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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-device-data-systems-medical-image-storage-devices-and-medical-image-communications-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/medical-device-data-systems-medical-image-storage-devices-and-medical-image-communications-devices
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5. = FDA #7 Non-device-MDDS ZE IR : &5 Non-device
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6. =B FDA ¥J/% Device-MDDS ZEIRER : FAREH - fEfF - BiRE
ARETEESMEBEBZIERER  HEEHE4 - 18 FDA Ra#Z
KB RER - 5L Device-MDDS TsEEIE
(1) 75 21CFR 880.6310 #9 MDDS
(2) #& 21CFR 892.2010 fYBEEAS, (@ 7 S0 14
(3) E 21CFR892.2020 WEEFBBEXRE
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8. [ FDA FB##2IN8E23 M (Multiple Function Device Products)
FrE1=R Non-Device-MDDS #]1 Device-MDDS 12 #tEBMIE5|E
Z (Multiple  Function Device Products: Policy and
Considerations) -
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