IEC 60601-2-45:2011-02/AMD1:2015-06(en)

IEC 60601-2-45

Edition 3.0 2015-06

INTERNATIONAL
STANDARD

AMENDMENT 1

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



https://standards.iteh.ai/catalog/standards/iec/697ae06c-f1e1-4ef6-ad00-0317a27de2c8/iec-60601-2-45-2011-amd1-2015

IEC Central Office
3, rue de Varembé
CH-1211 Geneva 20

Switzerland www.iec.ch

THIS PUBLICATION IS COPYRIGHT PROTECTED
Copyright © 2015 IEC, Geneva, Switzerland

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form
or by any means, electronic or mechanical, including photocopying and microfilm, without permission in writing from
either IEC or IEC's member National Committee in the country of the requester. If you have any questions about IEC
copyright or have an enquiry about obtaining additional rights to this publication, please contact the address below or
your local IEC member National Committee for further information.

Tel.: +41 22 919 02 11
Fax: +41 22 919 03 00
info@iec.ch

About the IEC

The International Electrotechnical Commission (IEC) is the leading global organization that prepares and publishes
International Standards for all electrical, electronic and related technologies.

About IEC publications

The technical content of IEC publications is kept under constant review by the IEC. Please make sure that you have the
latest edition, a corrigenda or an amendment might have been published.

IEC Catalogue - webstore.iec.ch/catalogue

The stand-alone application for consulting the entire
bibliographical information on IEC International Standards,
Technical Specifications, Technical Reports and other
documents. Available for PC, Mac OS, Android Tablets and
iPad.

IEC publications search - www.iec.ch/searchpub

The advanced search enables to find IEC publications by a
variety of criteria (reference number, text, technical
committee,...). It also gives information on projects, replaced
and withdrawn publications.

IEC Just Published - webstore.iec.ch/justpublished

Stay up to date on all new IEC publications. Just Published
details all new publications released. Available online and
also once a month by email.

Electropedia - www.electropedia.org

The world's leading online dictionary of electronic and
electrical terms containing more than 30 000 terms and
definitions in English and French, with equivalent terms in 15
additional languages. Also known as the International
Electrotechnical Vocabulary (IEV) online.

IEC Glossary - std.iec.ch/glossary

More than 60 000 electrotechnical terminology entries in
English and French extracted from the Terms and Definitions
clause of IEC publications issued since 2002. Some entries
have been collected from earlier publications of IEC TC 37,
77, 86 and CISPR.

IEC Customer Service Centre - webstore.iec.ch/csc

If you wish to give us your feedback on this publication or
need further assistance, please contact the Customer Service
Centre: csc@iec.ch.


mailto:info@iec.ch
http://www.iec.ch/
http://webstore.iec.ch/catalogue
http://www.iec.ch/searchpub
http://webstore.iec.ch/justpublished
http://www.electropedia.org/
http://std.iec.ch/glossary
http://webstore.iec.ch/csc
mailto:csc@iec.ch
https://standards.iteh.ai/catalog/standards/iec/697ae06c-f1e1-4ef6-ad00-0317a27de2c8/iec-60601-2-45-2011-amd1-2015

IEC 60601-2-45

Edition 3.0 2015-06

INTERNATIONAL
STANDARD

AMENDMENT 1

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

INTERNATIONAL
ELECTROTECHNICAL
COMMISSION

ICS 11.040.50 ISBN 978-2-8322-2727-5

Warning! Make sure that you obtained this publication from an authorized distributor.

® Registered trademark of the International Electrotechnical Commission


https://standards.iteh.ai/catalog/standards/iec/697ae06c-f1e1-4ef6-ad00-0317a27de2c8/iec-60601-2-45-2011-amd1-2015

-2- IEC 60601-2-45:2011/AMD1:2015
© IEC 2015

FOREWORD

This amendment 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:

CDhV Report on voting
62B/917/CDV 62B/954/RVC

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

The committee has decided that the contents of this amendment and the base publication will
remain unchanged until the stability date indicated on the IEC web site under
"http://webstore.iec.ch" in the data related to the specific publication. At this date, the
publication will be

e reconfirmed,
e withdrawn,

e replaced by a revised edition, or
e amended.

