
DANSK STANDARD
Danish Standards Association

Göǅ tebörg Plads 1
DK-2150 Nordhavn

Tel: +45 39 96 61 01
dansk.standard@ds.dk

www.ds.dk

© Dansk Standard - Eftertryk uden tilladelse forbudt

Dansk standard DS/EN 60601-2-45:2011/A2:2024

2026-06-24

Elektromedicinsk udstyr – Del 2-45: 
Særlige krav til grundliggende sikkerhed 
og væsentlige funktionsegenskaber for 
mammografisk røntgenudstyr og 
stereotaksiudstyr

Medical electrical equipment – Part 2-45: Particular 
requirements for the basic safety and essential 
performance of mammographic X-ray equipment 
and mammographic stereotactic devices

Tillæg
This is a preview of DS/EN 60601-2-45:2011/A2:2024. Click here to purchase the full version from the ANSI store.

https://webstore.ansi.org/Standards/DS/DSEN60601452011A22024?source=preview


DS/EN 60601-2-45:2011/A2:2024
København
DS projekt: M359890
ICS: 11.040.50

Første del af denne publikations betegnelse er:
DS/EN, hvilket betyder, at det er en europæisk standard, der har status som dansk standard.
Denne publikations overensstemmelse er:
IDT med: EN 60601-2-45:2011/A2:2024
IDT med: IEC 60601-2-45:2011/AMD2:2022 ED3
DS-publikationen er påǑ  engelsk.
Denne publikation erstatter: DS/EN 60601-2-45:2011

I tilfælde af redaktionelle fejl i DS-publikationen kan der skrives til:
editorial-mistakes@ds.dk 

ADVARSEL: DS-publikationer revideres over tid. Derudover kan såǑdånne publikationer ændres ved rettelsesblade og/eller tillæg. 
Der kan ögsåǑ  udgives rettelsesblade, der udelukkende ångåǑ r oversættelsen af en publikation. Det er derfor vigtigt at sikre sig, at man 
benytter en gældende udgave, medmindre fx lovgivning kræver andet. Den enkelte publikations status fremgåǑ r af 
https://webshop.ds.dk/. Her kan man desuden tilmelde sig en gratis nötifikåtiönsservice og følge en udgivet DS-publikations udvikling 
ved at klikke påǑ  “Følg”.

En oversigt over forskellige DS-publikationstyper og -betegnelser findes her:
https://www.ds.dk/publikationstyper 

Indholdet i dette dokument er ophavsretligt beskyttet, herunder tekst, gråfik, billeder og lyd. Fonden Dansk Standard forbeholder sig 
udtrykkeligt alle rettigheder til at udnytte indholdet til tekst- og datamining, jf. ophavsretslovens § 11 b, stk. 2, og artikel 4 i direktiv 
(EU) 2019/790. Enhver udnyttelse af indholdet i dette dokument til tekst- og dåtåminingförmåǑ l kræver förudgåǑende skriftlig, specifik
tilladelse fra Fonden Dansk Standard.

In case of editorial errors in the DS publication, please write to:
editorial-mistakes@ds.dk 

NOTICE: DS publications are revised over time. In addition, such publications may be altered by corrigenda and/or amendments. Also, 
corrigenda may be published solely in relation to the translation of a publication. It is therefore important to ensure that the edition 
used is valid, unless, for example, legislation requires otherwise. The status of each publication can be found at 
https://webshop.ds.dk/. Here you can also sign up for a free nötificåtiön service and follow the progress of a published DS publication 
by clicking on "Follow".

An overview of different DS publication types and designations can be found here:
https://www.ds.dk/publikationstyper 

The content of this document, including text, graphics, images, and audio, is protected by copyright. The Danish Standards Foundation 
explicitly reserves all rights regarding the use of its content for text and data mining purposes in accordance with Section 11b(2) of 
the Danish Copyright Act and Article 4 of Directive (EU) 2019/790. Any use of the content of this document for text and data mining 
purposes requires prior, written, specific permission from the Danish Standards Foundation.

This is a preview of DS/EN 60601-2-45:2011/A2:2024. Click here to purchase the full version from the ANSI store.

https://webshop.ds.dk/standard/M244147/ds
mailto:editorial-mistakes@ds.dk
https://www.ds.dk/publikationstyper
mailto:editorial-mistakes@ds.dk
https://www.ds.dk/publikationstyper
https://webstore.ansi.org/Standards/DS/DSEN60601452011A22024?source=preview


EUROPEAN STANDARD 

NORME EUROPÉENNE 

EUROPÄISCHE NORM 

 
EN 60601-2-45:2011/A2 

September 2024 

ICS 11.040.50 

English Version 

Medical electrical equipment - Part 2-45: Particular requirements 
for the basic safety and essential performance of mammographic 

X-ray equipment and mammographic stereotactic devices
(IEC 60601-2-45:2011/A2:2022) 

Appareils électromédicaux - Partie 2-45: Exigences 
particulières pour la sécurite de base et les performances 

essentielles des appareils de mammographie à 
rayonnement X et des appareils 

mammographiques steréotaxiques 
(IEC 60601-2-45:2011/A2:2022) 

Medizinische elektrische Geräte - Teil 2-45: Besondere 
Festlegungen für die Sicherheit einschließlich der 
wesentlichen Leistungsmerkmale von Röntgen-

Mammographiegeräten und mammographischen 
Stereotaxie-Einrichtungen 

(IEC 60601-2-45:2011/A2:2022) 

This amendment A2 modifies the European Standard EN 60601-2-45:2011; it was approved by CENELEC on 2022-09-06. CENELEC 
members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this amendment 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 amendment 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, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, the 
Netherlands, Norway, Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, 
Türkiye and the United Kingdom. 

