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BRITISH STANDARD

National foreword

This British Standard is the UK implementation of EN IEC 63077:2019.
It is identical to IEC 63077:2019. It supersedes IED IEC/PAS 63077:2016,
which is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee 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 2020
Published by BSI Standards Limited 2020

ISBN 978 0 580 99848 5
ICS 11.040.55

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 31 January 2020.

Amendments/corrigenda issued since publication

Date Text affected
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EUROPEAN STANDARD EN IEC 63077
NORME EUROPEENNE
EUROPAISCHE NORM December 2019

ICS 11.040.55

English Version

Good refurbishment practices for medical imaging equipment
(IEC 63077:2019)

Bonnes pratiques de reconditionnement pour les appareils Sachgemalfe Verfahren zur Aufarbeitung von
d'imagerie médicale medizinischen bildgebenden Geraten
(IEC 63077:2019) (IEC 63077:2019)

This European Standard was approved by CENELEC on 2019-12-18. 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,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, the
Netherlands, Norway, Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland,
Turkey and the United Kingdom.

CENELEC

European Committee for Electrotechnical Standardization
Comité Européen de Normalisation Electrotechnique
Europiisches Komitee fiir Elektrotechnische Normung

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2019 CENELEC All rights of exploitation in any form and by any means reserved worldwide for CENELEC Members.
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EN IEC 63077:2019 (E)

European foreword

The text of document 62B/1149/FDIS, future edition 1 of IEC 63077, 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 IEC 63077:2019.

The following dates are fixed:

+ latest date by which the document has to be implemented at national (dop) 2020-09-18
level by publication of an identical national standard or by endorsement

+ latest date by which the national standards conflicting with the (dow) 2022-12-18
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 shall not be held responsible for identifying any or all such patent rights.

Endorsement notice

The text of the International Standard IEC 63077:2019 was approved by CENELEC as a European
Standard without any modification.

In the official version, for Bibliography, the following notes have to be added for the standards
indicated:

IEC 60601-1:2005 NOTE Harmonized as EN 60601-1:2006 (not modified)
IEC 62353:2014 NOTE Harmonized as EN 62353:2014 (not modified)
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EN IEC 63077:2019 (E)

Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements 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.

NOTE 1 Where 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
SO 13485 - Medical devices -- Quality management EN ISO 13485 2016
systems -- Requirements for regulatory
purposes
- - +AC 2018
SO 14971 2007 Medical devices - Application of risk - -

management to medical devices
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