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Medical electrical equipment - Part 2-16:
Particular requirements for basic safety and
essential performance of haemodialysis,
haemodiafiltration and haemofiltration
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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IEC 60601-2-16:2008, Medical electrical equipment - Part 2-16: Particular requirements for
basic safety and essential performance of haemodialysis, haemodiafiltration and
haemofiltration equipment
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1- Peritoneal dialysis
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2-1 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

2-2 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

2-3 IEC 61672-1:2002, Electroacoustics - Sound level meters - Part 1: Specifications

2-4 1SO 594-2:1998, Conical fittings with 6 % (Luer) taper for syringes, needles and certain
other medical equipment - Part 2: Lock fittings

2-5 1SO 3744: 2010, Acoustics - Determination of sound power levels and sound energy
levels of noise sources using sound pressure - Engineering methods for an essentially free
field over a reflecting plane

2-6 1SO 8638:2010, Cardiovascular implants and extracorporeal systems - Extracorporeal
blood circuit for haemodialysers, haemodiafilters and haemofilters
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