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Abstract Objective: To study the status of pharmaceutical excipients quality standards under the bunding
evaluation system, in order to help fully understand the connotation of pharmaceutical excipients quality standards
and the relationship between quality standards under the bunding evaluation system. Methods: The classification
and characteristics of the quality standards of pharmaceutical excipients under the bunding evaluation system
were introduced in detail, and the requirements, status, changes, effectiveness and status of the current filing
management system of pharmaceutical excipients and the filing standards of pharmaceutical excipients were
systematically summarized and expounded. At the same time, the relationship between the filing standards and

pharmacopoeia standards of pharmaceutical excipientswere analyzed and discussed. Results and Conclusion:
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The quality standard of pharmaceutical excipients is an important measure of the quality of pharmaceutical
excipients, including pharmacopoeia standard, registration standard, filing standard and internal control standard,
among which the pharmacopoeia standard of pharmaceutical excipients is the basic standard and threshold for the
quality control of the excipients. The filing standard of pharmaceutical excipients produced under the new system
of bunding review is an important document for regulators to confirm the quality of excipients. In the new era
of the bunding evaluation system, while further deepening the understanding of the connotation and relationship
of the quality standards of pharmaceutical excipients, on the one hand, it is necessary for enterprises to conduct
more extensive and in-depth research on the pharmaceutical excipients they have filed in order to provide more
reference basis for the reviewers in the bunding evalutaion; On the other hand, it is necessary for regulatory
agency to continue to improve the pharmacopoeia standard system of medicinal excipients in China, and promote
the overall improvement of the quality standards of domestic medicinal excipients, so as to lay a solid foundation

for improving the overall quality of preparations in China and promoting the innovation and development of

preparations.
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