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Reference Standard Data

E 7 R AR AR Y F MY RS
(BEAR#ERFHFZ F &2 /2R (Control 971)

M #EE - IR - BT - AN

;LYW OEBET

The Endotoxin Reference Standard of the National Institute of Health Sciences
(the Japanese Pharmacopoeia Endotoxin Reference Standard) (Control 971)

Toshimi Murai®, Yukari Nakagawa, Emiko Miyawaki,
Yoshiyuki Ogawa and Yoshinobu Horiuchi*

The third lot (Control 971) of the Endotoxin Reference Standard of the National Institute of Health Sci-
ences (the Japanese Pharmacopoeia Endotoxin Reference Standard) was prepared. The potency of the
new lot was assayed against USP Endotoxin Reference Standard (EC-6) and defined as containing 13, 000
endotoxin units (EU) per vial by a collaborative study of 7 laboratories.
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Table 1. Summary of the collaborative study for determining relative
potency of the candidate Endotoxin Reference Standard
against USP Endotoxin Reference Standard (EC-6 )

Exp.No. Lab. Reagent M ML MU Vm Dil.
1 A Endospecy 0.591  0.563  0.620 0.00010 I
2 A Endospecy 0.585 0.556 0.614 0.00010 I
3 A Endospecy 0.682 0.650  0.715 0.00010 I
4 A Endospecy 0.669 0.636  0.704 0.00011 I
5 B Endospecy 0.706 0.661 0.754 0.00019 I
6 B Endospecy 0.638 0.597 0.681  0.00020 1
7 C  Endospecy 0.610  0.555  0.669 0.00038 I
8 D  Endospecy 0.597  0.581 0.612  0.00003 I
9 D  Endospecy  0.586  0.562  0.611 0.00008 I

10 C ES-II 0.882 0.822 0.947  0.00022 I
11 E ES-I 0.779 0.750 0.810  0.00007 I
12 E ES-T 0.773  0.737  0.811 0.00010 I
13 E ES-I 0.887 0.854  0.922 0.00006 I
14 B ES-TI 0.683 0.639 0.730  0.00020 I
15 B ES-II 0.717 0.671 0.766  0.00020 I
16 F  kineticQCL  0.848 0.788 0.912  0.00240 I
17 F  kineticQCL  0.967  0.902  1.038 0.00200 I
18 B Pyrotell 0.644  0.572  0.723 0.00062 I
19 B Pyrotell 0.704  0.626  0.790 0.00061 I

M: relative potency of the candidate Endotoxin Reference Standard against EC-6.

ML and MU: lower and upper limits of 95% confidential interval of relative
potency (M), respectively.

Vm: variance of relative potency (M).

Dil: dilution method. I; multiple indipendent serial dilution. II ; single serial dilution.

HFOMPRIEICLABHEEATEY, &R TERELHRE
ELTHREENEZE INDLD, HFENTIEIEE I
Vv, L7eh5 o T, IR L4 (Vm) 2 AV TH
HAIEM) ZIEFH TS E, EHROLBZWERELO
Bkie BRICEHAT Ao Ly, HEEE TR EL B
s H 5B, 22T, |, NTHHREOFHOKEEZDOIL
WhADLICEADOHELZITIZ&T, LOERBIZAILAH
MAMOELIEEITREI LD EE2Z N2 2720, H

VI ERHREDEVIZ L D, BRESER NIRRT
AL, FUEOMBRERUBRESHEZDOEB
B XY R EEAREL A (A =s/b, s; square root of variance, b ; re-
gression coefficient) DOFF %KD, ZoOflEHWTI, 1
WMARBEDIEEITHI L L. ZOHE, HiEIT
I AT=0.00222, LT Tid A= 0.00043& %2 0, #5
fEoEWEEESNT, ZZTHRENIZOWTIE Vm
HIZ5 @F LA ETHEMMIEZITo 72, Vm D%
AL U TMERMEY M(M= (Z(Mi/Vmi) ) /Z(1/Vmi),
Mi; relative potency in each measurement, Vmi; variance of
each relative potency) Z 3R 7z, FD#ER, EC-6 1257
5 FEHE R A S O AN Dl O IE 0. 7013 &EH S h
7z ZOBEEDS, RSO ML 13,324 EU/vial
CHEFESNT, BT YIRS VD, ZELLTT NV
LEI X IR REGRONME L RO R, RIZEFEO
oY (AR

Db oo & R RHE R R & O J) i % 13, 000 EU
Mvial &g L7z,

A& E]

SEGIACEE LY B &Y AT ES RO
lZonwT, REEBHFLY FMFL oS (EC-6) 24
BE L CTERN7HMCLZRARELTo 2R, FElH
DHMiii£13,324 EU/vial £EE SN2, TORHEIIED
&, AEfinrEVEESRALEENREZ P02
e (AARERFL Y F &2 ViE8%E) (Control 971)
L, FDOINXAT7APRIZZFMFT13,000EU 2 &
HhDEREL

Wbz, AR ORI TP TE 7R B A
PR 2ENEL 2E T AR II LY, FIEMSE T
A& (LB EM KRR RIRERRR), E1L
FTHEMASH (BRI REEZ U B R A 2
V=T —=¥—), FLFEMEARTERRNEZ R
M EAE), WHEESRA S (ENERE RRT
FEERIN ) O PRSI IR L £,



