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XREK PBUORE TkE Ekb ESF
(DA B A HBRER, 130 ChER 2B T B A L&, 30

Xt XEE TERH
CRREBERBI, WH)

BW ZEHAREHELHAFRREE DX LTHRRE, T BHE PR BREN
By Baktpn s, RARKENSEAARLER, ERREAA-MESEEHH K"
MRARENGSHEBAEAZTER GEMDEEXR ERERCREATNRNHHMEAERG—
FRBHAR, FIXMETRAKE E(Tachypleus tridentatus)RBGHE MARERY, LARE B3k
REREX, ZETEHMRMESHR 13 #5504, HEXRAHAFT TR, Hh3sHMmLkER
—, 576%, HRIY, ERBTELRMEMHESRARG -GS, RARE, RE., |
AL T -

HEl& B HRERED, HRB—ERBERR, BREARLERN, e
8RN, RBXAGEEARN—FHREYE (ARRXLE). XHFEATRRBEGHES S
BIRR, BBRBEE. B, SHEBRERSSEBEOHESESR, BTHIROEHK
B, —AHERSIERATER, EERETIH: B—FHEBHAEROTRUARMNTRARK
e, BEBERLRH., Lk, BRMHELRPHAERHEEY(TDRRE, RIXEB
e R ABER 2 I B AR R R B B R (0 8 Ty pp=6.0 /hif, " # T1,=99.54), &
HREERMERARRE, EARENR, ATHERMSZERHEE, KEHEEXBI L. B
B, RERERLEMNSBEERHBMEAGSRES, FEHBREREZ—.

R, BSERNSFBREHIAHRT —FFERA—ERRE(Linulus test), 4
RFA—FE BN B E N haRARY (B EREBHAENER GRD
FERE) BERMRE, XkMehBEEHL .

1956 4 Bang?’ B 2% 335 P& (Limulus polyphemus)E 2R AMEERT, BHh4
SR, 12 4£)5, Liven il Bang™® M LA K mBERE M REZHA T H2LK
BN RBTHEOMRE R —F8, EATREEOTRER, HEXH&ETE
MRy, By TERRH . 1972 48 Gooper™ 1K, FHXMER MM RERHE
Wi S Sy B h . 3B Wachtel ™ 158, RERAMBLEEE(FDA), B
ZAFHERE AT RAESR. FEMEHAKBHRERE.

L B A& %% Shishikura™ \HE 5 B ZBAF B WGy, BIKRF E(Tachypleus
tridentatus), FE DR E(Tachypleus gigas), FPHac(Limulus polyphemus) % iE L
-4 (Carcinoscorpius rotundicauda) 4% T S8 Jfi (Coagulogens), it itFEMeEEHLE

AXF 19794 12 A 3 BHcH.
* EAAWEPEHELENELEXRLI LR, 19794 11 B, X,
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Borge, INAXEFHEMBEREN, HPRE/AEEEMR(Clotting enzyme) TN, ¥
RUBG HAMUNTIE, HEYFREMEE. X—HRRRAEARGEREAMEHZER
PHERKE.

BRIV IR I B (Tachypleus tridentatus) fils T E MARARY . &A&ERRH K4,
FH&% Okuguchi® it E, B THEERRERA —RBREFE®. FXMEMAHGIE
Ry, RAMBERHEA %, B0 TE™ 13 #50 $tEHEHR, HEXLERES
RHELLE, X B & R R BT TS 04

HERFGE

& 1 AR I AR AR 5 e (Tachypleus tridentatus) U 1, MBREARFRITHAERT
KREABRMEHR. TEBMERMD. LL0.02 M %M 3% NaCl LTris-HCl R iEAE pH 7.2/
EEEHRREBADER, Shk1:184. Bo2rELMAEOLE2). H pHT7.63%NaGl
ERLHRIFEELE 2 &k, MAMABRERY 2~4 ERBEH K, B 0°~4°C, 24 /b,
LB LR, BEETRINE. REEUKBIFE(Ecl 0 B)REER (ZAZRSH
B2 A R W, BB HE ) 5~10 ng/ke)FRE N 1~10 ng/ml, % 48 MR AR Y FI AT
DA ST Rk R B o T ok B

L3
an®% = ¢
; :‘ .‘H..
3
i « -
- ®
B 1 FKHE(Tachypleus tridentatus)Z 5p3H (1:8) B 2 ZKHE(Tachypleus tridentatus) i #Hi 5 %R

Bt Zif hE M H A BK BE 2 LR RERACTT), Beike (®Au), BMMN
(*'Cr), e th B AR SR (P) . "L L REM A (V%Y D)  F kR A (150 b) L L IL 4 (1°'Gs) (IR EC B
LAHOND), PRIDRMPICIT), BRACIP), RALE (""In) 5t DRATH&ER
e 2z T S Y JRORSE R JB 0 KE7E B 0 010 9 80 R - TR AR ("°Se) PRSI, 3t 13 AN B 50 bR
Ho

ERBRERARER S, Y100 BnARERY, BTREN L, Ak Lng
HBBERE (R, REREG), AskEES, GREShRrOE, HERRNDHSN,
HBBRAFFRE-NET 7 CABRTHERARBRES (BEITH-HAES, KI5 &—
BRENRIE, AEEHERIEBBH W), RE 30~45 508, REBBRHRKN,
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FHRERTE, B1MRE", SNERERAYE, 1~2 2%F, AERADOREHS
EXFEWIE, ARREBRE, &RH6LSORE.

