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Abstract: As an important symbol of internationalization, the international registration of traditional Chinese medicine (TCM) is a
key link for Chinese medicine to be recognized by mainstream medicine around the world and enter the foreign pharmaceutical
market. Currently, only five TCM products have so far been successfully registered in the European Union as traditional herbal
medicinal products (THMPs). Xiaoyao Tablets (1% J7') is the first compound THMP from China to be successfully registered in
European Union. A challenging point in the traditional use registration (TUR) is the safety justification of proposed products on
account of traditional use. Based on Xiaoyao Tablets’ register experience, this paper summarizes the requirements of European Union
guidelines on the traditional use evidence. Moreover, it also discusses the safety evaluation of compound THMPs from traditional
use, non-clinical, and clinical perspective. It is anticipated that this paper will serve as a reference for the European Union
registration of TCM, help excellent TCM varieties enter the EU market and jointly promote the globalization of TCM.
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Fig. 1 Safety evaluation of traditional use registration of Xiaoyao Tablets
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