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Research Progress on Vulcanization System and Compatibility of
Pharmaceutical Halogenated Butyl Rubber Stoppers

Jia Feifei, Zhao Xia', Yang Huiying, Xiao Xinyue  (National Institutes for Food and Drug Control, Beijing
100050, China)

Abstract Objective: To put forward the research ideas about the compatibility between pharmaceutical
halogenated butyl rubber stoppers and drugs so as to guarantee the safety and effectiveness of listed drugs
by taking the vulcanization system of pharmaceutical halogenated butyl rubber stoppers as the research
object to introduce the research progress on the common vulcanization systems and their compatibility with
pharmaceutical halogenated butyl rubber stoppers. Methods: Taking the compatibility research steps as the
overall idea combined with literature research and work practice, the main classification, mechanism, detection
methods and result evaluation of various components in the vulcanization system were summarized and analyzed.
The risk points that should be paid attention to in the compatibility research were put forward so as to provide
references for evaluating the compatibility between pharmaceutical halogenated butyl rubber stoppers and drugs.
Results and Conclusion: Vulcanization system is an important formula material in pharmaceutical halogenated
butyl rubber stoppers, including vulcanizing agents, vulcanizing accelerators, vulcanizing activators and other

components. In the compatibility research, it is necessary to extract and detect different kinds of vulcanization
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system components and their products, and evaluate them comprehensively in combination with the migration

analysis of specific drugs so as to ensure the safety of drugs packaged with pharmaceutical halogenated butyl

rubber stoppers.
Keywords:

additive testing; vulcanizing agents
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