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Medical electrical equipment - Part 2-61.:
Particular requirements for basic safety and
essential performance of pulse oximeter
equipment
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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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ISO 80601-2-61:2011, Medical electrical equipment - Part 2-61: Particular requirements for
basic safety and essential performance of pulse oximeter equipment
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2-1 IEC 60529:2001, Degrees of protection provided by enclosures (IP code)

2-2 IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance - Collateral Standard: Electromagnetic compatibility -
Requirements and tests

2-3 IEC 60601-1-6:2010, Medical electrical equipment - Part 1-6: General requirements for
basic safety and essential performance - Collateral standard: Usability

2-4 IEC 60601-1-8:2006, Medical electrical equipment - Part 1-8: General requirements for
basic safety and essential performance - Collateral Standard: General requirements, tests and
guidance for alarm systems in medical electrical equipment and medical electrical systems
2-5 IEC 60825-1:2007, Safety of laser products - Part 1: Equipment classification and
requirements 1SO 7000/IEC 60417:2004, Graphical symbols for use on equipment - Index
and synopsis

2-6 1SO 14155:2011, Clinical investigation of medical devices for human subjects - Good
clinical practice

2-7 1SO 14937:2000, Sterilization of health care products - General requirements for
characterization of a sterilizing agent and the development, validation and routine control of a
sterilization process for medical devices

2-8 1SO 15223-1:2007, Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General requirements

2-9 1SO 15223-1:2007/Amd.1:2008

IEC 60068-2-27:2008, Environmental testing - Part 2-27: Tests - Test Ea and guidance: Shock



2-10 IEC 60068-2-31:2008, Environmental testing - Part 2-31: Tests - Test Ec: Rough
handling shocks, primarily for equipment-type specimens

2-11 IEC 60068-2-64:2008, Environmental testing - Part 2-64: Tests - Test Fh: Vibration,
broadband random and guidance

2-12 IEC 60601-1-9:2007, Medical electrical equipment - Part 1-9: General requirements for
basic safety and essential performance - Collateral Standard: Requirements for
environmentally conscious design

2-13 IEC 60601-1-10:2007, 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

2-14 1EC 60601-1-11:2010, 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
2-15 IEC 60825-2:2004, Safety of laser products - Part 2: Safety of optical fibre
communication systems (OFCS)

2-16 IEC 60825-2:2004/Amd.1:2006

2-17 IEC/TR 60878:2003, Graphical symbols for electrical equipment in medical practice
2-18 IEC 62471:2006, Photobiological safety of lamps and lamp systems
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