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(& F&) Study on the development of quality evaluation methods and

standardization of crude drugs and Kampo preparations
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Crude drugs and Kampo medicines that have contributed to maintaining the health of the Japanese
population are more diverse and multi-component than chemical drugs, and the development of
quality assessment test methods based on these characteristics is required for their quality
assessment and standardization. In this study, we focused on three points of standardization of
natural product-based medicines, guideline drafting and quality evaluation test method development
to develop the research on crude drugs and Kampo medicines. In the research on the standardization
of the Kampo extract formulations, the research on identification test and assay was carried out for
draft new or revised JP monographs of five Kampo extracts including Shin’iseihaito Extract,
Mashiningan Extract, Ninjin’yoeito Extract, Maobushisaishinto Extract and
Yokukansankachimpihange Extract. We also advanced with reflection of APG IV system and change
to the scientific name in response to internationalization as a study on scientific names of JP crude
drugs. The standardization of single crude drug extract achieved the list of 6 items such as Ginseng
Extract in Non-JPS 2022. And the draft new monographs of Perilla Herb Extract, Catalpa Fruit
Extract and Cinnamon Bark Extract were developed. We developed the draft guideline of prescription
change of ethical Kampo formulation, but challenges remain to establish this guideline because there
are many obstacles caused by the lack of recognition of regulatory authorities on the characteristics
of natural product-based medicines. In the research on the approval standards for OTC combination
crude drug products, various kinds of studies were carried out on the model preparation of
combination crude drug products based on Japanese Angelica Root and Cnidium Rhizome and the
draft guideline for marketing approval application for the combination crude drug products based on
Japanese Angelica Root and Cnidium Rhizome was finalized. In the research on the quality evaluation
test method, three research group consisting of “origin”, “form” and “physicochemistry and other
general” were established, respectively, to develop new monograph or revised test methods in each
group meeting. Each group examined form the high priority while considering industry request and

then, revision draft was developed on about 50 items. In the survey of heavy metal content of Kampo
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preparation in Japanese market, we focused Chrysanthemum Flower and Aluminum Silicate Hydrate
with Silicon Dioxide contained in Kampo preparations and analyzed in detail with their heavy metal
contents. On impurity analysis method of raw material crude drugs, the examination was carried out

with the aim of the improvement of the JP Arsenic test method.



