ).
21 RBAHFH T
« ” [ s
[2 .
« »24 { »2000 )
L3, I
22 Ak W H &
Lot Na 981 .
5000500 0. 0500 EU/mlL, 0 1 mL
01 mL . , EDS-99
. 3,
3 .

:Log T=at blog G | />0 980

3600 s.

1 Tel: 20— 83827812— 42517 FE-mail: lachyan @2 1¢n. com
(No. 2KM 05063)



3 235
Tab. 1 Endotoxin limit
Endotoxin limit! ¥ Specimen . . Concent ration
Drugs EU/mg) MVD' (mg/ L) Dilution times Cmg/ml)
Ccftrlaxorle sodlu.m. dnd sulbactam 0,20 400 100 100 |
sodium for injection
Cephradime injection 0.20 400 100 100 1
Ceftazdime injection 0.10 200 100 100 1
Ceftriaxone for injection 0.20 400 100 100 1
Cefuroxime for injection 0.10 100 50 50 1
Cefotaxime injection 0.20 400 100 333 03
Cefoperazone sodium and sulbactam
. N 0.20 400 100 20 5
sodium for injection
Cephathiamidiaum 0.15 150 50 100 Q5
“MVD: maximum validate dilution
23 FHARE Tab. 2 Pre-interference experiments for cephalosporins
(MVD) D Specimen Endotoxin recovery
MVD= L°P°>\71 & (mg/mL) (%)
A , X 005EW Ceftriaxone sodium 10 .6
and sulbactam 3809
ml; P ;L ’ sodium for injection 5757
« »24 « »2000 . 1 %. 50
L Cephradime for 10 1815
inje ction 5 64. 78
2 8. 46
. 0 100 mL 0 1 mL 1 119. 3
(S NPC); 0 1 mL 0.5 108. 8
( Ceftazidime for 10 6. 68
inje ction 2. 90
0 500 EU/ml) QO 1 mL
8.2
(PPO). 3, EDS-99 U m
s 05 R. 67
(NC), 2, Ceftriaxone for 10 A7
[4 [3 inje ction 58 71
ol EN (8 87
97. 57
( > * 0.5 9%. 9
59 17 59 10; 57 29 2 57 5 mgmL Cefuroxime for 10 49. 43
inje ction .42
50%~200% . 9291
116. 67
b
| mg/mL. a3 0.5 98. 9
s mg/ m
Cefotaxime for 10 7.z
mg/ mL. 1 mg/ mL. 1 mg/ mL. injection 5 3. 74
2 827
1 mg/ mL. 1 mg/mL . 05
g ¢ 1 52.25
o 0.3 119. 1
s Cefoperazon sodium 0 0. 8
sulbac 118
. 50%, ~ 200% , andv su béctérr? . 5 80
o sodium for injection 2 175. 6
’ Cephathiamidiaum 50 -
10 26. 82
(%)= ¢( 2.5 8. 91
1 9%. 24
)/ 0.5 106. 7

>, 100%
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Tab. 3 Inhibition or enhancement tes for cephalosporins
Endotoxin recovery Endotoxin recovery
Drugs Batch No. Drugs Batch Na
0 0
Ceftriaxone sodium 990806 96 08 Cephradime for 0008721 125.7
and sulbactam sodium 000701 91 10 injection 0008722 103.2
for injection 001204 90 25 0009721 104. 4
Ceftazidime for 010103 1. 9 Ceftriaxone for 001103 77 06
injection 010104 101. 7 injection 001106 76 17
010202 86 56 010106 66 71
Cefuroxime for C018025 121. 2 Cefotaxime for PU08 131.3
injection C023053 114 4 injection B001001 119.1
C023355 99 95 B001005 77 30
Cefoperazon sodium 20001101 1385 Cephathiamidiaum 0010071 133.5
and sulbactam sodium 20001107 118. 0 0101011 138.7
for injection 20001109 143. 3 0101021 128.5
.3 « »23 3,
(50% ~ 200%) s 2) 8 s
o b 5
24 ekt pH . pH 4 87~522 s
3 (pH 587~ 17 15). (pH 5. 66 ~
, 4, 7.22). (pH  7.65~8 18).
Tab. 4 Results of the dynamic tuibidimetric limulus test assay (pH  543~6a 24). (pH  650~795).
Endotoxin limit s
Drugs
(EU/ mg) s pH 60~80 pH
Ceftriaxone sodium and subactam sodium for injection Q20
Cephradime for injection 0.20 3)
Ceftazidime for injection Q10
Ceftriaxone for injection 02 (405 nm) ° pH
Cefuroxime for injection 010 UV-2401 405
Cefotaxime for injection 02 nm s I mg/mL
Cefoperamn sodium and sulbactam sodium for injection Q20 , 006 0011,
Cephathiamidiaum Q15 0 05 0 038
3 0 027 0 04,
405 mm ’
D lg
05eg (1996) 069012 4)
.« »2000 10 mg/ mL
=020 EU/mg'¥; , ) )
20 mg/ mL. 1 ml/kg =0 20 EU/ 1 mg/ mL s
mg . , 5 mg/mL ,
: ‘ : ¢ %2000 [ 1
L b AR Ao B
»23 )s N { » 2000 [S] . 2000. 204
{ » 2000 , [2 (Xia ZWD. [J] . 254 pAr
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Dynamic Turbidimetric Limulus Test of Cephalosporins for In-
jection

LAO Hai-Yan', LIN Qiu-Xiao', FENG Ju-Jin®

(IDq)artment of Pharmacy, Guangdong Provinicial People s Haspital, Guangzhou 510080 ;

’Zhanjiang A &C Biologicul Lid , Zhanjiang 524022, China)

[ABSTRACT])
injection. METHODS: In the pre-interference experiments, the amount of endotoxin was added to 5 different concentra-

AIM:To study the dynamic tuibidimetric limulus test used for endotoxin assay in cephalosporins for

tions of cephalosporins to get the recovery rates. And the optimum concentration was screened out. Under this conditions
the interference experiments were conducted in three batches of cephalosporins (<1 mg/mL). RESULTS:; In the inter-
ference tests, the recovery rates of exdotoxin were 92 48%( (ceftriaxone sodium and sulbactam sodium), 111. 1%
(cephradimeinjection), 99. 39 % (ceftazidimeinjection), 73. 31 % (ceftriaxone )» 111. 9% (cefuroxime ), 109. 2% (cefo-
taxime ), 133. 3% (cefoperazon sodium and sulbactam sodium for injection), 133. 6(cephathiamidiaum ), respectively. It
showed that solution of cephalosporins (<< 1 mg/ ml.) didn't interfer with limulus test. CONCLUSION; The dynamic
turbidimetric limulus test could be conveniently used for endotoxin assay in cephalosporins for injection.

[KEY WORDS] Dynamic turbidimetric limulus test; Cephalosporins; Bacterial endotoxin; Interference experiment
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