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Abstract Objective: To compare regulations and technical standards on the sealing integrity of
pharmaceutical packaging system at home and abroad, the problems of the research on the sealing integrity
of pharmaceutical packaging system existing in our country were found, the idea of carrying out research on
the sealing integrity of pharmaceutical packaging system in China under the New Drug Administration Policy
was put forward. Methods: To summarize the regulatory requirements and technical standards on the sealing
integrity of pharmaceutical packaging system in the United States and the European Union, compare with
the current situation in China, find out the problems existing in our country, and suggest directions for future
improvement and refinement. Results: The research on sealing integrity of pharmaceutical packaging system
in the country has already started, but the understanding needs to be further improved in practice, and there
is still a lack of corresponding technical standards for different testing methods. Conclusion: At present, the
technical specifications of sealing integrity of pharmaceutical packaging system in China have been in line with

international standards. In the future, relevant technical guidelines can be further improved, method standard
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system can be established, practices were carried out from the perspective of risk management to further improve

the protective effect of medicine packaging system and ensure the quality of medicines.
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