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Standarder underldttar utvecklingen och héjer elscikerheten

Det finns manga fordelar med att ha gemensamma tekniska regler
for bl a matning, sakerhet och provning och for utférande, skétsel och
dokumentation av elprodukter och elanldggningar.

Genom att utforma sddana standarder blir sdkerhetsfordringar tydliga
och utvecklingskostnaderna rimliga samtidigt som marknadens acceptans
for produkten eller tjansten okar.

Maénga standarder inom elomradet beskriver tekniska [6sningar och
metoder som astadkommer den elsakerhet som féreskrivs av svenska
myndigheter och av EU.

SEK dir Sveriges rost i standardiseringsarbetet inom elomrddet

SEK Svensk Elstandard svarar for standardiseringen inom elomradet i
Sverige och samordnar svensk medverkan i internationell och europeisk
standardisering. SEK dr en ideell organisation med frivilligt deltagande fran
svenska myndigheter, foretag och organisationer som vill medverka till och
paverka utformningen av tekniska regler inom elektrotekniken.

SEK samordnar svenska intressenters medverkan i SEKs tekniska
kommittéer och stodjer svenska experters medverkan i internationella
och europeiska projekt.

Stora delar av arbetet sker internationellt

Utformningen av standarder sker i allt vasentligt i internationellt och
europeiskt samarbete. SEK &dr svensk nationalkommitté av International
Electrotechnical Commission (IEC) och Comité Européen de Normalisation
Electrotechnique (CENELEC).

Standardiseringsarbetet inom SEK &r organiserat i referensgrupper
bestdende av ett antal tekniska kommittéer som speglar hur arbetet inom
IEC och CENELEC &r organiserat.

Arbetet i de tekniska kommittéerna ar 6ppet for alla svenska
organisationer, foretag, institutioner, myndigheter och statliga verk. Den
arliga avgiften for deltagandet och intékter fran forsaljning finansierar SEKs
standardiseringsverksamhet och medlemsavgift till IEC och CENELEC.

Var med och pdverkal

Den som deltar i SEKs tekniska kommittéarbete har méjlighet att
paverka framtida standarder och far tidig tillgang till information och
dokumentation om utvecklingen inom sitt teknikomrade. Arbetet och
kontakterna med kollegor, kunder och konkurrenter kan gynnsamt
paverka enskilda foretags affarsutveckling och bidrar till deltagarnas egen
kompetensutveckling.

Du som vill dra nytta av dessa mojligheter ar valkommen att kontakta
SEKs kansli for mer information.
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EN 62570:2015

Foreword

The text of document 62B/933/FDIS, future edition 1 of IEC 62570, prepared by SC 62B "Diagnostic
imaging equipment" of IEC/TC 62 "Electrical equipment in medical practice" was submitted to the IEC-
CENELEC parallel vote and approved by CENELEC as EN 62570:2015.

The following dates are fixed:

¢ latest date by which the document has to be implemented at (dop) 2016-01-14
national level by publication of an identical national
standard or by endorsement

e latest date by which the national standards conflicting with (dow)  2018-04-14
the document have to be withdrawn

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 93/42/EEC, see informative Annex ZZ, which is an integral part
of this document.

Endorsement notice

The text of the International Standard IEC 62570:2014 was approved by CENELEC as a European
Standard without any modification.
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Annex ZA
(normative)

EN 62570:2015

Normative references to international publications
with their corresponding European publications

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

NOTE 1

the relevant EN/HD applies.

NOTE 2

Publication
ASTM F2052

ASTM F2119

ASTM F2182

ASTM F2213

IEC 60601-2-33

ISO 14971

ISO/IEC Guide 51

ISO/TS 10974

2010

Title

Standard Test Method for Measurement of
Magnetically Induced Displacement Force
on Medical Devices in the Magnetic
Resonance Environment

Standard Test Method for Evaluation of MR
Image Artifacts from Passive Implants

Standard Test Method for Measurement of
Radio Frequency Induced Heating On or
Near Passive Implants During Magnetic
Resonance Imaging

Standard Test Method for Measurement of
Magnetically Induced Torque on Medical
Devices in the Magnetic Resonance
Environment

Medical electrical equipment -

Part 2-33: Particular requirements for the
basic safety and essential performance of
magnetic resonance equipment for medical
diagnosis

Medical devices - Application of risk
management to medical devices

Safety aspects - Guidelines for their
inclusion in standards

Assessment of the safety of magnetic
resonance imaging for patients with an
active implantable medical device

EN 60601-2-33

+ corrigendum Oct.

+A11

EN ISO 14971

When an International Publication has been modified by common modifications, indicated by (mod),

Up-to-date information on the latest versions of the European Standards listed in this annex is
available here: www.cenelec.eu.

