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The Endotoxin 100 Reference Standard of the National Institute of Health Sciences
(the Japanese Pharmacopoeia Endotoxin 100 Reference Standard) (Control 0201)

Yukari Nakagawa®, Toshimi Murai, Yoshinobu Horiuchi *

To establish the third lot (Control 0201) of the Endotoxin 100 Reference Standard of the National Institute
of Health Sciences (the Japanese Pharmacopoeia Endotoxin 100 Reference Standard), a candidate standard
(CS) was prepared and then evaluated. The potency of the CS was assayed against USP Endotoxin Reference
Standard (Lot G-1) and defined as containing approximately 130 endotoxin units (EU) per vial by a
collaborative study in which 5 laboratories participated. Based on the results, the CS was authorized to be the
third lot of the Endotoxin 100 Reference Standard containing 130 EU of endotoxin per vial.

Keywords: endotoxin, reference standard

EvEELEMEFEMNEITL Y VM2 1008E8EH
(ARFERFY FFF L V100828 5S) oFay b
(45 3EEH S, Control 0201) MM AL, Sffisk
EDODRFERE S EML 2O THET 2.

L2 p Y A S
1. BEQARHRURE

B EEMEMEEMERT Y F FF 2 2 10000158
B ANA TS P F Y 2ug, TS b=
VA0 mg/miEte) # LY 33 U REBHAKATHERL,
REFMELTH IR F L) a—VET )
Y —=NTIvEREML. FHRICE D RE#ENIZ0.5 ml
Wiy FrF o144 ng, BYLFL 2T a—
#6000 0.02 mg, 7)o —005u, b)Y /-
T3I20005p, v -0 026 mg Rk ELBEEH
B, ZOBHE 1L TIVELZD OS5 mlFOERM
WCHETALTHEZRL, ERERLTITRLLLO%
fZHE R EM L L7 (B TR SHITEE 2 KR
L7).

* B MR AERF 7R AT

#To whom correspondence should be addressed: Yukari
Nakagawa; 1-1-43, Hoenzaka, Chuo-ku, Osaka 540-0006, Japan;
Tel; 06-6941-1533 ext. 22; Fax: 06-6941-5672;

E-mail: yukari@nihs.go.jp

2. Hffi (T2 KNS BE, EU) ORE

BHEmEHLONME, KEFEES (USP) =~ F b
* ¥ U8 Lot G-1 (EC-6, 10,000 EU/vial) % 3
LTz hicxT 2z El T A L Ic L hkD
7o, DEOMEE, AWEEL L CELRLEERAEMLEE
et KRR (RS RERER) R UFE SRR G e A 28R
(REWMRLE) O2#H, BNOERZY Fhx >
FERE (74— PRE) BREFEL LTELFELE
B S, MM TERISHRUB—LFEERHKRK
Exto3HDE S & B ERE TITo .

3. HERUVAE

HEREOT Y PEFK—T 27010, BMERENIS
15883 > EI3fEH) F—ov boJ 42— bREDN
Bt X 7= (Endospecy ES-50M, lot 36M037 ; #:4{k&:
T2, Limulus ES-1I Test Wako, lot EMM2101 ; 1)t
MM TE Kinetic-QCL Kit, lot 0L126A ; E—{bF3E
f). WERETHSEERERAFLY K& VB
EIZHEHL L, Limulus ES-1I Test Wako g 4 &7 1 v
2 — %%, Endospecy ES-50M & U Kinetic- QCL Kit
EHART Ay 7 —RBECLYITo 7.

4. BEF*
FHiERUERER, SSMEEL SFEMEHE L2 —
TP IA—= NI o TITo 7. MEHZOREZ T
T



132

W %120% (2002)

USP i K OZHe R &% dh (140 EU/vial & {R5E)
LY F MRV URBAKICERL, BIFICOVTIE
5,000 EU/ml, #3&\22wTi2100 EU/ml O JE ik % 5
L7, BB, ThblZonTHA, TLETIELDEH S
LA R ERE L, USPERRIIIARGOFRE, ik
RERMBISESORERE SV L THW:, 20—
VLB S, EEIEMIChD, FAFNRIFR
AR EZBIRAE LAERIT - 2. SELHIIEHO
WERELZHVTHEZITY, EZ28BIE3EE T~
TORE»HAVTHET T 7.

