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2. ¢) packaging materials thatdirectly or indirectly contact the medical device can transferchemicals to the medical
device and then indirectly to the patientor clinician;
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0000000000000 00D0O000000000OO DO 3.The biological safety of a medical device shall
be evaluated by themanufacturer over the whole life-cycle of a medical device.
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4.For re-usable medical devices,biological safety shall be evaluated for the maximum number ofvalidated processing
cycles by the manufacturer.
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