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National foreword

This British Standard is the UK implementation of EN 61331-3:2014. It is
identical to IEC 61331-3:2014. It supersedes BS EN 61331-3:1999, which will
be withdrawn on 11 June 2017.

The UK participation in its preparation was entrusted by Technical
Committee CH/62, Electrical Equipment in Medical Practice, to
Subcommittee CH/62/2, Diagnostic imaging equipment.

A list of organizations represented on this committee can be obtained on
request to its secretary.

This publication does not purport to include all the necessary provisions of
a contract. Users are responsible for its correct application.

© The British Standards Institution 2014.
Published by BSI Standards Limited 2014

ISBN 978 0 580 74635 2
ICS 11.040.50; 13.280; 13.340.10

Compliance with a British Standard cannot confer immunity from

legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 30 November 2014.

Amendments/corrigenda issued since publication
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English Version

Protective devices against diagnostic medical X-radiation - Part
3: Protective clothing, eyewear and protective patient shields
(IEC 61331-3:2014)

Dispositifs de protection radiologique contre les Strahlenschutz in der medizinischen Rontgendiagnostik -
rayonnements X pour diagnostic médical - Partie 3: Teil 3: Schutzkleidung, Augenschutz und Abschirmungen
Vétements et lunettes de protection radiologique, écrans de fur Patienten
protection pour le patient (IEC 61331-3:2014)

(CEI 61331-3:2014)

This European Standard was approved by CENELEC on 2014-06-11. CENELEC members are bound to comply with the CEN/CENELEC
Internal Regulations which stipulate the conditions for giving this European Standard the status of a national standard without any alteration.

Up-to-date lists and bibliographical references concerning such national standards may be obtained on application to the CEN-CENELEC
Management Centre or to any CENELEC member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CENELEC member into its own language and notified to the CEN-CENELEC Management Centre has the
same status as the official versions.

CENELEC members are the national electrotechnical committees of Austria, Belgium, Bulgaria, Croatia, Cyprus, the Czech Republic,
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Foreword

The text of document 62B/938/FDIS, future edition 2 of |EC 61331-3, 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 61331-3:2014.

The following dates are fixed:

e latest date by which the document has (dop) 2015-04-24
to be implemented at national level by
publication of an identical national
standard or by endorsement

e latest date by which the national (dow) 2017-06-11
standards conflicting with the
document have to be withdrawn

This document supersedes EN 61331-3:2002.

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.

Endorsement notice

The text of the International Standard IEC 61331-3:2014 was approved by CENELEC as a European
Standard without any modification.
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Annex ZA
(normative)
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 When an International Publication has been modified by common modifications, indicated by (mod), the relevant EN/HD
applies.

NOTE 2 Up-to-date information on the latest versions of the European Standards listed in this annex is available here:
www.cenelec.eu.

Publication Year Title EN/HD Year
IEC 60601-1 AMD 1 2012 Medical electrical equipment_- Part_1: - -
General requirements for basic safety and
essential performance; Amendment_1
IEC 60601-1 2005  Medical electrical equipment -- Part 1: 2006
General requirements for basic safety and
essential performance

+EN 60601- 2010

1:2006/corrigendum

Mar. 2010

+AC 2014

+A11 2011
2008  Medical electrical equipment -- Part 1-3: 2008

General requirements for basic safety and
essential performance - Collateral Standard:
Radiation protection in diagnostic X-ray

equipment
+EN 60601-1] 2010
3:2008/corrigendum
Mar. 2010
+A1 2013 +A1 2013
+AC 2014
2014 Protective devices against diagnostic 2014
medical X-radiation -- Part 1: Determination
of attenuation properties of materials
2004 Medical electrical equipment - Glossary of - -
defined terms
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PROTECTIVE DEVICES AGAINST
DIAGNOSTIC MEDICAL X-RADIATION -

Part 3: Protective clothing, eyewear and protective patient shields

1 Scope

This part of IEC 61331 applies to PROTECTIVE DEVICES such as PROTECTIVE CLOTHING and
EYEWEAR for the protection of persons against X-RADIATION up to 150 kV, during RADIOLOGICAL
examinations and interventional procedures.

NOTE PROTECTIVE DEVICES are not intended by themselves to provide complete protection of persons, but are
used to reduce the dose to persons where other methods of protection against X-RADIATION are insufficient or not
applicable.

This standard deals with:

general requirements on the ACCOMPANYING DOCUMENTS, on design and on materials used,;

sizing, particular design features, minimum ATTENUATION properties of materials, marking
and standardized forms of statements of compliance with this standard.

It covers PROTECTIVE CLOTHING mainly for the protection of the OPERATOR, such as:

— PROTECTIVE APRONS;
— THYROID COLLARS;

— PROTECTIVE GLOVES;
— PROTECTIVE MITTENS;
— PROTECTIVE EYEWEAR;

and PROTECTIVE DEVICES for the protection of the PATIENT, such as:

— PROTECTIVE GONAD APRONS;

— SCROTUM SHIELDS;

— OVARY SHIELDS;

— SHADOW SHIELDS;

— PROTECTIVE APRONS FOR DENTAL USE.

The latter group of PROTECTIVE DEVICES is intended to be used during RADIOLOGICAL

examinations to minimize the effects of IRRADIATION on the reproductive organs particularly with
regard to genetic damage.

2 Normative references

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.

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

IEC 60601-1:2005/AMD 1:2012 Documents
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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

IEC/TR 60788:2004|, Medical electrical equipment — Glossary of defined terms

IEC 61331-1:2014, Protective devices against diagnostic medical X-radiation — Part 1:
Determination of attenuation properties of materials

N 340:2003, Protective clothing — General requirements

N 13402-3, Size designation of clothes — Part 3: Measurements and intervals

3 Terms and definitions

For the purposes of this document, the terms and definitions given in JEC/TR 60788:2004,
IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, |JEC 60601-1-3:2008 and IEC 60601-1-
3:2008/AMD1:2013 and the following apply.

31

AREA DENSITY
WS

minimum mass per unit area of the protective material used to provide the required LEAD

EQUIVALENT of the device, at all of the stated test values of X-RAY TUBE VOLTAGES

Note 1 to entry: AREA DENSITY is expressed in Sl units as kg-m=2.

3.2

PROTECTIVE APRON FOR DENTAL USE

protective apron worn by the PATIENT to protect the region of the upper torso during
RADIOLOGICAL dental procedures

Note 1 to entry: Such an apron may have an accompanying THYROID COLLAR, separate or attached.

3.3
PROTECTIVE EYEWEAR
protective device made of transparent material to protect the eyes

3.4

PROTECTIVE GONAD APRON

protective apron worn by the PATIENT to protect the region of the gonads as an alternative to
the use of a SCROTUM SHIELD or an OVARY SHIELD

Note 1 to entry: See also rm-64-05 of IEC TR 60788:2004.

3.5

PROTECTIVE MITTEN

protective glove with open palm and separated thumb used where full perception of touch is
essential

3.6
SHADOW SHIELD
protective device to intercept the radiation beam in the areas of the gonads

Note 1 to entry: A SHADOW SHIELD is to be used when a SCROTUM SHIELD and an OVARY SHIELD cannotﬁ‘SSétI
ments
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