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BRITISH STANDARD

National foreword

This British Standard is the UK implementation of
EN 60601-2-6:2015+A2:2024. It is identical to IEC 60601-2-6:2012,

incorporating amendments 1:2016 and 2:2022. It supersedes

ES EN 60601-2-6:2015+A1:2016, which is withdrawn.

The start and finish of text introduced or altered by amendment is
indicated in the text by tags. Tags indicating changes to [EC text carry

the number of the IEC amendment. For example, text altered by IEC
amendment 1 is indicated by [A) ¢il.

The UK participation in its preparation was entrusted to Technical
Committee CH/62/4, Electromedical equipment.

A list of organizations represented on this committee can be obtained on
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no
representation, warranty, assurance or undertaking (express or
implied) is or will be made, and no responsibility or liability is or will be
accepted by BSI in relation to the adequacy, accuracy, completeness or
reasonableness of this publication. All and any such responsibility and
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are
responsible for its correct application.

© The British Standards Institution 2024
Published by BSI Standards Limited 2024

ISBN 978 0 539 17210 2
ICS 11.040.60

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 30 June 2015.

Amendments/corrigenda issued since publication

Date Text affected

31 October 2016 Implementation of IEC amendment 1:2016 with
CENELEC endorsement A1:2016

31 October 2024 Implementation of IEC amendment 1:2022 with
CENELEC endorsement A1:2024
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NORME EUROPEENNE
EUROPA'SCHE NORM September 2024

ICS 11.040.60

English Version

Medical electrical equipment - Part 2-6: Particular requirements
for the basic safety and essential performance of microwave
therapy equipment
(IEC 60601-2-6:2012)

Appareils électromédicaux - Partie 2-6: Exigences Medizinische elektrische Gerate - Teil 2-6: Besondere
particuliéres pour la sécurité de base et les performances Festlegungen fir die Sicherheit einschlieflich der
essentielles des appareils de thérapie a micro-ondes wesentlichen Leistungsmerkmale von Mikrowellen-
(IEC 60601-2-6:2012) Therapiegeraten

(IEC 60601-2-6:2012)

This European Standard was approved by CENELEC on 2015-04-14. CENELEC members are bound to comply with the CEN/CENELEC
Internal Regulations which stipulate the conditions for giving this European Standard the status of a national standard without any alteration.

Up-to-date lists and bibliographical references concerning such national standards may be obtained on application to the CEN-CENELEC
Management Centre or to any CENELEC member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CENELEC member into its own language and notified to the CEN-CENELEC Management Centre has the
same status as the official versions.

CENELEC members are the national electrotechnical committees of Austria, Belgium, Bulgaria, Croatia, Cyprus, the Czech Republic,
Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, the Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland,
Turkey and the United Kingdom.

CENELEC

European Committee for Electrotechnical Standardization
Comité Européen de Normalisation Electrotechnique
Europdisches Komitee fiir Elektrotechnische Normung

CEN-CENELEC Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2015 CENELEC All rights of exploitation in any form and by any means reserved worldwide for CENELEC Members.
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EN 60601-2-6:2015+A2:2024 (E)

Foreword

The text of document 62D/985/FDIS, future edition 2 of JEC 60601-2-8, prepared by SC 62D,
"Electromedical equipment”, of IEC TC 62, "Electrical equipment in medical practice" was submitted to
the IEC-CENELEC parallel vote and approved by CENELEC as EN 60601-2-6:2015.

The following dates are fixed:

e latest date by which the document has (dop) 2016-01-14
to be implemented at national level by
publication of an identical national
standard or by endorsement

¢ latest date by which the national (dow) 2018-04-14
standards conflicting with the
document have to be withdrawn

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 see informative Annex ZZ, which is an integral part of this
document.
Endorsement notice

The text of the International Standard IEC 60601-2-6:2012 was approved by CENELEC as a European
Standard without any modification.
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Foreword to amendment A1

The text of document 62D/1331/FDIS, future IEC 60601-2-6:2012/A1, prepared by SC 62D
"Electromedical equipment”, of IEC/TC 62 "Electrical equipment in medical practice" was submitted to
the IEC-CENELEC parallel vote and approved by CENELEC as EN 60601-2-6:2015/A1:2016.

The following dates are fixed:
e latest date by which the document has to be implemented at (dop) 2017-03-30
national level by publication of an identical national

standard or by endorsement

¢ latest date by which the national standards conflicting with (dow) 2019-09-30
the document have to be withdrawn

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, included in
EN 60601-2-6:2015.

Endorsement notice

The text of the International Standard IEC 60601-2-6:2012/A1:2016 was approved by CENELEC as a
European Standard without any modification.
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European foreword to amendment A2

The text of document 62D/1847/CDV, future edition 2 of IEC 60601-2-6/AMD2, prepared by SC 62D
"Particular medical equipment, software, and systems" of IEC/TC 62 "Medical equipment, software,
and systems" was submitted to the IEC-CENELEC parallel vote and approved by CENELEC as
EN 60601-2-6:2015/A2:2024.
The following dates are fixed:

» latest date by which the document has to be implemented at national (dop) 2025-05-01
level by publication of an identical national standard or by endorsement

+ latest date by which the national standards conflicting with the (dow) 2027-07-31
document have to be withdrawn

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.

Any feedback and questions on this document should be directed to the users’ national committee. A
complete listing of these bodies can be found on the CENELEC website.

Endorsement notice

The text of the International Standard IEC 60601-2-6:2012/AMD2:2022 was approved by CENELEC
as a European Standard without any modification.
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Normative references to international publications
with their corresponding European publications

EN 60601-2-6:2015+A2:2024 (E)

Annex ZA
(normative)

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any amendments)

applies.

NOTE 1 Where 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.cencenelec.eu.

Add:

Publication
IEC 60601-1

+ A1

IEC/TR 60878

Year
2005

Title

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

Graphical symbols for electrical equipment
in medical practice
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+AC

+AC
+A12
+ 2
+ AC
+A13

Year
2006

2010
2013
2014
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2022
2024
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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 | 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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