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European foreword 

The text of document 62D/1328/FDIS, future IEC 80601-2-35:2009/A1, prepared by SC 62D 
"Electromedical equipment", of IEC/TC 62 "Electrical equipment in medical practice" and SC 1 
“Breathing attachments and anaesthetic machines” of ISO/TC 121 “Anaesthetic and respiratory 
equipment” was submitted to the IEC-CENELEC parallel vote and approved by CENELEC as 
EN 80601-2-35:2009/A1:2016. 

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) 2017-06-16 

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the document have to be withdrawn 

(dow) 2019-12-16 

 

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 80601-2-35:2009/A11:2011. 

Endorsement notice 

The text of the International Standard IEC 80601-2-35:2009/A1:2016 was approved by CENELEC as 
a European Standard without any modification. 

In the Bibliography of EN 80601-2-35:2009, replace the existing references [10], [11] and [12] by the following: 

[10] IEC 60601-2-19 NOTE Harmonized as EN 60601-2-19. 

[11] IEC 60601-2-20 NOTE Harmonized as EN 60601-2-20. 

[12] IEC 60601-2-21 NOTE Harmonized as EN 60601-2-21. 

STN EN 80601-2-35/A1: 2017



EN 80601-2-35:2009/A1:2016 

3 

Annex ZA 
(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. 

 

Publication Year Title EN/HD Year 

In Annex ZA of EN 80601-2-35:2009, replace the existing references to IEC 60601-1-2:2007, 
IEC 60601-1-8:2006 and IEC 60601-1-10:2007 as follows: 

IEC 60601-1-2 -   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 

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 

EN 60601-1-8 2007 

  + corr. Mar. 2010 

  + A1 2013 

  + A1/AC 2014 

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 

EN 60601-1-10 2008 

  + A1 2015 

In Annex ZA of EN 80601-2-35:2009, delete ISO 3743-1. 
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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 
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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 
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The world's leading online dictionary of electronic and 
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IEC Glossary - std.iec.ch/glossary 
65 000 electrotechnical terminology entries in English and 
French extracted from the Terms and Definitions clause of 
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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. 
 

 
A propos de l'IEC 
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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Catalogue IEC - webstore.iec.ch/catalogue 
Application autonome pour consulter tous les renseignements 
bibliographiques sur les Normes internationales, 
Spécifications techniques, Rapports techniques et autres 
documents de l'IEC. Disponible pour PC, Mac OS, tablettes 
Android et iPad. 
 
Recherche de publications IEC - www.iec.ch/searchpub 
La recherche avancée permet de trouver des publications IEC 
en utilisant différents critères (numéro de référence, texte, 
comité d’études,…). Elle donne aussi des informations sur les 
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 aussi une fois par mois par email. 
 

Electropedia - www.electropedia.org 
Le premier dictionnaire en ligne de termes électroniques et 
électriques. Il contient 20 000 termes et définitions en anglais 
et en français, ainsi que les termes équivalents dans 15 
langues additionnelles. Egalement appelé Vocabulaire 
Electrotechnique International (IEV) en ligne. 
 
Glossaire IEC - std.iec.ch/glossary 
65 000 entrées terminologiques électrotechniques, en anglais 
et en français, extraites des articles Termes et Définitions des 
publications IEC parues depuis 2002. Plus certaines entrées 
antérieures extraites des publications des CE 37, 77, 86 et 
CISPR de l'IEC. 
 
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. 
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FOREWORD 

This amendment has been prepared by a joint working group of IEC subcommittee 62D: 
Electromedical equipment of IEC technical committee 62: Electrical equipment in medical 
practice and ISO subcommittee TC121/SC1: Breathing attachments and anaesthetic 
machines, of ISO technical committee 121: Anaesthetic and respiratory equipment. 

It is published as a double logo standard. 

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

FDIS Report on voting 

62D/1328/FDIS 62D/1355/RVD 

 
Full information on the voting for the approval of this amendment can be found in the report 
on voting indicated in the above table.  In  ISO,  the  standard  has  been  approved  by  15 P-
members out of 15 having cast a vote. 

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 website under 
"http://webstore.iec.ch" in the data related to the specific publication. At this date, the 
publication will be  

• reconfirmed, 

• withdrawn, 

• replaced by a revised edition, or 

• amended. 

 

_____________ 

 

INTRODUCTION 

Replace, in the second paragraph, “IEC 60601-1 (third edition, 2005)” by “IEC 60601-1”. 

201.1 Scope, object and related standards 

Replace, in footnote 1), “IEC 60601-1:2005” by “IEC 60601-1”. 

201.2 Normative references 

Replace “IEC 60601-1-2:2007” by “IEC 60601-1-2”. 

Replace “IEC 60601-1-8:2006” by “IEC 60601-1-8”. 

Replace “IEC 60601-1-10:2007” by “IEC 60601-1-10”. 
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Delete the following reference: 

ISO 3743-1:1994, Acoustics – Determination of sound power levels of noise sources – 
Engineering methods for small, movable sources in reverberant fields – Part 1: Comparison 
method for hard-walled test rooms 
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