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

Draft Report on voting 

62D/XX/XXXX 62D/XX/XXX 

 
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. 

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• withdrawn,or 

• revised. 

 

NOTE The attention of users of this document 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. 

__________ 

 

Introduction 

Replace, in the existing first paragraph, “IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012” 
with “IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020”. 

Replace the existing second paragraph with the following:  

The aim of this document is to bring this particular standard up to date with reference to 
IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020, 
IEC 60601-1-2:2014, IEC 60601-1-2:2014/AMD1:2020 and IEC 60601-1-6:2010, 
IEC 60601-1-6:2010/AMD1:2013 and IEC 60601-1-6:2010/AMD2:2020 through technical 
changes. 

201.1 Scope, object and related standards 

Replace the existing text in footnote 1 with the following:  

The general standard is IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and 
IEC 60601-1:2005/AMD2:2020, Medical electrical equipment – Part 1: General requirements 
for basic safety and essential performance . 
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201.1.3 Collateral standards 

Replace, in the existing second paragraph, the first sentence with the following: 

IEC 60601-1-2:2014, IEC 60601-1-2:2014/AMD1:2020, IEC 60601-1-6:2010, 
IEC 60601-1-6:2010/AMD1:2013 and IEC 60601-1-6:2010/AMD2:2020 apply as modified in 
Clauses 202 and 206 respectively. 

201.1.4 Particular standards 

Replace, in the third paragraph, the first sentence with the following: 

For brevity, IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and 
IEC 60601-1:2005/AMD2:2020 are referred to in this particular document as the general 
standard. 

Replace, in the eighth paragraph, "3.147" with "3.154". 

201.2 Normative references 

Replace the first five entries with the following, without modifying “Addition” or “Replacement”: 

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 

IEC 60601-1-6:2010, Medical electrical equipment – Part 1-6: General requirements for basic 
safety and essential performance – Collateral standard: Usability  
IEC 60601-1-6:2010/AMD1:2013 
IEC 60601-1-6:2010/AMD2:2020 

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 

IEC 60601-1-11:2015, 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 60601-1-11:2015/AMD1:2020 

IEC 60601-1-12:2014, 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  
IEC 60601-1-12:2014/AMD1:2020 

201.3 Terms and definitions 

Replace the existing first sentence with the following: 

For the purpose of this document, the terms and definitions given in IEC  606011:2005, 
IEC 606011:2005/AMD1:2012, IEC 60601-1:2005/AMD2:2020, IEC 60601-1-2:2014, 
IEC 60601-1-2:2014/AMD1:2020, IEC 60601-1-6:2010, IEC 60601-1-6:2010/AMD1:2013, 
IEC 60601-1-6:2010/AMD2:2020, IEC 60601-1-11:2015, IEC 60601-1-11:2015/AMD1:2020, 
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