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中文摘要:近年来随着各类中药不良反应报告,特别是中药注射剂的不良反应报告数量的累积,人们对中药药物警戒的安全意识也越

来越强。中药药物警戒已经成为了热门的研究方向,但中医和西医的历史不同,理论也不是一个体系,中药药物警戒和西医比还是有

很多差距。该文归纳整理了国家食品药品监督管理局中药的不良反应报告数据库,运用3种WHO,美国食品药品监督管理局等使用

的数据挖掘方法,建立适合中药上市后再评价的药物警戒体系。
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Case study of Chinese medicine after listing of pharmacovigilance

Abstract:With the continuous increasement of adverse Chinese drug reaction reporting, especially Chinese traditional medicine injection,it 
becomes the key part of the post-marketing evaluation. The issue based on this research background becomes the hot research direction. But 
the truth is that the history of Chinese medicine and western medicine is different and the theory is not a system either, here different means 
between pharmacovigilance of Chinese medicine and western medicine, there are still many gaps. This becomes a barrier for Chinese 
medicine entering the international market. This article summarizes try to order the SFDA's adverse reaction reporting database of traditional 
Chinese medicine, and using three kinds of data mining methods used by WHO, the U.S. Food and Drug Administration, to establish 
suitable system for Chinese market after the evaluation of pharmacovigilance.
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