European Committee for Electrotechnical Standardization 
Comité Européen de Normalisation Electrotechnique 

Europäisches Komitee für Elektrotechnische Normung 

CEN-CENELEC Management Centre: Rue de la Science 23,  B-1040 Brussels 

© 2024 CENELEC All rights of exploitation in any form and by any means reserved worldwide for CENELEC Members. 

Ref. No. EN 60601-2-45:2011/A2:2024 E 

DS/EN 60601-2-45:2011/A2:2024

This is a preview of DS/EN 60601-2-45:2011/A2:2024. Click here to purchase the full version from the ANSI store.

https://webstore.ansi.org/Standards/DS/DSEN60601452011A22024?source=preview


EN 60601-2-45:2011/A2:2024 (E) 

2 

European foreword 

The text of document 62B/1271/CDV, future edition 3 of IEC 60601-2-45/A2, prepared by SC 62B 
"Medical imaging 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-
2-45:2011/A2:2024. 

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) 2025-03-20 

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

(dow) 2027-09-20 

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 60601-2-45:2011/A2:2022 was approved by CENELEC as 
a European Standard without any modification. 
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Annex ZA 
(normative) 

 
Normative references to international publications 
with their corresponding European publications 

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. 

Replace EN 60601-1-2:2015 with: 

Publication Year Title EN/HD Year 

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 

+ A1 2020  + A1 2021 

Replace EN 60601-1-3:2008 with: 

Publication Year Title EN/HD Year 

IEC 60601-1-3 2008 Medical electrical equipment - Part 1-3: 
General requirements for basic safety and 
essential performance - Collateral 
Standard: Radiation protection in 
diagnostic X-ray equipment 

EN 60601-1-3 2008 

- -  + AC 2010 

+ A1 2013  + A1 2013 

- -  + AC 2014 

- -  + A11 2016 

+ A2 2021  + A2 2021 
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Add: 

Publication Year Title EN/HD Year 

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

EN 60601-1 2006 

- -  + AC 2010 

+ A1 2012  + A1 2013 

- -  + AC 2014 

- -  + A12 2014 

+ A2 2020  + A2 2021 

- -  + AC 2022 

- -  + A13 2024 

Replace: 

Publication Year Title EN/HD Year 

IEC/TR 60788 2004 Medical electrical equipment - Glossary of 
defined terms 

- - 
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The advanced search enables to find IEC publications by a 
variety of criteria (reference number, text, technical 
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IEC Just Published - webstore.iec.ch/justpublished 
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La Commission Electrotechnique Internationale (IEC) est la première organisation mondiale qui élabore et publie des 
Normes internationales pour tout ce qui a trait à l'électricité, à l'électronique et aux technologies apparentées. 
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Le contenu technique des publications IEC est constamment revu. Veuillez vous assurer que vous possédez l’édition la 
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Recherche de publications IEC - 
webstore.iec.ch/advsearchform 
La recherche avancée permet de trouver des publications IEC 
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projets et les publications remplacées ou retirées. 
 
IEC Just Published - webstore.iec.ch/justpublished 
Restez informé sur les nouvelles publications IEC. Just 
Published détaille les nouvelles publications parues. 
Disponible en ligne et une fois par mois par email. 
 
Service Clients - webstore.iec.ch/csc 
Si vous désirez nous donner des commentaires sur cette 
publication ou si vous avez des questions contactez-nous: 
sales@iec.ch. 

IEC Products & Services Portal - products.iec.ch 
Découvrez notre puissant moteur de recherche et consultez 
gratuitement tous les aperçus des publications. Avec un 
abonnement, vous aurez toujours accès à un contenu à jour 
adapté à vos besoins. 
 
Electropedia - www.electropedia.org 
Le premier dictionnaire d'électrotechnologie en ligne au monde, 
avec plus de 22 300 articles terminologiques en anglais et en 
français, ainsi que les termes équivalents dans 19 langues 
additionnelles. Egalement appelé Vocabulaire 
Electrotechnique International (IEV) en ligne. 
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INTERNATIONAL ELECTROTECHNICAL COMMISSION 

____________ 

 
MEDICAL ELECTRICAL EQUIPMENT –  

 
Part 2-45: Particular requirements for the basic safety and  
essential performance of mammographic X-ray equipment  

and mammographic stereotactic devices 
 

AMENDMENT 2 
 

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 document may be the subject of patent 
rights. IEC shall not be held responsible for identifying any or all such patent rights. 

