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P it B (8 5 R RE 65 T 3 AT , SO 4% R iR
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Cr,0,°” BLA R Ry s RI{E , MR R WA BR BE LA R
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B (75um x68.5em, H A< B 60. Ocm, 1] Ik 7k 4
2ELTHETT ) s B UV - 160A B UV - 0] AR
7;ORION MODEL 828 %I pH 3}; METTLER AE240
B F K F; BRANSON SB3200 - T #I #8 # {{, SI-
PI905 I KFLLHS B Bg ( LB B2y T aF5ehe) , B
B R ikl K R el Aok, e AL B R sl
3 FEE4ER
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311 XEREERAIEIS WERRSTERR B XY
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3.2 AEHRME S HERBRAER
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WERE 10mL, Bk E R 12.23.24.46 . 48.92 .
97. 84 .146. 76 195. 68 wg/mL fy Xt BB 5t R W, $2 57,
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I SIPI9O5 %Y K LA BB HE (1. Sem x 25em, {8 ¥ fE
25g) , M W B 1 mL/min, o3 ¥ 3E H J5 5 R 1
W, #E 30min, LAZEMWK b, WELTHRE
10mL, FATHRME 3 Wk, %3, 1.5 307 o vk &) 2
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Assay for bacteririal endotoxin in papaverine hydrochloride and sodium chloride
injection
JIN Wei-hong JU Hong-feng( Jiangsu Provincial Institution for Drug Control, Nanjing 210008 ,China)

ABSTRACT OBJECTIVE ; To establish the method of assay for the bacterial endotoxin in papaverine hydrochlo-
ride and sodium chloride injection. METHODS ; Inhibition and enhancement test was performed with limulus ame-
bocyte lysate manufactured by two different companies. RESULTS : The injection will not interfere to the bacterial
endotoxins test. CONCLUSIONS: The resulis suggest that bacterial endotoxins test ( gel-clot method) can be used

as an replaceable method for the rabbit pyrogen test for papaverine hydrochloride and sodium chloride injection.

KEY WORDS papaverine hydrochloride and sodium chlorid injection ; bacterial endotoxin ; Gel-clot method
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H o0 DA B S ) o 4 ER 2R B SR ko, ' L BR R
HENEEE, ETHEN SRR AR R EhE,
ST EIME SO G, Y R H N I, &
A0k b A 82 S S AN E SR AT T RN R
EVERIBEAT, BT LA A B N B R R A ik BB R
ARG £ AR 22 SE R S AT E SRR AT AT Pk
1 Zwe
1.1 bR B el A LR 9h i, A Lt i B AK,
s FHZL B B BR 2 RIS = w4, it 5
011209011210 011211, ¥L4% . 100mL, £f 5 28 32 04
30mg FALH1 0. 95, IR ATHAFIA BTG HE
1.2 HiXH (TAL) LB HFEAE YA R A w47,
it 010804  FFMHTILA b Tolk AR A Rl A =it 5
010630, REFE N: ¥4 0. 25EU/mL, XS HT 4t &
N R SUE B IR EE
1.3 WEAER LERERS(ETH) PEZ
A=Y SR R BT R &, #iE S 2001 - 3, & H 70EU/

Amp,
1.4 HENEFEEKRAHK(BET K) . HEZME
Yy & A E BT &, L5 W2001 - 3, 10mL/Amp,
NHEZEE <0.03EU/mL.,
2 FEREER
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it A

Eh R B S AL B v TR KRR S AR A

HFXHE, ~ﬁi%( M) % 10ml/kg ' B N E R R
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éﬁ%ﬁﬂa?ﬁﬁﬁ(m % L = K/M = 5.0EU/kg +
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2.2 LB RAEAHIES R JE AR
Eﬁ?ihﬁi”’”ﬁwﬁaﬂ:%&%ﬂ&mﬁ L 17 0.5 EU/
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