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FOREWORD

This amendment has been prepared by subcommittee 62B: Diagnostic imaging equipment, 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
62B/1006/CDV 62B/1039/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

e reconfirmed,

e withdrawn,

e replaced by a revised edition, or

e amended.

INTRODUCTION TO AMENDMENT 1

The purpose of this first amendment to IEC 60601-2-65:2012 is to introduce changes to
reference the Amendment 1 (2012) to IEC 60601-1:2005. As neither IEC 60601-2-65:2012 nor
this amendment refers to specific elements of IEC 60601-1-2, the introduction of a dated
reference to the latter document has been removed.

201.1 Scope, object and related standards
Replace the text of the existing footnote by the following:

" 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
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201.1.3 Collateral standards

Replace the existing second sentence of the second paragraph by the following:

IEC 60601-1-8, IEC 60601-1-10", IEC 60601-1-112 and IEC 60601-1-123 do not apply

201.2 Normative references

Delete, under "Replacement”, the existing reference to IEC 60601-1-2:2007.
Replace, under "Replacement”, the existing reference to IEC 60601-1-3 by the following:

IEC 60601-1-3:2008, Medical electrical equipment — Part 1-3: General requirements for basic
safety and essential performance — Collateral Standard: Radiation protection in diagnostic
X-ray equipment

IEC 60601-1-3:2008/AMD1:2013

Add, under "Addition", the following new reference:

IEC 60601-1:2005, Medical electrical equipment — Part 1. General requirements for basic
safety and essential performance
IEC 60601-1:2005/AMD1:2012

201.3 Terms and definitions

Replace, under "Amendment”, "IEC’60601-1:2005" by ~IEC 60601-1:2005 and IEC 60601-
1:2005/AMD1:2012"!

201.4.3.101 Additional ESSENTIAL PERFORMANCE requirements

Replace the existing title of this subclause by the following:

201.4.3.101 Additional potential ESSENTIAL PERFORMANCE requirements

202 Electromagnetic compatibility — Requirements and tests
Replace the first sentence of this subclause by the following:

IEC 60601-1-2 applies, except as follows.

1 |EC 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

2 |EC 60601-1-11, 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

3 IEC 60601-1-12, 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
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202.101 Immunity testing of ESSENTIAL PERFORMANCE

Replace the existing first paragraph by the following new paragraph:

The MANUFACTURER may minimize the test requirements of the additional potential ESSENTIAL
PERFORMANCE requirements listed in Table 201.101 to a practical level through the RISK
MANAGEMENT PROCESS.

Replace the last paragraph by the following new paragraphs:
ME EQUIPMENT being tested shall not be modified to perform this immunity test.

Compliance is checked by the inspection of RISK MANAGEMENT FILE.

203 Radiation protection in diagnostic X-ray equipment

Replace, in the first sentence, "IEC 60601-1-3:2008 applies" by "IEC 60601-1-3:2008 and
IEC 60601-1-3:2008/AMD1:2013 apply".

203.6.4.3.102.2 Accuracy of X-RAY TUBE VOLTAGE

Replace, in the first sentence, "0 %" by "+ 10-%".

203.6.4.3.102.3 Accuracy of X-RAY TUBE CURRENT

Replace, in the first sentence, "20"% by "+20-%".

Bibliography
Replace, in reference [38], “IEC 60601-2-43:2010” by "IEC 60601-2-43".
Add the following new references to the existing list:

[43] 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

[44] IEC 60601-1-11, 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

[45] IEC 60601-1-12, 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
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Index of defined terms used in this particular standard

Replace, in the

note,

IEC 60601-1:2005/AMD1:2012".

"IEC 60601-1:2005"

by

Replace the references to the following terms:

EARTH LEAKAGE CURRENT
ESSENTIAL PERFORMANCE

HAND-HELD

HAZARD

INTENDED USE

MAINS PART
MANUFACTURER
MoBILE

NORMAL USE

PATIENT

PROCEDURE

Risk

RISK MANAGEMENT
RISK MANAGEMENT FILE
SINGLE FAULT CONDITION
TRANSPORTABLE

IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC 60601-1
IEC6060141
IEC 60601-1
IEC 60601-1

:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005 and IEC 60601-1
:2005and IEC"60601-1
12005 andi1EC) 6060/ -1
:2005 and IEC 60601-1
2005 and IEC-60601-1

Add the following new reference toothedexisting' list:

PROCESS

IEC 60601-1

:2005 and IEC 60601-1

"IEC 60601-1:2005

:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:
:2005/AMD1:

:2005/AMD1:

2012, 3.25
2012, 3.27
2012, 3.37
2012, 3.39
2012, 3.44
2012, 3.49
2012, 3.55
2012, 3.65
2012, 3.71
2012, 3.76
2012, 3.88
2012, 3.102
2012, 3.107
2012, 3.108
2012, 3.116
2012, 3.130

2012, 3.89
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AVANT-PROPOS

Le présent amendement a été établi par le sous-comité 62B: Appareils d'imagerie de
diagnostic, du comité d’études 62 de I'lEC: Equipements électriques dans la pratique
médicale.

