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Establishment of Bacterial Endotoxin Test for Paeononlsilatie Sodium Injection
YANG Ling, LI Qing, CAO Lei, CHEN Xiao-ling(Zhejiang People’s Armed Police Corps Hospital, Zhejiang Ji-
axing 314000, China)

ABSTRACT OBIJECTIVE: To establish bacterial endotoxin test for Pacononlsilatie sodium injection. METHODS: The maximum
non-interference concentration of samples was determined by interference test according to the requirements of bacterial endotoxin
test stated in appendix Il of Chinese Pharmacopeia (2010 edition). And then methodology validation was conducted. RESULTS:
The interference of tachypleus amebocyte lysate (TAL) on bacterial endotoxin test can be excluded when Pacononlsilatie sodium in-

jection was diluted to below 0.83 mg/ml. CONCLUSIONS: The bacterial endotoxins test can replace the rabbit method for pyrogen

test of Paeononlsilatie sodium injection.

KEYWORDS Pacononlsilatie sodium injection; Bacterial endotoxin; Tachypleus amebocyte lysate; Interference test

PYRZ W SURRAL PR , 85 F 25400 T ATZ R TR AR B A
PRI A AR L e R — i BT Tz AR s PR s P
T P M S R P ) B B 4 HORS il R fE T A, BT 5 P R
iy AR T] B4k IRVBRURR A1 P, (EL K P R TR i v ™, 3 T ol i S
FAUREF I PR o il R S BT T KRS 1Y 48 KR SE
TR AT I, LA SUHENEAE S A LY R B 2290 55
F T R B i AT IR R A T AR Sk A A R A S 2k L
Dy 5% 25 RN B 5 AR T P 2 2 A 2 R B i R A
PR R , 20k O P T R P s A . T R DL
JF B 1 RSP 9 SR 200 T DAY 5 3R P AR R SRR 1, BB
A AU, T A0 B N R 2 A U SR A A A P B 1
TR BT N BE R AT A T

1 ##
L1 fuge

BET-32 4l j& N B 2 A (R R KRR ERHEA B
Al )3 ZH-2 B [ S iR A A (R 2 AR LR T )
BS-1300U B4 TAE A (RN iE b i s A R 7] ) 5SC-101 7
B IR R AP L T R TR (T VT 3 240 TR R B B A PR
F) ) 5 B O A (0 SRORS A AL XA A BR 28 A, A
100~250 pl) .
1.2 #HEm5iRHF

PPz Ty itk 1 B S TR (4 1 29 M I3 A B 2 W) T et 4 8
T2, #5:120101,120901 130301, ¥k : 2 ml: 100 mg) ; 4f
HINTEZ TAEFRUES: (fRIFR CSE, #t5-: 1208280, 2. 4532 10
EU) AN M B 2R /K (AR BET /K, b5 : 1206130, B »
RF3Z 5 mD) YRR T B A A B vl 5 BRI [T 2

* . WEFETT T BEREZY ¥ o HLiE - 0673-82851464. E-mail:
phyangling@163.com

TEIEE 2014 FHE 5 EHHE13H

BE A A BRAS | L L5 1212282 1301642, B RAKE (1)
0.25 EU/mL; 5 1212262.1301281,1:0.125 EU/ml, &3t
A T A BRZAS | L 45 11082712.12071212,4:0.25 EU/ml;
#5:12030711.,12061312,1:0.125 EU/ml].
2 FHEEER
2.1 BRAFRPEEZ

H HT 24 5 R 56 1 B ) A ) R AR — R 0.5~
0.03 EU/mI", A0 16 I 2 A3 4 0.125 ,0.25 EU/mI A4 3
AT REUEZ R AR 62 3050 R A bR~ B (B 2
AR ERG &I 2 A4S ), ICCSE F BET K ff, &
FiEiR iR A # RS 15 min, R/5 4 HI 2 2.1 1.051.0.25 1 4
AV AR ) A R N B ARV, A5 AT 4, #2010
AF R CHp 24 ) (30 ) B St P A B N 3R A T A R R
&N R B . S5 24T Z00 8 #HL & L7 i ki) R 5
JE () 37E 0.5 2~2.0 ZFBFEIN , Y556 2010 4 AR HH [ 2 )L
R L EER L (R 7 R BT B, R R N R BHA: 5 -7 3%
INEEEATE A, B SR R BAPE . DL 42606 .

1 EXFRFEEZER
Tab 1 Results of TAL sensitivity recheck
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Tab 3 Results of interference test of samples
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