5. MM DBOEH ' :
Boh-fiEErsb, BERGCRFOERYE, P74
DT AEEREAWT, HTHEEE (EYEnH
FIEELT Y F MY URBREETE) 10X ), USPHEE
RICAT A EREREmOMEN A ES L. Boh
TARR I AT BER L0 L, T O£ nE%
1ot
1B TIREIZOWTAT o298 BHIRRFIX 1[H
HMEX3EH) OWELFE—&HTTOIRYELEE
LA L, 118 1 RBEA T O EARN M0 FEE
MEUMOGEOHEEE VM 2 KD 7, 3B X I HE
TOHETHEONLIBEOMIZ2E, TRIZLH) VmD
HHEEA LT HMEFHEWM 2RO, £ETOFY
MR E L7, :
wM={Z(Mi/Vmi)}/>(1/Vmi)

RERUEE

=i BRSO fi% 140 EU/vial S R5E L, USPEE
#e Tt B AR HE A S OARR Dl 2 R ERREIC L D
Kdre. HEREOERICH-> T, BEIBILT
Y FhEY 1008 EHAOKFERE 2BV TE
BL7z7a ha— izl HilRERL LTEES
N3 ORELHVTEREITo 2, 7O ba—n
OUERIZ S5 TiE, RY LR DVIRLEEALER (£H)
H) 2 TE573RL, TAERTERVIESILEZ
NSPEEORBOREMEIR > TEL Z DR WIS
B L7,

BRETHERELERL, SHENREIZOWTE
NN (ESLHRE21E, 1M ToflE
T—y 2B Ty OEEHCEL, 55 nEIEED
EREEZRT LG22 BREEE Oy ML DRE L
EZA, EF—9E—FLTHFMLASAICIEERM
BESND, ERBEIZOVWTHRET L1277 — ¥ % 5f
LiceZh, REGOTF—5IZBWTEHAEIZD SR
72 (F—ZI3EH L), #2°T, Table LIZRLA LD
W, $PEREICOWVTHEE (A~E) B Txigddxt
Jiffi (Log RP) DFHEMEEHL, Bo5N79ED
MIZ2oWT, BIERECIB L TEALT S X TMEFEH L,
SEROTFIE NI E KD, Thbb, MOSEOH
TEMEVM 2K, ZOHEHFEAwWE L TINEFHYE
WM Z ROz, ZOFER, wM=—00267, %D, Z0
W E LTRO 6N D, SEOFHH I 0.9404

Table 1 Summary of the collaborative study for determining relative potency of the candidate standard against USP Endotoxin Reference Standard

LAL reagent/ Laboratoryﬁ
Limulus ES-I1 Endospecy Kinetic-QCL
A B E A C E A D E
M 0.0899 -0.0280 0.0637 -0.0595 -0.1192 -0.0561 -0.0502 -0.1213 -0.0026
ve? 0.0000523  0.0000108 0.0000101 0.0036519  0.0015049  0.0026034 0.0000977  0.0003812  0.0001693
Vm® 0.000092 0.0000670 0.000128 0.000355 0.000085 0.000189 0.000108 0.000185 0.000209
w? 10874.7 14910.5 7828.1 2813.6 11796.6 5295.1 9270.9 5409.4 4779.7
wM® -0.0267
antilog wM 0.9404

¥ M: mean log R.P. (n=9), R.P.: relative potency.
' Ve: error variance.

9 Vm: variance of M.

D w: weight.

) wM: weighted mean of M.

® A-E: laboratories participated in the collaborative study.
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