A bilingual version of this publication may be issued at a later date.

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 THE AMENDMENT

This first 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
IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, IEC 60601-1-2:2014, and
IEC60601-1-3:2008 and IEC60601-1-3:2008/AMD1:2013. This particular standard addresses
the system level of MAMMOGRAPHIC X-RAY EQUIPMENT and introduces equipment for
MAMMOGRAPHIC TOMOSYNTHESIS.
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FOREWORD

Replace, in the second paragraph, the reference to “IEC 60601-1-3 (2010)" by “IEC 60601-1-3
(2008)".

201.1 Scope, object and related standards

Replace, in footnote 1, the reference to "IEC 60601-1:2005" by "IEC 60601-1:2005 and
IEC 60601-1:2005/AMD1:2012".

201.1.1 Scope

Add, in the first paragraph, after the term "MAMMOGRAPHIC X-RAY EQUIPMENT" the phrase
‘including equipment for MAMMOGRAPHIC TOMOSYNTHESIS, “.

Replace, in the first dashed item of the third paragraph, the words "modes of operation” by
"other than MAMMOGRAPHIC TOMOSYNTHESIS"

Add, after this first dashed item, the following new dashed item:

— CT SCANNERS covered by IEC 60601-2-44;

201.1.3 Collateral standards

Replace, in the first sentence of the second paragraph, the reference to "IEC 60601-1-2:2007"
by "IEC 60601-1-2:2014

Replace the reference to "IEC 60601-1-3:2008" by "IEC 60601-1-3:2008 and IEC 60601-1-
3:2008/AMD1:2013"

Replace the second sentence of the second paragraph, including its footnote, with the
following new sentence and footnote:

IEC 60601-1-8, IEC 60601-1-9, IEC 60601-1-10, IEC 60601-1-11 and IEC 60601-1-12 do not
apply!-.

1 |IEC 60601-1-9:2007, Medical electrical equipment — Part 1-9: General requirements for basic safety and
essential performance - Collateral Standard: Requirements for environmentally conscious design.
IEC 60601-1-10:2007, 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. |EC 60601-1-11:2010, 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 60601-1-12:2004, 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 used in the emergency medical
services environment.
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201.2 Normative references

Replace the existing references to IEC 60601-1-2:2007 and IEC 60601-1-3:2008 by the
following:

IEC 60601-1-2:2014, Medical electrical equipment — Part 1-2: General requirements for basic
safety and essential performance — Collateral standard: Electromagnetic compatibility —
Requirements and tests

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

Delete the following normative reference:

IEC 61223-3-2:2007, Evaluation and routine testing in medical imaging departments —
Part 3-2: Acceptance tests — Imaging performance of mammographic X-ray equipment

201.3 Terms and definitions

Replace, in the first paragraph, the reference “IEC 60601-1:2005, IEC 60601-1-3:2008” by
"IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, IEC 60601-1-3:2008 and IEC 60601-
1-3:2008/AMD1:2013".

201.3.205
DIRECT FOCAL DISTANCE

Replace the existing text of the definition by the following:
<X-ray mammography> shortest distance from the FOCAL SPOT to the axis of symmetry of the

EFFECTIVE IMAGE RECEPTION AREA perpendicular to its chest wall edge for a specified position
of the source

201.3.206
MAMMOGRAPHIC STEREOTACTIC DEVICE

Add an asterisk * in front of the term to read

*MAMMOGRAPHIC STEREOTACTIC DEVICE

Replace the existing text of the definition by the following:

device for mechanically guided placement of a needle or position marker based on
radiographic images of an immobilized breast acquired at different known angles

Renumber the existing note as Note 1 and add the following new note:

NOTE 2 The purposes of such devices may be fine-needle aspiration, core biopsy, or pre-surgical localization.


https://standards.iteh.ai/catalog/standards/iec/697ae06c-f1e1-4ef6-ad00-0317a27de2c8/iec-60601-2-45-2011-amd1-2015

