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Contrastive Analysis of Technical Requirements of Application Documents for
Associated Evaluation and Approval of Pharmaceutical Packaging Materials

Yang Huiying, Zhao Xia, He Ruiling, Wang Feng, Sun Huimin" (National Institutes for Food and Drug Control,
Beijing 100050, China)

Abstract Objective: To interpret in detail the technical requirements of application documents for associated
evaluation and approval of pharmaceutical packaging materials. Methods: The technical requirements of two
kinds of management patterns of pharmaceutical packaging materials, registration management and associated
evaluation and approval, as well as the technical characteristics of new management mode were analyzed by using
the method of contrastive analysis. Results: Associated evaluation and approval management further strengthened
the link between drug preparations and pharmaceutical packaging materials, clarified the main responsibility
in the process of using pharmaceutical packaging materials, and greatly reflected an important concept that the
pharmaceutical packaging material is a part of the drug. Both the pharmaceutical packaging materials and drug
preparations have the same requirements in research and development, production, quality control, safety etc.
Conclusion: The associated evaluation and approval management mode reform have brought huge opportunities
to the healthy development of the pharmaceutical packaging industry and will significantly promote the level of
pharmaceutical packaging industry.
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