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European foreword 

The text of document 62C/593/CDV, future IEC 60601-2-8:2010/A1, 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 60601-2-8:2015/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) 2016-08-03 

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the document have to be withdrawn 

(dow) 2018-11-03 

 

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(s), see informative Annex ZZ, included in EN 60601-2-8:2015. 

Endorsement notice 

The text of the International Standard IEC 60601-2-8:2010/A1:2015 was approved by CENELEC as a 
European Standard without any modification. 

In the Bibliography of EN 60601-2-8:2015, replace the existing reference to IEC 60601-2-17 by the following: 

IEC 60601-2-17:2013 NOTE Harmonized as EN 60601-2-17:2015 (not modified). 
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© IEC 2015 

FOREWORD 

This amendment has been prepared by subcommittee 62C: Equipment for radiotherapy, 
nuclear medicine and radiation dosimetry, of IEC technical committee 62: Electrical equipment 
in medical practice. 

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

CDV Report on voting 

62C/593/CDV 62C/619/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 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• withdrawn, 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 TO THE AMENDMENT  

The second edition of IEC 60601-2-8 was published in 2010. Since that publication, an 
amendment to the parent standard, IEC 60601-1:2005, has been published 
(IEC 60601-1:2005/AMD1:2012). This Amendment 1 to IEC 60601-2-8:2010 addresses 
technical and editorial changes resulting from the amended general standard 
IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012 and its collateral standards. 

In addition, requirements regarding the original language of the ACCOMPANYING DOCUMENTS 
have been deleted. 

201.1 Scope, object and related standards 

Replace existing footnote 1) with the following text: 

1) The general standard is IEC 60601-1:2005 and  IEC 60601-1:2005/AMD1:2012, Medical electrical equipment – 
Part 1: General requirements for basic safety and essential performance 

201.3 Terms and definitions 

Replace, in the opening paragraph, the reference to "IEC 60601-1:2005" with 
"IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012" 
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201.7.9 ACCOMPANYING DOCUMENTS 

201.7.9.1 General 

Delete, in the Addition, the existing second paragraph and the NOTE. 

201.13 HAZARDOUS SITUATIONS and fault conditions 

Replace the existing header with the following header: 

201.13 HAZARDOUS SITUATIONS and fault conditions for ME EQUIPMENT 

 

Bibliography 

Replace the existing reference to IEC 60601-2-17 with the following: 

IEC 60601-2-17:2013, Medical electrical equipment – Part 2-17: Particular requirements for 
the basic safety and essential performance of automatically-controlled brachytherapy 
afterloading equipment 

Delete footnote 3. 

Index of defined terms used in this particular standard 

Replace the following terms: 

HAZARD.............................................................................. IEC 60601-1:2005/AMD1:2012, 3.39 
HAZARDOUS SITUATION  ....................................................... IEC 60601-1:2005/AMD1:2012, 3.40 
MAINS PART ....................................................................... IEC 60601-1:2005/AMD1:2012, 3.49 
MANUFACTURER ................................................................. IEC 60601-1:2005/AMD1:2012, 3.55 
NORMAL USE ...................................................................... IEC 60601-1:2005/AMD1:2012, 3.71 
PATIENT ............................................................................. IEC 60601-1:2005/AMD1:2012, 3.76 
SINGLE FAULT CONDITION .................................................. IEC 60601-1:2005/AMD1:2012, 3.116 

 

_____________ 
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