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Abstract: Objective To put forward suggestions and countermeasures for the quality audit of suppliers under the system of marketing
authorization holder. Methods According to the current status of the supply chain in the pharmaceutical industry, risk analysis was
carried out on material and material suppliers, and corresponding quality audit countermeasures were put forward. Results Under the
current situation of marketing authorization holder system in China, the main issues of quality audit of material supplier for marketing

authorization holder and contract manufacturer were clarified. Conclusion Marketing authorization holder should take effective measures

to do quality audit of suppliers according to their ability and the risk management principle.
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