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Reference Standard Data
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The Endotoxin 10000 Reference Standard of the National Institute of Health Sciences
(the Japanese Pharmacopoeia Endotoxin 10000 Reference Standard) (Control 0001)

Yukari Nakagawa*, Hideko Maeda, Toshimi Murai, Yoshinobu Horiuchi*

To establish the fourth lot (Control 0001) 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 20,000 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
fourth lot of the Endotoxin 10000 Reference Standard containing 20,000 EU per vial.
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Table 1. Summary of the collaborative study for determining relative potency of the candidate standard

against USP endotoxin reference standard

LAL reagent/Laboratory

ES-Ii Endospecy Kinetic-QCL
A B E A C E A D E
M 0.1609 0.1937 0.1805 . -0.0065 -0.0290 -0.0244 0.0048 0.0769 0.0680
Ve 0.0000465  0.0000047  0.0000769 0.0045158  0.0035566  (.0063236 0.0001366  0.0022869  0.0005625
Vm 0.000171 0.000038 0.000291 0.000315 0.000155 0.000254 0.000112 0.002332 0.000368
w 5852.8 26314.0 34347 3176.3 64423 3936.1 89114 4288 2718.6
wM 0.1081

antilog wM 1.2825

M: mean log R. P. (n=9), R. P.: relative potency, Ve: error variance, Vm: variance of M, w: weight, wM: weighted mean of M.

A-E: laboratories participated in the collaborative study.
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