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[3] GHTF SG2: Proposed Document — Medical Devices: Post Market Surveillance:
Proposal for Reporting of Use Errors with Medical Devices by their Manufacturer
or Authorized Representative (2002}

[4] IEC/CDV 60601-1-6:2003, (62A/422/CDV) Medical electrical equipment — Part

6: General requirements for safety — Usability
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