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(Regulated Product Submission, RPS)
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(Personalized Medical Devices, PMD)
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(Adverse Event Terminology, AE)
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(Medical Device Cybersecurity Guide)
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(Software as a Medical Device, SaMD)

11

TAZ=RE o) 3AH
BIAARHED
(National Competent Authority
Report, NCAR)

olmrl7lsh BEE A® T oAl B
A& LB A mE A4

FAAZE SFAAAL
Z2IHGIYED

12 (Medical Device Single Audit ZAAAN} Z2 WS ALs7] 3 lojr kel
Program, MDSAP) 7
FARRF A 2@ D) SRIVIS EARAEE SE Brke] A
13 (Patient Registries, PR) Sl RS S Al e
’ A ol E F37] $IF Thol=akl s
14 8717 LHAEIAE(FHER) UDI Al=7} sA|z3=E =5 UDl FAI7]E AR, 7|18

(Unique Device Identification, UDI)
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