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MEKEFTEEM personalized medical device
—ANEAARE, H TR R € A AR AT SRR () BT 2, R A48 e i) Ry 7 28 (3.2)
BB VLRI 280 (3.3) BUAT R o&E AL U7 280 (3.4) &
3.2
EH|N[EFTEEM custom—made medical device
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IGREIE clinical data
FEERTT S B PRAE I AR = AR e Ve L IR PR M R AN/ B A5
[SR¥E: YY/T 1930—2024, 3.1.12]
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BEEIGARIUERE direct clinical evidence
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{EAERE indications for use
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JhEFRUFRIES unique pathology

P TG At 7 20T DAYA T 1R 98 B A R0 o
3.27

MAERNETRESLE M unique physiologic condition

P TG HAth 7 i T BAYVR T I AR BROIR D
3.28

T EHEEEIE computer—aided manufacturing; CAM
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ETEETTEMEIE point of care (POC) manufacturing of medical devices
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