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What this standard covers

This standard specifies the imports of medical equipment sterilization packaging process

development and validation requirements. These processes include preformed sterile

barrier systems, barrier systems and packaging systems forming, sealing and assembly.

This standard applies to imports of medical equipment sterilization preformed sterile barrier

systems, barrier systems and packaging systems for forming, sealing and assembly

confirmation. This section does not include packaging of sterile medical device

manufacturing requirements.
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