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List of All Standards used in CE Files
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15223-1:2012

366 1ISO 80601-2-55

361

Information supplied by the manufacturer of medical devices

Medical devices - Quality management systems - Requirements for regulatory
purposes (ISO 13485:2003)

Medical devices - Application of risk management to medical devices (ISO
14971:2007, Corrected version 2007-10-01)

Medical electrical equipment -- Part 1: General requirements for basic safety and
essential performance

Medical electrical equipment -- Part 1: General requirements for basic safety and
essential performance

IEC 60601-1:2005/A1:2012 (new)

EN 60601-1:2006/A1:2013

Medical electrical equipment -- Part 1-2: General requirements for basic safety and
essential performance - Collateral standard: Electromagnetic compatibility -
Requirements and tests

Medical electrical equipment -- Part 1-6: General requirements for basic safety and
essential performance - Collateral standard: Usability

Medical electrical equipment -- Part 1-10: General requirements for basic safety
and essential performance - Collateral Standard: Requirements for the
development of physiologic closed-loop controllers

Medical electrical equipment -- Part 1-11: General requirements for basic safety and
essential performance - Collateral standard: Requirements for medical electrical
equipment and medical electrical systems used in the home healthcare
environment

Medical electrical equipment -- Part 2-10: Particular requirements for the safety of
nerve and muscle stimulators

IEC 60601-2-10:1987/A1:2001

Medical devices Symbols to be used with medical device labels, labelling and
information to be supplied

Medical electrical equipment -- Part 2-55: Particular requirements for the basic
safety and essential performance of respiratory gas monitors
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