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Foreword

The text of document 62B/938/FDIS, future edition 2 of IEC 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:

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

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document have to be withdrawn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: EN 60601-1 2006
General requirements for basic safety and
essential performance

+EN 60601- 2010
1:2006/corrigendum
Mar. 2010
+AC 2014
+A11 2011
IEC 60601-1-3 2008 Medical electrical equipment -- Part 1-3: EN 60601-1-3 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
IEC 61331-1 2014 Protective devices against diagnostic EN 61331-1 2014

medical X-radiation -- Part 1: Determination
of attenuation properties of materials

IEC/TR 60788 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





