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Abstract: The European Union (EU) plays an important role in the global botanical medicine market, and promotes more Chinese
patent medicine, especially compound products to enter the EU pharmaceutical market , which is of great strategic significance for the
internationalization of traditional Chinese medicine (TCM). Based on the key link of the technical standards for registration and
evaluation of Chinese patent medicine in EU market access, this paper systematically analyzes the characteristics of the technical
guidelines and standards for the registration and evaluation of herbal medicinal products in EU from the aspects of the basis and core
composition of relevant EU laws and technical regulations, as well as the technical requirements for product quality, safety and
effectiveness evaluation, and specifically discusses the requirements for EU compound products. The research results have good
academic value for China to further understand the connotation of the EU herbal medicine regulatory system and build a “bridge” for
the research of the scientific regulatory mechanism of plant medicines in China and Europe, and have a positive role in guiding and
promoting the development of pharmaceutical registration of proprietary Chinese patent medicines in the EU.
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