EFABRRREZEPEGHR 77 ERBFRES. EHANE, RESHRHACTTOERK
% 0.5 ml/kg 5b, FKRHHh 0.1 ml/kg, HARAHR"E, HHAIRHLRERERE (1

M), FRER.
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R2AREEF AR 13 750 HBHHRBRLROILE. WX HE BEEL D
#t, HEMAMEI 27 i, WEAWEIL BB, & 762, NEXRMBEEN 7 # (AEMALL),
MR aEmEED s 8 (ANERAM), FMERHEAR 1248, & 24%.
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¥ B
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ERRERNBHARRREEL 10 FRRERN—THFER . FHk, EHRMAS

* i 0.1 EEME2Z+20ml95% B +80 ml pH 7.4 BEVE XK.
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#EH Y, BWESCERERE, ATEHEGRELE-BEHEL. ARMQNME 13 #
50 HB ML R RRMEREE, EEAARE. BE. REHKFA, RHERHKERE
Fdk, SRS GASERRAOREHE (1) FEENEFMnERANHARYL &
10 uD), EFRMKERES, (2) BREBALER B0~4545h); (3) WA T BAHBRAE
B ARMESNE,

ERELRERD (F2), BEERRE (76%), REHAT s #LEHAK. BATAA,
EEB TSR ERETHENHLE, DEBTERLREKEFERN., Flin 4 SRR
MOMD) K, BLAMERYE, MERBEMN 2 #AE, YHRTERBENH HRE,
RAhEGERERARN 2 #t, REZRW MY, SXAELER 8. RO TFHBEHER
BEERE, MARRESRERLHR N, EHHF EHABRIE, TRERGHHE, &
BERE. BRERMNAHBEFERE TRERLACYDESRORERE, HRARE
%o Xin, 6 HARDRMMCID LR, EXBHEAY:, mEhx 2 #AME (“ER7),
1 AR COYD) M 1 RO In) ESHE, EZBERYE, KeHNhEE. B
3 AR BRI pH RIE (ARBRILRERSN pH 5, MR pH 4.5, JILMPH 1.5), HIRE
KPRy Bk pH {H20 6.25~7.25, HL7E AEZBRX SR B, BEMNBYRRABR
By pH, REFRM—/ArMEIxE (RAnEakEREER), SLHRBRMAR.

REVRMMERPREARTHEMART LT T LROPRIE, RIOVAL, B £ FH &
HRMFRE, RADERRBRAE, ARG, BROTHATEHRR, HEMHARH
WML (mBsHESY. LEZ Y, REERS) KALEORR#EBBZFEANMAIMR. A
&, RAEARTRMHMARSIEWmEHNARRPERE, MERBUIARENNE
R B AR, MHELRKHAMARATRRASE RN, MARSY GnBskH. n
WHIN., HAERRE) EETREKBNER, UEE—EHRBE. BHIERITA, &%
ERAEEAMNTERENENAE, MEREHRY, THEERBRHSEHETREELHIR
H, TEERMSELGKEFIRPHAKRERY, HRAESRBEIERY, CL2EHTHY
TR, ERBERWRHESRARSIEREABRE LY.
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STUDIES ON THE LIMULUS TEST FOR DETECTION OF
ENDOTOXIN(PYROGEN) IN RADIOPHARMACEUTICALS

Xia Zhenmin and Gu Shuqin,

(National Institute for the Control ef Phwrmuceutical and Biological
Products, Ministry of Health)

He Xinruo, Wang Zhenshan and Fan Guangyu
(Institute of Atomic Energy, Chinese Academy of Science)

Xu Wenfu, Liu Duanhua, and Ding Youling,

(Fujian Institute of Drug Control)

ABSTRACT

Pyrogen testing is one of the most difficult problems encountered in quality control
of radiopharmaceuticals. The increased use of short-life radiopharmaceuticals presents
formidable problems in pyrogen testing by the official method because of the rapid
physical decay of most radionuclides, the large volume of required test solution, the
radiation exposure and waste-disposing problems.

The Limulus test is a rapid, sensitive and simple method for detection of bacterial
endotoxin (pyrogen).

We prepared amebocytes lysate from Horseshoe crab of China i. e. Tachypleus
tridentatus. Its sensitivity was found to be 1~10 ng/ml for E. coli OB, endotoxin.
An improved micromethod of slide test was used as a modified Limulus test in our la-
boratory. In testing 50 batches of radiopharmaceuticals for pyrogen by rabbit and Lim-
ulus methods, the results of 38 batches were in agreement with each other.

Preliminary results indicate that the Limulus test is a rapid, sensitive and simp.c

method for detection of pyrogen in radiopharmaceuticals.





