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Guidance for Pre-clinical Testing of Infusion pump
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IEC 60601-1:2005/AMD 1:2012/COR 1:2014 Medical electrical equipment — Part 1: General requirements for
basic safety and essential performance.
IEC 60601-2-24:2012 Medical electrical equipment — Part 2-24: Particular requirements for the basic safety and
essential performance of infusion pumps and controllers.
IEC 60601-1-2:2014 Medical electrical equipment — Part 1-2: General requirements for basic safety and essential
performance — Collateral Standard: Electromagnetic disturbances — Requirements and tests.
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ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process.
ISO 11135:2014 Sterilization of health-care products — Ethylene oxide — Requirements for the development,
validation and routine control of a sterilization process for medical devices.
ISO 11137-1:2006/AMD 1:2013 Sterilization of health care products — Radiation — Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices.
ISO 11137-2:2013 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose.
ISO 11137-3:2017 Sterilization of health care products — Radiation —Part 3 : Guidance on dosimetric aspects of
development, validation and routine control.
ISO 14937:2009 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.
ISO 17665-1:2006 Sterilization of health care products — Moist heat — Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices.
Guidance for Industry and FDA Staff — Infusion Pumps Total Product Life Cycle (2014).
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.
ISO 7886-2:2020 Sterile hypodermic syringes for single use - Part 2: Syringes for use with power-driven syringe
pumps.
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