IEC 60601—1—8:2%6#%&%
a9

IEC 60601-1-8

Edition 2.0 2012-11

INTERNATIONAL |
STANDARD A@\*

NORME \\
INTERNATIONALE \0‘

AMENDMENT 1 &

AMENDEMENT 1 Q
Medical electrical equipment — * )
@ssential performance —

Part 1-8: General requirements for basic safec
Collateral standard: General requirements, t &nd guidance for alarm systems
I

in medical electrical equipment and medi@j trical systems

Appareils électromédicaux —

Partie 1-8: Exigences générales po s%curité de base et les performances
essentielles — Norme collat‘ér ences genérales, essais et guide pour
les systémes d’alarme des Is et des systémes électromédicaux



https://www.stdhive.com/standards/iec-60601-1-8-amd1-ed-20-b2012-pdf/

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

THIS PUBLICATION IS COPYRIGHT PROTECTED
Copyright © 2012 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.

Droits de reproduction réservés. Sauf indication contraire, aucune partie de cette publication ne peut étre reproduite ni
utilisée sous quelque forme que ce soit et par aucun procédé, électronique ou mécanique, y compris la photocopie et les
microfilms, sans l'accord écrit de la CEl ou du Comité national de la CEIl du pays du demandeur.

Si vous avez des questions sur le copyright de la CEl ou si vous désirez obtenir des droits supplémentaires sur cette
publication, utilisez les coordonnées ci-aprés ou contactez le Comité national de la CEIl de votre pays de résidence.

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

About the IEC

The International Electrotechnical Commission (IEC) is the leading global organization that picnaces 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. F - ase nake sure that you have the
latest edition, a corrigenda or an amendment might have been published.

Useful links:

IEC publications search - www.iec.ch/searchpub

The advanced search enables you 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 Publishe A
details all new publications released. Available on-line a. 0
also once a month by email.

Electrope lia - vww.electropedia.org

T.=2 w rld's ‘cading online dictionary of electronic and
elec.fical *erms containing more than 30 000 terms and
acfinitiins in English and French, with equivalent terms in
addi' onal languages. Also known as the International
r.2.rotechnical Vocabulary (IEV) on-line.

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.

A propos de la CEI

La Commission Electrotechnique ' nt-rnationale (CEI) est la premiére organisation mondiale qui élabore et publie des
Normes internationales pour tett ce *’a trait a I'électricité, a I'électronique et aux technologies apparentées.

A propos des publicaiona CEI

Le contenu technique dc = pui lications de la CEl est constamment revu. Veuillez vous assurer que vous possédez
I’édition la plus récente, un « nwrigendum ou amendement peut avoir été publié.

Liens utiles:

Recherche de puv'cations CEI - www.iec.ch/searchpub

La recher.he avancée vous permet de trouver des
puv'icaucs CEIl en utilisant différents critéres (numéro de
=éfére ~ce, te; te, comité d’études,...).
.2 doiae aussi des informations sur les projets et les
aubi tions remplacées ou retirées.

Just Published CEI - webstore.iec.ch/justpublished

Restez informé sur les nouvelles publications de la CEI.
Just Published détaille les nouvelles publications parues.
Disponible en ligne et aussi une fois par mois par email.

Electropedia - www.electropedia.org

Le premier dictionnaire en ligne au monde de termes
électroniques et électriques. Il contient plus de 30 000
termes et définitions en anglais et en francais, ainsi que
les termes équivalents dans les langues additionnelles.
Egalement appelé Vocabulaire Electrotechnique
International (VEI) en ligne.

Service Clients - webstore.iec.ch/csc

Si vous désirez nous donner des commentaires sur
cette publication ou si vous avez des questions
contactez-nous: csc@iec.ch.



mailto:info@iec.ch
http://www.iec.ch/
http://www.iec.ch/searchpub
http://webstore.iec.ch/justpublished
http://www.electropedia.org/
http://webstore.iec.ch/csc
mailto:csc@iec.ch
http://webstore.iec.ch/justpublished
https://www.stdhive.com/standards/iec-60601-1-8-amd1-ed-20-b2012-pdf/

IEC 60601-1-8

Edition 2.0 2012-11

INTERNATIONAL
STANDARD

NORME
INTERNATIONALE

AMENDMENT 1
AMENDEMENT 1

Medical electrical equipment —

Part 1-8: General requirements for basic safety and.assential performance —
Collateral standard: General requirements, teststand guidance for alarm systems
in medical electrical equipment and medical electrical systems

Appareils électromédicaux —

Partie 1-8: Exigences générales pouriasécurité de base et les performances
essentielles — Norme collatéra’e: exigences générales, essais et guide pour
les systémes d’alarme des apoarcils et des systemes électromédicaux

INTERNATIQNAL
ELECTROTEC.!NICAL

COMMIS SION

“OM. ISS.ON

ELZCTROTECHNIQUE

INTERNATIONALE PRICE CODE U
CODE PRIX

ICS 11.040.01 ISBN 978-2-83220-442-9

Warning! Make sure that you obtained this publication from an authorized distributor.
Attention! Veuillez vous assurer que vous avez obtenu cette publication via un distributeur agréeé.



https://www.stdhive.com/standards/iec-60601-1-8-amd1-ed-20-b2012-pdf/

-2- 60601-1-8 Amend. 1 © IEC:2012

FOREWORD

This amendment has been prepared by subcommittee 62A: Common aspects of electrical
equipment used in medical practice, of IEC technical committee 62: Electrical equipment in
medical practice, and 1SO subcommittee SC 3: Lung ventilators and related devices of
ISO technical committee 121: Anaesthetic and respiratory equipment.

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

FDIS Report on voting

62A/824/FDIS 62A/837/RVD

Full information on the voting for the approval of this amendment can be founa in 1.e report
on voting indicated in the above table. In I1SO, the standard has been approve. by 19 P-
members out of 21 having cast a vote.

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

* reconfirmed,

e withdrawn,

* replaced by a revised edition, or
+ amended.

INTRODUCT!ON TO THE AMENDMENT

The second edition of IEC 60501 :1-5 was published in 2006. Since its publication, an issue
has been identified with resg 2ci 0 pulse and burst testing. In addition, issues have been
raised by IEC/62D/MT 22, .*'eciromedical diagnostic and patient monitoring equipment, during
implementation of alarl, sysiem requirements in particular standards within their scope of
work.

At the Brusse's meeting, IEC/SC 62A accepted a proposal, based on ISO/TC 121/SC 3
Resolution Cebrc. 6, to develop the 1% amendment to IEC 60601-1-8:2006 to address the
issues idendfiel above. IEC/SC 62A — ISO/TC 121/SC 3 Joint Working Group 2, Alarms, was
reactiveted as a maintenance team to develop this amendment.

yorewvori |

Acdd the following note at the end of the Foreword:

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 or
ISO 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 mandatory implementation nationally not earlier than 3 years from the date of publication.
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