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Summary

Quantitative NMR (qNMR) qualifies as an absolute quantification method and is theoretically able to determine the
purity of any compound with SI-traceability. Therefore, we are trying to introduce gNMR to the Japanese Pharmacopoeia
for the specification of reagents, using marker compounds for the quantitative analyses of crude drugs. In this study, we
performed validation studies of qNMR by using two chemical reagents (magnolol: Mw 266.34; and geniposide: Mw 388.37)
in five independent laboratories. The weighed amount of each sample was 5 mg = 10% and each participant prepared
three sample solutions. The absolute purity of each sample was measured by gNMR three times. The total averages (the
averages of the participant averages) & SD of absolute quantification results for magnolol and geniposide were 98.97 =
0.19% and 96.0940.28%, respectively. These data suggested that the variabilities in each NMR measurement (the aver-
age of all the SD of each sample average) and each sample liquid preparation (the average of all the SD of each participant
average) were about 0.08% and 0.07% (magnolol), and 0.17% and 0.14% (geniposide), respectively. These data indicate
that the purity of these compounds can be determined by QqNMR with an accuracy of two significant digits when the mo-
lecular weight of the target reagent is around 300 with a weighed amount of about 10 mg.
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