2010
2010
2011
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9)

INTERNATIONAL ELECTROTECHNICAL COMMISSION

STANDARD PRACTICE FOR MARKING MEDICAL DEVICES AND OTHER
ITEMS FOR SAFETY IN THE MAGNETIC RESONANCE ENVIRONMENT

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising all
national electrotechnical committees (IEC National Committees). The object of IEC is to promote international co-
operation on all questions concerning standardization in the electrical and electronic fields. To this end and in
addition to other activities, IEC publishes International Standards, Technical Specifications, Technical Reports,
Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC Publication(s)”). Their preparation
is entrusted to technical committees; any IEC National Committee interested in the subject dealt with may
participate in this preparatory work. International, governmental and non-governmental organizations liaising with
the IEC also participate in this preparation. IEC collaborates closely with the International Organization for
Standardization (ISO) in accordance with conditions determined by agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international
consensus of opinion on the relevant subjects since each technical committee has representation from all interested
IEC National Committees.

IEC Publications have the form of recommendations for international use and are accepted by IEC National
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications
transparently to the maximum extent possible in their national and regional publications. Any divergence between
any IEC Publication and the corresponding national or regional publication shall be clearly indicated in the latter.

IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any
services carried out by independent certification bodies.

All users should ensure that they have the latest edition of this publication.

No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and
members of its technical committees and IEC National Committees for any personal injury, property damage or
other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and expenses
arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC Publications.

Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is
indispensable for the correct application of this publication.

Attention is drawn to the possibility that some of the elements of this IEC Publication may be the subject of patent
rights. IEC shall not be held responsible for identifying any or all such patent rights.

International Standard IEC 62570, integrating the unmodified text of ASTM F2503 - 13, has been
developed by subcommittee 62B: Diagnostic imaging equipment, of IEC technical committee 62:
Medical equipment in medical practice, in collaboration with ASTM.

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

FDIS Report on voting
62B/933/FDIS 62B/934/RVD

Full information on the voting for the approval of this standard can be found in the report on
voting indicated in the above table.

The committee has decided that the contents of this publication will remain unchanged until the
stability date indicated on the IEC web site under "http://webstore.iec.ch" in the data related to
the specific publication. At this date, the publication will be
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reconfirmed,

withdrawn,

replaced by a revised edition, or
amended.

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 publication using a colour printer.
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INTERNATIONAL F‘zﬂB - 13
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Standard Practice for
Marking Medical Devices and Other Items for Safety in the Magnetic
Resonance Environment'

This standard is issued under the fixed designation F2503 - 13; the number immediately following the designation
indicates the year of original adoption or, in the case of revision, the year of last revision. A number in parentheses
indicates the year of last reapproval. A superscript epsilon (¢) indicates an editorial change since the last revision or
reapproval.

1. Scope

1.1 This international standard applies to the practice of marking of items that might be used in the magnetic
resonance (MR) environment.

1.2 The purpose of this practice is to mark items that might be brought into the MR environment and to
recommend information that should be included in the marking.

1.3 The standard specifies the permanent marking of items, which are used in an MR environment, by means of
terms and icons.

1.4 MR image artifacts are not considered to be a performance issue and so are not addressed in this international
standard practice (see X1.5).

1.5 The values stated in SI units are to be regarded as standard. No other units of measurement are included in
this standard.

1.6 This standard does not purport to address all of the safety concerns, if any, associated with its use. It is the
responsibility of the user of his standard to establish appropriate safety and health practices and determine the
applicability of regulatory limitations prior to use.

2. Referenced Documents

2.1 The following referenced documents are indispensable for the application of this document. For
dated references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

2.2 ASTM Standards:*

F2052 Test Method for Measurement of Magnetically Induced Displacement Force on Medical Devices in the
Magnetic Resonance Environment

F2119 Test Method for Evaluation of MR Image Artifacts from Passive Implants

F2182 Test Method for Measurement of Radio Frequency Induced Heating On or Near Passive Implants During
Magnetic Resonance Imaging

F2213 Test Method for Measurement of Magnetically Induced Torque on Medical Devices in the Magnetic
Resonance Environment

2.3 Other Standards:

IEC 60601-2-33 Medical Electrical Equipment—Part 2-33: Particular Requirements for the Safety of Magnetic
Resonance Equipment for Medical Diagnosis®

ISO 14971 Medical Devices — Application of Risk Management to Medical Devices

ISO/IEC Guide 51 Safety Aspects — Guidelines for their Inclusion in Standards
ISO TS 10974 Assessment of the Safety of Magnetic Resonance Imaging for Patients with an Active Implantable
Medical Device

"This practice is under the jurisdiction of ASTM Committee FO4 on Medical and Surgical Materials and Devices and is the direct
responsibility of Subcommittee FO4.15 on Material Test Methods.

Current edition approved Oct. 1, 2008. Published November 2008. Originally approved in 2005. Last previous edition approved in 2005 as
F2503 — 05. DOI: 10.1520/F2503 - 08.

%For referenced ASTM standards, visit the ASTM website, www.astm.org, or contact ASTM Customer Service at service@astm.org. For
Annual Book of ASTM Standards volume information, refer to the standard's Document Summary page on the ASTM website.
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