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Abstract: Since 2015, China’s drug marketing authorization holder (MAH) system has been opened in China. Drug
regulatory agencies and MAH related parties have continued to explore and practice. On the basis of learning from
the practical experience and lessons of foreign MAH system, they have continued to explore and innovate, and
found a MAH road suitable for China’s national conditions and with Chinese characteristics. This paper starts with
the common problems in the whole life cycle of drugs, analyzes the possible quality risks in each stage of the whole
life cycle of drugs through practical experience, determines the key risk control points in each stage according to
the questionnaire survey, and finally puts forward the risk control strategy for the key risk points, so as to provide

reference for B certificate holders to reduce the quality risk, regulatory risk, and ensure the quality of drugs.
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