Le texte de cet amendement est issu des documents suivants:

CDV Rapport de vote
62B/1006/CDV 62B/1039/RVC

Le rapport de vote indiqué dans le tableau ci-dessus donne toute information sur le vote ayant
abouti a I'approbation de cet amendement.

Le comité a décidé que le contenu de cet amendement et de la publication de base ne sera
pas modifié avant la date de stabilité indiquée sur le site web de [I'IEC sous
"http://webstore.iec.ch" dans les données relatives a la publication recherchée. A cette date,
la publication sera

e reconduite,

e supprimée,

e remplacée par une édition révisée, ou

e amendée.

INTRODUCTION A L'AMENDEMENT 1

Ce premier amendement a I'lEC 60601-2-65:2012 a pour but d’introduire des modifications
visant a faire référence a I'Amendement 1 (2012) a I'lEC 60601-1:2005. Ni I'lEC 60601-2-
65:2012 ni le présent amendement ne renvoyant a des éléments spécifiques de
I'lEC 60601-1-2, I'introduction d’'une référence datée a ce dernier document a été supprimée.

201.1 Domaine d’application, objet et normes connexes

Remplacer le texte existant de la note de bas de page comme suit:

" La norme générale est I'lEC 60601-1:2005 et I'EC 60601-1:2005/AMD1:2012, Appareils électromédicaux —
Partie 1: Exigences générales pour la sécurité de base et les performances essentielles
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201.1.3 Normes collatérales

Remplacer la deuxiéme phrase existante du deuxieme alinéa par le texte suivant:

L’IEC 60601-1-8, I'lEC 60601-1-10", I'lEC 60601-1-112 et I'lEC 60601-1-123 ne s’appliquent
pas.

201.2 Références normatives

Supprimer, sous "Remplacement”, la référence existante a I'lEC 60601-1-2:2007.
Remplacer, sous "Remplacement”, la référence existante a I'lEC 60601-1-3 par la suivante:

IEC 60601-1-3:2008 Appareils électromédicaux — Partie 1-3: Exigences générales pour la
sécurité de base et les performances essentielles — Norme collatérale: Radioprotection dans
les appareils a rayonnement X de diagnostic

IEC 60601-1-3:2008/AMD1:2013

Ajouter, sous "Addition", la nouvelle référence suivante:

IEC 60601-1:2005, Appareils électromédicaux — Partie 1: Exigences générales pour la
sécurité de base et les performances essentielles
IEC 60601-1:2005/AMD11:2012

201.3 Termes et définitions

Remplacer, sous,  "Modification”,. "la  CEI'60601-1:2005"  par, "I'IlEC 60601-1:2005 et
'IEC 60601-1:2005/AMD1:2012".

201.4.3.101 Exigences supplémentaires relatives aux PERFORMANCES ESSENTIELLES

Remplacer le titre existant de ce paragraphe comme suit:

201.4.3.101 Exigences supplémentaires potentielles relatives aux PERFORMANCES
ESSENTIELLES

202 Compatibilité électromagnétique — Exigences et essais
Remplacer la premiére phrase de ce paragraphe par la suivante:

L'IEC 60601-1-2 s’applique, avec les exceptions suivantes.

1 1EC 60601-1-10, Appareils électromédicaux — Partie 1-10: Exigences générales pour la sécurité de base et les
performances essentielles — Norme collatérale: Exigences pour le développement des régulateurs
physiologiques en boucle fermée

2 |EC 60601-1-11, Appareils électromédicaux — Partie 1-11: Exigences générales pour la sécurité de base et les
performances essentielles — Norme collatérale: Exigences pour les appareils électromédicaux et les systémes
électromédicaux utilisés dans I’environnement des soins a domicile

3 |EC 60601-1-12, Appareils électromédicaux — Partie 1-12: Exigences générales pour la sécurité de base et les
performances essentielles — Norme collatérale : Exigences pour les appareils électromédicaux et les systemes
électromédicaux destinés a étre utilisés dans I'environnement des services médicaux d'urgence
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