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Regulatory science for standardization and quality assurance of natural medicines

Takashi Hakamatsuka®

Natural medicines are low-content and multi-component systems with large diversity. In
consideration of this characteristic of natural medicines, Japan-specific policies for the standardization
of natural medicines is to promote comprehensive standardization by reflecting the actual market
situations. The Japanese Pharmacopoeia and the approval standards for over-the-counter drugs
play a major role in the standardization of natural medicines in Japan. This article summarizes the

contribution of regulatory science to the standardization of natural medicines in Japan.
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