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Consideration of guideline on quality of herbal medicinal products/traditional
herbal medicinal products by EMA

SUN Yu, XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: This article introduces the "guideline on quality of herbal medicinal products/traditional herbal medicinal products (draft
revision 3)" issued by European Medicines Agency (EMA) in August 5, 2018. At present, China has not established relevant
guidance for the quality research of traditional Chinese medicine (TCM) or Chinese herbal medicine (Chinese herbal pieces). The
situation of EMA's herbal medicine and its products is similar to that of Chinese traditional medicine, and the study on its quality
and stability can provide a reference for the quality research of Chinese traditional medicine.
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