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Management, Risk Factors Analysis and Supervision Countermeasures of
Pharmaceutical Excipients in China
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Abstract Objective: To prevent and control the risks of pharmaceutical excipients, strengthen the management
of pharmaceutical excipients. Methods: According to the current situation of the pharmaceutical industry,
adopting analysis of laws and regulations and literature research method, the risk factors of pharmaceutical
excipients management were sorted out, the supervision countermeasures of pharmaceutical excipients were put
forward. Results: Under the implementation of pharmaceutical excipients related review system and Marketing
Authorisation Holder (MAH) system, the general situation of pharmaceutical excipients management in China
was introduced, the risk factors of each link of pharmaceutical excipients management were analyzed and the
main issues of quality audit of pharmaceutical excipients supplier for MAH were clarified. Conclusion: It is
important that the MAH should implement the main responsibility for the quality of pharmaceutical excipients.
Pharmaceutical excipients production enterprises should strictly implement GMP. The regulatory authorities
should strengthen the supervision of MAH and pharmaceutical excipients production enterprises.
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