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Packaging materials for termunally sterilized medical devices—
Part 8: Re-usable sterilization containers for steam sterilizers — Requirements
and test methods
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FIGURE 1. PROCESS OVERVIEW

EFRIUAALE | R, (REFIRE

}

Point-of-Use Processing
(prompt, initial treatment to remove and/or
prevent drying of soil and contaminants)
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“FDA advises against including extended cycle recommendations in product
labeling for a number of reasons.”
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Device manufacturers generate validation data in FDA-
cleared sterilizers and with FDA-cleared accessories.
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