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510k from FDA 21 CFR 807.87 ( == )

Medical Device Regulation(EU)2017/745 ( BiE8 )
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=807.87
https://www.dnv.com/tw/training/page-135830
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A Medical device life cycle
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Q&A

Gmail : marie60127 @gmail.com
Facebook : RS2
Instagram: shihminsm



