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In this project, we promoted the standardization of crude drugs and Kampo preparations for quality
assurance and facilitated the international harmonization of the regulation and official standards
for herbal medicines in the East Asia and the Western Pacific Region.

Draft new monographs of four Kampo extracts including Unseiin Extract, Byakkokaninjinto Extract
Saikokeishikankyoto and Yokukansankachinpihange Extract, and draft identification tests by TLC
for six crude drugs were developed and provided to the Committee on Crude Drugs in the Draft
Review Committee of Japanese Pharmacopoeia (JP). We also developed the gNMR conditions for
asarinin, saikosaponin a, saikosaponin d, hesperidin, amygdalin, dehydrocorydaline nitrate, (E)-
capsaicin, hirsutine, rhynchophylline, arbutin, atractylenolide III, ephedrine hydrochloride and
pseudoephedrine hydrochloride which are used for the assay of crude drugs and their products in
JP as quantitative standards. And the draft identification tests by TLC for three crude drugs and
the draft new monographs of three single crude drug extracts were developed and provided to the
working group for the non—JP crude drug standards.

The final draft of “Basic concept for bioequivalence evaluation for adding different dosage forms
in prescription Kampo preparations” was compiled and submitted to the Ministry of Health, Labor
and Welfare and the draft marketing approval standard for the combination crude drug products
based on Japanese Angelica Root and Cnidium Rhizome was finalized.

We performed the survey of heavy metal content of Kampo preparation in Japanese market and tried
to improve the method for the purity test on heavy metals. As a result of examining the quality
evaluation of the five Citrus—type crude drugs by multivariate analysis using 13C-NMR analysis
we revealed that 13C-NMR-based metabolomics could become a useful methodology for the
classification of crude drugs with various constituents

Finally, for the international harmonization of the regulation and official standards for herbal
medicines, we participated in the FHH which was organized for information sharing about the
regulation and technologies on the herbal medicines within the Western pacific regional countries
and promoted the activity of the Conference for Trilateral Communication between East Asian

Pharmacopoeia Committees on Natural Medicines



