This is a preview of "BS EN 60601-2-11:201...". Click here to purchase the full version from the ANSI store.

- . ~ L
BSI Standards Publication

Medical electrical equipment

Part 2-11: Particular requirements for the
basic safety and essential performance of
gamma beam therapy equipment

[
bSlo ..making excellence a habit’


https://webstore.ansi.org/Standards/BSI/BSEN60601112015-1534436?source=preview

BS EN 60601-2-11:2015 BRITISH STANDARD

This is a preview of "BS EN 60601-2-11:201...". Click here to purchase the full version from the ANSI store.

This British Standard is the UK implementation of EN 60601-2-11:2015. It is
identical to IEC 60601-2-11:2013. It supersedes BS EN 60601-2-11:1998,
which will be withdrawn on 14 April 2018.

The UK participation in its preparation was entrusted by Technical
Committee CH/62, Electrical Equipment in Medical Practice, to
Subcommittee CH/62/3, Equipment for radiotherapy, nuclear medicine and
radiation dosimetry.

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

This publication does not purport to include all the necessary provisions of
a contract. Users are responsible for its correct application.

© The British Standards Institution 2015.
Published by BSI Standards Limited 2015

ISBN 978 0 580 63288 4
ICS 11.040.50

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



https://webstore.ansi.org/Standards/BSI/BSEN60601112015-1534436?source=preview

BS EN 60601-2-11:2015

_ CIIDADCANCOTANIDADDNY == ENGNenA 244 000 0@

This is a preview of "BS EN 60601-2-11:201...". Click here to purchase the full version from the ANSI store.

EUROPAISCHE NORM May 2015

ICS 11.040.60 Supersedes EN 60601-2-11:1997

English Version

Medical electrical equipment - Part 2-11: Particular requirements
for the basic safety and essential performance of gamma beam
therapy equipment
(IEC 60601-2-11:2013)

Appareils électromédicaux - Part 2-11: Exigences Medizinische elektrische Gerate - Teil 2-11: Besondere
particuliéres pour la sécurité de base et les performances Festlegungen fir die Strahlensicherheit von Gamma-
essentielles des appareils de gammathérapie Bestrahlungseinrichtungen
(IEC 60601-2-11:2013) (IEC 60601-2-11:2013)

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
Europiisches 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.

Ref. No. EN 60601-2-11:2015 E


https://webstore.ansi.org/Standards/BSI/BSEN60601112015-1534436?source=preview

BS EN 60601-2-11:2015
EN 60601-2-11:2015

This is a preview of "BS EN 60601-2-11:201...". Click here to purchase the full version from the ANSI store.

Foreword

The text of document 62C/552/FDIS, future edition 3 of IEC 60601-2-11, prepared by SC 62C
"Equipment for radiotherapy, nuclear medicine and radiation dosimetry”, of IEC/TC 62 "Electrical
equipment in medical practice” was submitted to the IEC-CENELEC parallel vote and approved by
CENELEC as EN 60601-2-11:2015.

The following dates are fixed:
¢ latest date by which the document has to be implemented at (dop) 2016-01-14
national level by publication of an identical national

standard or by endorsement

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

This document supersedes EN 60601-2-11:1997.

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 60601-2-11:2013 was approved by CENELEC as a
European Standard without any modification.
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(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.

Annex ZA of EN 60601-1:2006 applies, except as follows:

Publication Year Title EN/HD Year
Replacement in Annex ZA of EN 60601-1:2006:
IEC 60601-1-3 2008 Medical electrical equipment - EN 60601-1-3 2008

Part 1-3: General requirements for basic .
) ) safety and essential performance - * corrigendum Mar. 2010
Collateral Standard: Radiation protection in

diagnostic X-ray equipment
Addition to Annex ZA of EN 60601-1:2006:

IEC 61217 - Radiotherapy equipment - Coordinates, EN 61217 -
movements and scales
IEC/TR 60788 2004 Medical electrical equipment - Glossary of - -

defined terms
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(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.


https://webstore.ansi.org/Standards/BSI/BSEN60601112015-1534436?source=preview

RS EN A0RAN1-2-11:20158

This is a preview of "BS EN 60601-2-11:201...". Click here to purchase the full version from the ANSI store.

CONTENTS

O T L I S 3
LN I 75 1 L@ N 1 S 5
201.1 Scope, object and related standards ... 6
201.2  NOrMaAtiVe Fef@IrENCES .. e e e 7
201.3  Terms and definitionNs ... 8
201.4  General FEQUIrEMENES ..o et 11
201.5 General requirements for testing of ME EQUIPMENT ......cvuuiiuniiiniiiiiieei e 12
201.6  Classification of ME EQUIPMENT @nd ME SYSTEMS ....uiuuiituiitnaiieiineeieeie e e eneeaneenns 12
201.7 ME EQUIPMENT identification, marking and documents.............ccooiiiiiiiiniin i, 13
201.8 Protection against electrical HAZARDS from ME EQUIPMENT ......uvuuniiiiiieiieeiiaeeieeeneenn. 18
201.9 Protection against MECHANICAL HAZARDS of ME EQUIPMENT and ME SYSTEMS.............. 18
201.10 Protection against unwanted and excessive radiation HAZARDS............cccoveiiiieneinnnne. 20
201.11 Protection against excessive temperatures and other HAZARDS...........cccooveiiiiiniennnne. 38
201.12 Accuracy of controls and instruments and protection against hazardous

Lo T U1 (o £ PP 39
201.13 HAZARDOUS SITUATIONS and fault conditions ... 39
201.14 PROGRAMMABLE ELECTRICAL MEDICAL SYSTESM (PEMS) ...cuuiitiiiieiieiieeieeie e eeeeens 39
201.15 Construction Of ME EQUIPMENT ...uiuuiitn ettt ettt et e et e ee e e e e e e e e e e e e e e eaneeens 40
b4 I T |V = 1V 1 PP 40
201.17 Electromagnetic compatibility of ME EQUIPMENT and ME SYSTEMS .......cceuvveuiinneennnnnn. 40
Y T =T T PPN 45
Annex B (informative) Sequence of teStiNg ......cooiiiiiii i 45
Index of defined terms used in this particular standard..............c.ooiii 46
Figure 201.101 — Leakage radiation ..o 40
Figure 201.102 — Points for the measurement of average leakage .............ccooeeiiiiiiiiinns 42
Figure 201.103 — Test plane orthogonal to the RADIATION BEAM AXIS at the NORMAL
TREATMENT DISTANCE ...ttt ittt ettt et et e e e e et et et e e et et et et et e et e et e et e et e e eeenes 43
Figure 201.104 — Location of test points for SITE TEST of item 201.10.2.5.2.2 .........cceennnnn.. 43

Figure 201.105 — Matrix measurement points for beam off and beam on conditions to
be specified at the floor level, ISOCENTER level and 1 m above the ISOCENTER level (see
FeqQUIrEMENT 201,10, 2.4, 2) e e e e 44

Table 201.101 — Colours of TREATMENT CONTROL PANEL ...ccuuiitiiiieiieiieeeieeeieeeie e e e eeieenaeeenes 14

Table 201.102 — Subclauses in this particular standard requiring the provision of
information in the ACCOMPANYING DOCUMENTS, INSTRUCTIONS FOR USE and the technical
Lo 1= =Yoo 1 o1 4] o ISP 14

Table 201.103 — Subclauses where data is described that is required in the technical
description to support Clause 201.10 site test compliance ..........cccooiiiiiiiiiii i 17


https://webstore.ansi.org/Standards/BSI/BSEN60601112015-1534436?source=preview

