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m EN 1041 : 2008 Information supplied by the manufacturer with medical devices

m EN ISO 14971:2000/A1:2003 Medical devices - Application of risk management to medical
devices (ISO 14971:2000)

m EN 60601-1:1990 Medical electrical equipment - Part 1: General requirements for
safety
Amendment A1:1993 to EN 60601-1:1990
Amendment A2:1995 to EN 60601-1:1990

m EN 60601-1-1:2001  Medical electrical equipment - Part 1-1: General requirements for
safety - Collateral standard: safety requirements for medical
electrical systems

m EN 60601-1-2:2007 Medical electrical equipment - Part 1-2: General requirements for
safety - Collateral standard: Electromagnetic compatibility -
Requirements and tests

m EN 60601-1-4:1996  Medical electrical equipment - Part 1-4: General requirements for
safety - Collateral standard: Programmable electrical medical
systems
Amendment A1:1999 to EN 60601-1-4:1996

m EN 60601-1-6:2004  Medical electrical equipment - Part 1-6: General requirements for
safety - Collateral standard: Usability

m EN 60601-2-41:2000 Medical electrical equipment - Part 2-41: Particular requirements
for the safety of surgical luminaires and luminaires for diagnosis

= EN 980:2008 Graphical symbols for use in the labelling of medical devices
m FCC part 15 Radiofrequency device
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