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W 1o BUHT B & 45 14 (Innovation & Uniqueness) :

B %A 05 li(Core Technology) :
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B Z2EZFfHBH(Future IP Deployment) :
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W #5574k (Classification) :
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B AR (Regulatory Pathway) :
[ 1510(k) (Premarket Notification)
[ 1 PMA (Premarket Approval)

] De Novo (Evaluation of Automatic Class Il Designation)

B 522 #E(Recognized Standard) :
[] Guidance
(] CLSI ~ 1SO10993 * IEC60601 * IEC62366 * 1SO14971.....
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(e.g., Prototype Design Freezef#zg « pre-clinical ~ ...5)
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