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European foreword 

This document (EN IEC 60601-2-83:2020/A11:2021) has been prepared by CLC/TC 62 "Electrical 
equipment in medical practice". 

The following dates are fixed: 

• latest date by which this document has 
to be implemented at national level by 
publication of an identical national 
standard or by endorsement 

(dop) 2021-10-02 

• latest date by which the national 
standards conflicting with this document 
have to be withdrawn 

(dow) 2023-11-03 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CENELEC shall not be held responsible for identifying any or all such patent rights. 

This document has been prepared under a mandate given to CENELEC by the European 
Commission and the European Free Trade Association, and supports essential requirements of EU 
Directive(s). 

For the relationship with EU Directive(s) see informative Annexes ZZA and ZZB, which are an integral 
part of this document. 
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Annex ZA 
(normative) 

Normative references to international publications with their 
corresponding European publications 

The following documents, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated 
references, the latest edition of the referenced document (including any amendments) applies. 
However, for any use of this standard “within the meaning of Annex ZZ”, the user must always check 
that any referenced document has not been superseded and that its relevant contents can still be 
considered the generally acknowledged state-of-art. 

When the IEC or ISO standard is referred to in the IEC text standard, this must be understood as a 
normative reference to the parallel EN standard, as outlined below, including the foreword and the 
Annexes ZZ. 

NOTE 1  The way in which referenced documents are cited in normative requirements determines the extent 
(in whole or in part) to which they apply. 

NOTE 2  When an international publication has been modified by common modifications, indicated by (mod), 
the relevant EN/HD applies. 

Publication Year Title EN/HD Year 

IEC 60601-1 
AMD1 

2005 
2012 

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

EN 60601-1 
A1 

2006 
2013 

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 

EN 60601-1-2 2015 

IEC 60601-1-6 
AMD1 

2010 
2013 

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

EN 60601-1-6 
A1 

2010 
2015 

IEC 60601-1-11 2015 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 

EN 60601-11 2015 

IEC 62471 2006 Photobiological safety of lamps and lamp 
systems 

EN 62471 2008 

ISO 3864-1 Graphical symbols – Safety colours and safety 
signs – Part 1: Design principles for safety 
signs and safety markings 

- - 

ISO 15223-1 2016 Medical devices – Symbols to be used with 
medical device labels, labelling and information 
to be supplied – Part 1: General requirements 

EN ISO 
15223-1 

2016 
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