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INTERNATIONAL ELECTROTECHNICAL COMMISSION  12 

____________ 13 

 14 

MEDICAL ELECTRICAL EQUIPMENT – 15 

 16 

Part 2-76: Particular requirements for the basic safety and essential  17 

performance of low energy ionized gas haemostasis equipment 18 

 19 

AMENDMENT 1 20 

 21 

FOREWORD 22 

This Amendment has been prepared by IEC subcommittee 62D: Electromedical equipment, of 23 

IEC technical committee 62: Electrical equipment in medical practice.  24 

The text of this International Standard is based on the following documents:  25 

Draft Report on voting 

62D/****/NP 62D/****/RV 

 26 

Full information on the voting for the approval of this International Standard can be found in the 27 

report on voting indicated in the above table.  28 

The committee has decided that the contents of this document will remain unchanged until the 29 

stability date indicated on the IEC website under "http://webstore.iec.ch" in the data related to 30 

the specific document. At this date, the document will be  31 

• reconfirmed, 32 

• withdrawn, 33 

• replaced by a revised edition, or 34 

• amended. 35 

 36 

A bilingual version of this publication may be issued at a later date.  37 

 38 
NOTE The attention of users of this document is drawn to the fact that equipment manufacturers and testing organizations may 39 
need a transitional period following publication of a new, amended or revised IEC or ISO publication in which to make products 40 
in accordance with the new requirements and to equip themselves for conducting new or revised tests. It is the recommendation 41 
of the committee that the content of this publication be adopted for mandatory implementation nationally not earlier than 3 years 42 
from the date of publication.  43 
 44 

The National Committees are requested to note that for this document the stability date 45 

is 20xx. 46 

THIS TEXT IS INCLUDED FOR THE INFORMATION OF THE NATIONAL COMMITTEES AND WILL BE DELETED 47 

AT THE PUBLICATION STAGE. 48 

IMPORTANT – The 'colour inside' logo on the cover page of this publication indicates 
that it contains colours which are considered to be useful for the correct understanding 
of its contents. Users should therefore print this document using a colour printer.  

 49 
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INTRODUCTION to Amendment 1 50 

 51 

At the October 2019 meeting of IEC SC 62D in Shanghai, China, the subcommittee discussed 52 

the need for administrative/technical changes to most 62D standards after completion of the 29 53 

amendment projects within the IEC 60601-1 series. Those projects were all completed and the 54 

amendments published in 2020.  55 

The full list of IEC SC 62D documents that will be amended or revised may be found within the 56 

IEC document 62D/1792/DC. The results and comments on the DC may be found within 57 

62D1808/INF. The review report for this amendment is 62D/1811/RR 58 

 59 

  60 

SIST EN IEC 60601-2-76:2019/oprA1:2022

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN IEC 60601-2-76:2019/oprA1:2022
https://standards.iteh.ai/catalog/standards/sist/3c5097bd-80c4-4449-b64a-

a97d49441dc1/sist-en-iec-60601-2-76-2019-opra1-2022



IEC 60601-2-76:2018 AMD1 © IEC:2022 – 5 –                                                62D/1952/CDV 

201.1 Scope, object and related standards 61 

Replace the text in footnote 1 with: 62 

The general standard is IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012 and IEC 60601-63 

1:2005/AMD2:2020, Medical electrical equipment – Part 1: General requirements for basic 64 

safety and essential performance. 65 

201.1.4 Particular standards 66 

Replace the existing text of the 3rd paragraph with the following:  67 

For brevity, IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012 and IEC 60601- 68 

1:2005/AMD2:2020 are referred to in this particular standard as the general standard. Collateral  69 

standards are referred to by their document number.  70 

201.2 Normative references 71 

Replace the existing reference with the following: 72 

IEC 60601-1:2005, Medical electrical equipment – Part 1: General requirements for basic safety 73 

and essential performance 74 

IEC 60601-1:2005/AMD1:2012 75 

IEC 60601-1:2005/AMD2:2020  76 

201.3 Terms and definitions 77 

Replace the existing first paragraph with: 78 

For the purposes of this document, the terms and definitions given in IEC 60601-1:2005, IEC 79 

60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020 and the following apply.  80 

 81 

Replacement of existing NOTE 1 by the following with: 82 

NOTE1 Where the terms “voltage” and “current” are used in this document, they mean the RMS values of a voltage 83 
or current unless stated otherwise. When a direct voltage and current is measured, the voltage or current is averaged 84 
over 1 s with a sampling rate of at least 104 sample/s. When an alternating or composite voltage or current is 85 
measured, it is averaged over 20 periods with an obtained number of samples of at least 10 4. 86 

Example: When a frequency of measuring current is 100 kHz, a sampling rate of 5 × 10 7 sample/s shall be used.         87 
20 periods × 1 / (100 × 103) s × 5 × 107 sample/s = 1 × 104 samples.  88 

 89 

 90 

 91 

 92 

 93 

 94 
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