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FOREWORD 1 

This amendment has been prepared by subcommittee 62D: Electromedical equipment, of IEC 2 

technical committee 62: Electrical equipment in medical practice.  3 

The text of this amendment is based on the following documents: 4 

Draft Report on voting 

62D/XX/FDIS 62D/XX/RVD 

 5 

Full information on the voting for its approval can be found in the report on voting indicated in 6 

the above table. 7 

The committee has decided that the contents of this document will remain unchanged until the 8 

stability date indicated on the IEC website under "http://webstore.iec.ch" in the data related to 9 

the specific document. At this date, the document will be  10 

• reconfirmed, 11 

• withdrawn, 12 

• replaced by a revised edition, or 13 

• amended.  14 

 15 

NOTE The attention of users of this document is drawn to the fact that equipment manufacturers and testing 16 
organizations may need a transitional period following publication of a new, amended o r revised IEC or 17 
ISO publication in which to make products in accordance with the new requirements and to equip themselves for 18 
conducting new or revised tests. It is the recommendation of the committee that the content of this publication be 19 
adopted for mandatory implementation nationally not earlier than 3 years from the date of publication.  20 

 21 

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. 

 22 

_____________ 23 

 24 

INTRODUCTION to Amendment 1 25 

At the October 2019 meeting of IEC SC 62D in Shanghai, China, the subcommittee discussed 26 

the need for administrative/technical changes to most 62D standards after completion of the 27 

amendment projects within the IEC 60601-1 series.  Those projects were all completed and the 28 

amendments published in 2020. 29 

The full list of IEC SC 62D documents that will be amended or revised may be found within the 30 

IEC document 62D/1792/DC. The results and comments on the DC may be found within 31 

62D1808/INF. The review report for this amendment is 62D/1814/RR. 32 

_____________ 33 
  34 
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 35 

 36 

 37 

 Scope, object and related standards 38 

Replace the existing footnote 1 with the following text: 39 

The general standard is IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/ 40 

AMD2:2020, Medical electrical equipment – Part 1: General requirements for basic safety and essential 41 

performance. 42 

201.1.3 * Collateral standards 43 

Add an asterisk (*) at the beginning of the subclause title . 44 

Replace, in the existing second paragraph, “IEC 60601-1-2:2014 applies” with “IEC 60601-1-2:2014 45 

and IEC 60601-1-2:2014/AMD1:2020 apply”. 46 

201.1.4 * Particular standards 47 

Replace, in the existing third paragraph, “IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012” with 48 

“IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020”. 49 

201.2 Normative references 50 

Replace the existing references to IEC 60601-1 and IEC 60601-1-2 with the following new references: 51 

IEC 60601-1:2005, Medical electrical equipment – Part 1: General requirements for basic safety 52 

and essential performance 53 

Amendment 1:2012 54 

Amendment 2:2020 55 

IEC 60601-1-2:2014, Medical electrical equipment – Part 1-2: General requirements for basic 56 

safety and essential performance – Collateral standard: Electromagnetic disturbances – 57 

Requirements and tests 58 

Amendment 1:2020 59 

 60 

201.3 Terms and definitions 61 

Replace, in the existing first paragraph, “IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012” 62 

with “IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020”. 63 

Delete term and definition 201.3.76 64 

201.3.202  65 

INFANT 66 

Add, after the existing first paragraph, the following note: 67 

Note 1 to entry: INFANT includes premature/pre-born baby and neonate baby/newborn baby.  68 

 69 

Table 201.101 – List of symbols, abbreviations and acronyms 70 

Replace the existing 16th row of this table with: 71 

Abbreviation Term 

IR – C C region of infrared radiation (with wavelengths between 3 m and 1 mm) 

 72 
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201.4.3 * ESSENTIAL PERFORMANCE 73 

Replace the existing instruction “Replacement:” with “Addition:” 74 

201.12.1.102 * Measuring principles 75 

Add an asterisk (*) at the beginning of the subclause title. 76 

202 * Electromagnetic disturbances – Requirements and tests 77 

Replace the existing text of this clause with: 78 

IEC 60601-1-2:2014 and IEC 60601-1-2:2014/AMD1:2020 applies. 79 

Note 1 to entry: INFANT PHOTOTHERAPY EQUIPMENT is not considered suitable for use in a HOME HEALTHCARE 80 
ENVIRONMENT. 81 

 82 

Annex AA  83 

(informative) 84 

 85 

Particular guidance and rationale 86 

 87 

Add, after the rationale of Subclause 201.1.1, the following new rationale : 88 

Subclause 201.1.3 – Collateral standards 89 

New technologies with wide spectrum wavelength (UV/IR) cameras can detect/monitor the 90 

colour of the skin and also measure the body temperature. Such technologies could in a near 91 

future enable physiological closed loop controllers. Given the latter, the IEC 60601-1-10 [18] 92 

standard applies. 93 

Subclause 201.9.8.3.1 – General 94 

Replace, in the existing text, “shall” with “needs to”.  95 

Subclause 201.10.6 – Infrared radiation 96 

Replace the existing last paragraph with the following text: 97 

The IR-A region is mainly associated as being potentially hazardous to the retina, whilst the IR-98 

B region has potential to damage the crystalline lens leading to a cataract as well as some 99 

absorption in the cornea. The IR-C region is almost completely absorbed by the cornea (the 100 

outermost layer of the eye) with a resulting potential for burn.  101 

Subclause 201.11.1 – Excessive temperatures in ME EQUIPMENT 102 

Replace, in the existing first paragraph, “IEC 60601-2-21:2021” with “IEC 60601-2-21:2020”. 103 

Add, after the rationale of Subclause 201.11.2, the following new rationale: 104 

Subclause 201.12.1.102 – Measuring principles 105 

A radiometer whose lens has a limited spectral sensitivity to the INFANT PHOTOTHERAPY 106 

EQUIPMENT needs to be calibrated to measure, and with the response limited to, the source 107 

spectrum of the lamps within the INFANT PHOTOTHERAPY EQUIPMENT. 108 

 109 

 110 

 111 

Bibliography 112 

SIST EN IEC 60601-2-50:2021/oprA1:2023

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN IEC 60601-2-50:2021/oprA1:2023
https://standards.iteh.ai/catalog/standards/sist/012ab6a0-bece-4426-a819-

22d9cea4d049/sist-en-iec-60601-2-50-2021-opra1-2023


