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Medical electrical equipment—part 1: General requirements for basic

IEC 60601-1:32012 .
safety and essential performence

Medical electrical equipment—part 1-2: General requirements for basic

IEC 60601-1-2:2007 safety and essential performence — Collateral Standard: Electromagnetic
disturbances — Requirements and tests 1 S N Al2[g EH - N= 2t

Medical electrical equipment-part 1-6: General requirements for basic

IEC 60601-1-6:2007 safety — Collateral standard

IEC 62304:2006 Medical device software — Software life—cycle processes HZSAL - Mz erd
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- MHEE: 15 %R.H ~ 85 %R.H (Non-condensing)

- 115 Less than 2,000 m

- 25 £ H9: 0.7 ~ 6.0kgf/cm? 0|5}

2.3 B 2ExNA

-2E:0T~507T
- MTHEE: 10 %R.H ~ 90 %R.H (Non-condensing) 6
- 47| 760 kPa ~ 1060 kPa

~ 47|t 760 kPa ~ 1060 kPa A Qx| 0| A7 - N2 2rd
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