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Foreword 

The text of document 62A/959/FDIS, future edition 2 of IEC 60601-1-11, prepared by SC 62A 
"Common aspects of electrical equipment used in medical practice", of IEC/TC 62 "Electrical 
equipment in medical practice" was submitted to the IEC-CENELEC parallel vote and approved by 
CENELEC as EN 60601-1-11:2015. 

The following dates are fixed: 

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

(dop) 2016-01-14 

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the document have to be withdrawn 

(dow) 2018-12-31 

 

This document supersedes EN 60601-1-11:2010. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CENELEC [and/or CEN] 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 93/42/EEC, see informative Annex ZZ, which is an integral part 
of this document. 

Endorsement notice 

The text of the International Standard IEC 60601-1-11:2015 was approved by CENELEC as a 
European Standard without any modification. 

In the official version, for Bibliography, the following notes have to be added for the standards indicated: 

IEC 60038:2009 NOTE Harmonized as EN 60038:2011 (modified). 

IEC 60065:2014 NOTE Harmonized as EN 60065:2014 (modified). 

IEC 60335-1:2010 NOTE Harmonized as EN 60335-1:2012 (modified). 

IEC 60364 NOTE Harmonized in HD 384 / HD 60364 series (partly modified). 

IEC 60601-1-9 NOTE Harmonized as EN 60601-1-9. 

IEC 60721-3-7:1995 NOTE Harmonized as EN 60721-3-7:1995 (not modified). 
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IEC 60950-1:2005 
+ A1:2009 
+ A2:2013 

NOTE Harmonized as EN 60950-1:2006 (modified)  
+ A1:2010 (modified)  
+ A2:2013 (modified). 

IEC 61032:1997 NOTE Harmonized as EN 61032:1998 (not modified). 

ISO 10651-2:2004 NOTE Harmonized as EN ISO 10651-2:2009 (not modified). 
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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. 

NOTE 1 When an International Publication has been modified by common modifications, indicated by (mod), 
the relevant EN/HD applies. 

NOTE 2 Up-to-date information on the latest versions of the European Standards listed in this annex is 
available here: www.cenelec.eu. 

 

Publication Year Title EN/HD Year 

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

EN 60068-2-27 2009  

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

EN 60068-2-31 2008  

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

EN 60068-2-64 2008  

IEC 60529 1989  Degrees of protection provided by 
enclosures (IP Code) 

EN 60529 1991  

- -   + corrigendum May 1993  

+ A1 1999  + A1 2000  

+ A2 2013  + A2 2013  

IEC 60601-1 2005  Medical electrical equipment - 
Part 1: General requirements for basic 
safety and essential performance 

EN 60601-1 2006  

- -   + corrigendum Mar. 2010  

+ A1 2012  + A1 2013  

- -   + A1/AC 2014  

- -   + A12 2014  

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 2014  

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

EN 60601-1-6 2010  

+ A1 2013  + A1 2015  
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Publication Year Title EN/HD Year 

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 

EN 60601-1-8 2007  

- -   + corrigendum Mar. 2010  

+ A1 2012  + A1 2013  

- -   + A1/AC 2014  

IEC 60601-1-12 2014  Medical electrical equipment - 
Part 1-12: General requirements for basic 
safety and essential performance - 
Collateral Standard: Requirements for 
medical electrical equipment and medical 
electrical systems intended for use in the 
emergency medical services environment 

EN 60601-1-12 2015  

IEC 62366 2007  Medical devices - Application of usability 
engineering to medical devices 

EN 62366 2008  

+ A1 2014  + A1 2015  

CISPR 11 (mod) 2009  Industrial, scientific and medical 
equipment - Radio-frequency disturbance 
characteristics - Limits and methods of 
measurement 

EN 55011 2009  

ISO 7000 -   Graphical symbols for use on equipment - 
Registered symbols 

- -   

ISO 7010 2011  Graphical symbols - Safety colours and 
safety signs - Registered safety signs 

EN ISO 7010 2012  

+ A1 2012  + A1 2014  

+ A2 2012  + A2 2014  

+ A3 2012  + A3 2014  

+ A4 2013  + A4 2014  

+ A5 2014  + A5 2015  

ISO 15223-1 2012  Medical devices - Symbols to be used with 
medical device labels, labelling and 
information to be supplied - 
Part 1: General requirements 

EN ISO 15223-1 2012  
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Annex ZZ 
(informative) 

 
Coverage of Essential Requirements of EU Directives 

This European Standard has been prepared under a mandate given to CENELEC by the European 
Commission and the European Free Trade Association, and within its scope the Standard covers all 
relevant essential requirements given in Annex I of EU Directive 93/42/EEC of 14 June 1993 
concerning medical devices. 

Compliance with this standard provides one means of conformity with the specified essential 
requirements of the Directive concerned. 

WARNING: Other requirements and other EU Directives can be applied to the products falling within 
the scope of this standard. 
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INTERNATIONAL ELECTROTECHNICAL COMMISSION 

____________ 

 
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 

 
FOREWORD 

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising 
all national electrotechnical committees (IEC National Committees). The object of IEC is to promote 
international co-operation on all questions concerning standardization in the electrical and electronic fields. To 
this end and in addition to other activities, IEC publishes International Standards, Technical Specifications, 
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC 
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National Committee interested 
in the subject dealt with may participate in this preparatory work. International, governmental and non-
governmental organizations liaising with the IEC also participate in this preparation. IEC collaborates closely 
with the International Organization for Standardization (ISO) in accordance with conditions determined by 
agreement between the two organizations. 

2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international 
consensus of opinion on the relevant subjects since each technical committee has representation from all 
interested IEC National Committees.  

3) IEC Publications have the form of recommendations for international use and are accepted by IEC National 
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC 
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any 
misinterpretation by any end user. 

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications 
transparently to the maximum extent possible in their national and regional publications. Any divergence 
between any IEC Publication and the corresponding national or regional publication shall be clearly indicated in 
the latter. 

5) IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity 
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any 
services carried out by independent certification bodies. 

6) All users should ensure that they have the latest edition of this publication. 

7) No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and 
members of its technical committees and IEC National Committees for any personal injury, property damage or 
other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and 
expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC 
Publications.  

8) Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is 
indispensable for the correct application of this publication. 

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

International standard IEC 60601-1-11 has been prepared by a joint working group of 
IEC subcommittee 62A: Common aspects of electrical equipment used in medical practice of 
IEC technical committee 62: Electrical equipment in medical practice and ISO subcommittee 
SC3: Lung ventilators and related devices, of ISO technical committee 121: Anaesthetic and 
respiratory equipment. 

It is published as a double logo standard. 

This second edition constitutes a collateral standard to IEC 60601-1 (third edition, including 
Amendment 1): Medical electrical equipment – Part 1: General requirements for basic safety 
and essential performance, hereafter referred to as the general standard. 
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