Amendment 2 to IEC 60601-2-45:2011 has been prepared by subcommittee 62B: Diagnostic 
imaging equipment, of IEC technical committee 62: Electrical equipment in medical practice. 

The text of this Amendment is based on the following documents: 

Draft Report on voting 

62B/1271/CDV 62B/1282/RVC 

 
Full information on the voting for its approval can be found in the report on voting indicated in 
the above table. 

The language used for the development of this Amendment is English.  
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This document was drafted in accordance with ISO/IEC Directives, Part 2, and developed in 
accordance with ISO/IEC Directives, Part 1 and ISO/IEC Directives, IEC Supplement, available 
at www.iec.ch/members_experts/refdocs. The main document types developed by IEC are 
described in greater detail at www.iec.ch/standardsdev/publications/. 

The committee has decided that the contents of this document will remain unchanged until the 
stability date indicated on the IEC website under webstore.iec.ch in the data related to the 
specific document. At this date, the document will be 

• reconfirmed, 

• withdrawn, 

• replaced by a revised edition, or 

• amended. 

NOTE The attention of National Committees is drawn to the fact that equipment MANUFACTURERS and testing 
organizations may need a transitional period following publication of a new, amended or revised IEC publication in 
which to make products in accordance with the new requirements and to equip themselves for conducting new or 
revised tests. It is the recommendation of the committee that the content of this publication be adopted for 
implementation nationally not earlier than 3 years from the date of publication. 

 

___________ 

 

INTRODUCTION to Amendment 2 

This second amendment to the third edition of this particular standard has been prepared to 
provide a complete set of safety requirements for MAMMOGRAPHIC X-RAY EQUIPMENT, based on 
the second amendment (2020) to IEC 60601-1:2005 and associated collateral standards. 
Moreover, in Annex AA the description of the term for ESSENTIAL PERFORMANCE is modified to 
better reflect the clarification published as interpretation sheet 1 of IEC 60601-1:2005/ 
AMD1:2012. This particular standard addresses the system level of MAMMOGRAPHIC X-RAY 
EQUIPMENT including the equipment for MAMMOGRAPHIC TOMOSYNTHESIS. 
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FOREWORD 

Replace, in the second paragraph, “IEC 60601-1-3 (2008)”, modified by Amendment 1, with 
“IEC 60601-1-3 (2008), Amendment 1 of IEC 60601-1-3 (2013) and Amendment 2 of IEC 60601-
1-3 (2021)”. 

201.1 Scope, object and related standards 

Replace, in footnote 1), “IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012”, modified by 
Amendment 1, with “IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-
1:2005/AMD2:2020”.  

201.1.3 Collateral standards 

Replace the first sentence of the second paragraph with: 

IEC 60601-1-2:2014 and IEC 60601-1-2:2014/AMD1:2020, IEC 60601-1-3:2008, IEC 60601-1-
3:2008/AMD1:2013 and IEC 60601-1-3:2008/AMD2:2021 apply as modified in Clauses 202 and 
203, respectively. 

Replace, at the end of the second sentence of the second paragraph, modified by Amendment 
1, the existing footnote with: 

2). 

201.2 Normative references 

Replace the existing reference to IEC 60601-1-2:2014, modified by Amendment 1, with: 

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  
IEC 60601-1-2:2014/AMD1:2020 

Replace the existing reference to IEC 60601-1-3:2008, modified by Amendment 1, with: 

IEC 60601-1-3:2008, Medical electrical equipment – Part 1-3: General requirements for basic 
safety and essential performance – Collateral Standard: Radiation protection in diagnostic X-
ray equipment  
IEC 60601-1-3:2008/AMD1:2013 
IEC 60601-1-3:2008/AMD2:2021 

___________ 
2) IEC 60601-1-8, 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. IEC 60601-1-9, Medical electrical equipment – Part 1-9: 
General requirements for basic safety and essential performance – Collateral Standard: Requirements for 
environmentally conscious design. IEC 60601-1-10, Medical electrical equipment – Part 1-10: General 
requirements for basic safety and essential performance – Collateral Standard: Requirements for the 
development of physiologic closed-loop controllers. IEC 60601-1-11, 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. IEC 60601-1-12, 
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. 
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Add, under "Addition:", the following reference: 

IEC 60601-1:2005, Medical electrical equipment – Part 1: General requirements for basic safety 
and essential performance  
IEC 60601-1:2005/AMD1:2012 
IEC 60601-1:2005/AMD2:2020 

Replace the existing reference “IEC 60788:2004” with “IEC TR 60788:2004”. 

201.3 Terms and definitions 

Replace the first paragraph of this subclause, modified by Amendment 1, with the following: 

For the purposes of this document, the terms and definitions given in IEC 60601-1, 
IEC 60601‑1‑3 and IEC TR 60788 apply, except as follows: 
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