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[ Abstract ]

age to maintain product quality, including preventing microorganism ingress and ensuring that the product meets all

Package integrity, which is synonymous with container-closure integrity , is the ability of a pack-

necessary safety and quality requirement. Package integrity assessment begins at the product development phase and
continues throughout the product life cycle, which is a key consideration in the manufacturing, quality research and
evaluation of sterile products. This article mainly refers to the US Pharmacopeia (USP) (1207) guidelines, based
on the understanding of CMC review experience, introduces and discusses the content of container-closure integrity,
including concepts and scope, the requirements of different product life cycles, testing methods and validation,
etc. It is hoped that the content of this article will provide some references for the quality study and evaluation of
sterile pharmaceutical products.
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6 >0.36 >50.0
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