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1. | & 448 &M (Biocompatibility)

ISO 10993 series

2. | B4 (Electrical safety)

IEC 60601-1 series

3. | Ess4a A M (Electromagnetic compatibility)

IEC 60601-1-2

4. | 3% 1 # 3% (Sterilization validation)

ISO 11135~ ISO 11137 ~
ISO 17665

5. | 3 8¥ 2k 2% (Software validation)

[EC 62304

6. | 8,8 ~ 425~ - 3R 8 (Package, label, instruction)

ISO 7000 ~ ISO 15223

7. | ¥ % %4 #.(Quality system)

GMP ~ [SO 13485

8. | Bl % 3 (Risk management)

ISO 14971

9. | 3% & & 45 & K (Particular requirements)
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AR 2
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