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The Endotoxin 10000 Reference Standard of the National Institute of Health Sciences (the Japanese
Pharmacopoeia Endotoxin 10000 Reference Standard) (Control 0211)

Yukari Nakagawa#, Toshimi Murai, Yoshinobu Horiuchi *

To establish the fifth lot (Control 0211) of the Endotoxin 10000 Reference Standard of the National Institute
of Health Sciences (the Japanese Pharmacopoeia Endotoxin 10000 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 16,000 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
fifth lot of the Endotoxin 10000 Reference Standard containing 16,000 EU per vial.
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Table1 Summary of the collaborative study for determining relative potency of the candidate standard against USP Endotoxin Reference Standard

LAL reagent/Laboratory”

Limulus ES-1I Endospecy Kinetic-QCL
A B E A C E A D E
M® 0.0434 0.0782 0.0293 -0.0647 -0.0972 -0.0788 -0.0049 -0.0248 -0.0359
Ve 0.0001039  0.0001701 0.0003335 0.0013122 0.0005933  0.0014234 0.0001916  0.0000629  0.0001388
Vm? 0.000044 0.0000850 ~  0.000075 0.000116 0.000043 0.0000730 0.000198 0.000097 0.000121
w? 22563.3 11799.7 13302.0 8642.5 232521 136754 5042.1 10350.4 8282.9
wM? -0.0189
antilog wM 0.9575

¥ 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.

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