BRITISH STANDARD BS EN
60601-2-45:
1999
BS
5724-2.45:1999
IEC

o ° 60601-2-45:

Medical electrical 1998

equipment —

Part 2-45: Particular requirements for

safety — Specification for

mammographic X-ray equipment and

mammographic stereotactic devices

The European Standard EN 60601-2-45:1998 has the status of a

British Standard

ICS 11.040.50
D P ¢
A W =
R, e

NO COPYING WITHOUT BSI PERMISSION EXCEPT AS PERMITTED BY COPYRIGHT LAW
Y\ W

Document Sharing Hub

Full document details: BS EN 60601-2-45:1999


http://www.avadocuments.com/doc/bs-en-60601-2-45-1999
http://www.avadocuments.com/doc/bs-en-60601-2-45-1999

BS EN 60601-2-45:1999

This British Standard, having

been prepared under the Amendments issued since publication

direction of the Health and

Environment Sector Committee,
was published under the Amd. No.
authority of the Standards

Date

Comments

Committee and comes
into effect on

15 January 1999

© BSI 05-1999

ISBN 0 580 30970 3

Documents

Full document details: BS EN 60601-2-45:1999

Document Sharing Hub


http://www.avadocuments.com/doc/bs-en-60601-2-45-1999
http://www.avadocuments.com/doc/bs-en-60601-2-45-1999

BS EN 60601-2-45:1999

Contents
Page
National foreword i1
Foreword 2
Text of EN 60601-2-45 3
Documents

Document Sharing Hub
© BSI 05-1999 1

Full document details: BS EN 60601-2-45:1999


http://www.avadocuments.com/doc/bs-en-60601-2-45-1999
http://www.avadocuments.com/doc/bs-en-60601-2-45-1999

BS EN 60601-2-45:1999

National foreword

This British Standard is the English language version of EN 60601-2-45:1998. It
is identical with IEC 60601-2-45:1998.

The UK participation in its preparation was entrusted to Technical Committee
CH/71, Diagnostic imaging equipment and accessories, which has the
responsibility to:

— aid enquirers to understand the text;

— present to the responsible international/European committee any enquiries

on the interpretation, or proposals for change, and keep the UK interests
informed,;

— monitor related international and European developments and promulgate
them in the UK.
A list of organizations represented on this committee can be obtained on request
to its secretary.

From 1 January 1997, all IEC publications have the number 60000 added to the
old number. For instance, IEC 27-1 has been renumbered as IEC 60027-1. For a
period of time during the change over from one numbering system to the other,
publications may contain identifiers from both systems.

Cross-references

Attention is drawn to the fact that CEN and CENELEC Standards normally
include an annex which lists normative references to international publications
with their correponding European publications. The British Standards which
1mplement these international or European publications may be found in the BSI
Standards Catalogue under the section entitled “International Standards
Correspondence Index”, or by using the “Find” facility of the BSI Standards
Electronic Catalogue.

Additional information. The following print types are used in this standard.
Requirements, with which compliance can be tested, and definitions: in roman
type.

Explanations, advice, general statements, exceptions and references: in small
roman type.

Test procedures: in italic type.

Terms defined in BS 5724-1 or in BS 6641: SMALL CAPITALS.

For the purposes of this British Standard, any references to IEC page numbers in
the text should be ignored.

A British Standard does not purport to include all the necessary provisions of a
contract. Users of British Standards are responsible for their correct application.

Compliance with a British Standard does not of itself confer immunity
from legal obligations.

Summary of pages

This document comprises a front cover, an inside front cover, pages 1 and 11,
the EN title page, pages 2 to 13 and a back cover.

This standard has been updated (see copyright date) and may have had
amendments incorporated. This will be indicated in the amendment table on the

inside front cover. N\ Z Mnents
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EUROPEAN STANDARD EN 60601-2-45
NORME EUROPEENNE
EUROPAISCHE NORM November 1998

ICS 11.040.50

Descriptors: Medical electrical equipment, mammographic X-ray equipment, mammographic stereotactic device, safety requirements,
protection against electric shock, protection against mechanical hazard, radiation protection, environmental conditions

English version

Medical electrical equipment
Part 2-45: Particular requirements for the safety of
mammographic X-ray equipment and mammographic
stereotactic devices

(IEC 60601-2-45:1998)

Medizinische elektrische Geréte
Teil 2-45: Besondere Festlegungen
fir die Sicherheit von
Mammographiegeriten und
mammographischen
Stereotaxi-Einrichtungen

(IEC 60601-2-45:1998)

This European Standard was approved by CENELEC on 1998-10-01.
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 Central Secretariat 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
Central Secretariat has the same status as the official versions.

CENELEC members are the national electrotechnical committees of Austria,
Belgium, Czech Republic, Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain,
Sweden, Switzerland and United Kingdom.

CENELEC

European Committee for Electrotechnical Standardization
Comité Européen de Normalisation Electrotechnique
Européiisches Komitee fur Elektrotechnische Normung

Central Secretariat: rue de Stassart 35, B-1050 Brussels

© 1998 CENELEC — All rights of exploitation in any form and by any means reserved worldwide for

CENELEC members. nee. o, ERORHMENS &
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EN 60601-2-45:1998

Documents

Foreword Contents
The text of document 62B/343/FDIS, future Page
edition 1 of IEC 60601-2-45, prepared by SC 62B, Foreword 9
Dlagngstlc imaging equlpmept, of IEQ TC 62, Section 1. General
Electrical equipment in medical practice, was )
submitted to the IEC-CENELEC parallel vote and 1 Scope and object 3
was approved by CENELEC as EN 60601-2-45 2 Terminology and definitions 3
on 1998-10-01. 6 Identification, marking and documents 4
The following dates were fixed: Section 2. Environmental conditions
— latest date by which the EN Section 3. Protection against electric shock
has to be implemented at hazards
natlopal leyel by pgbllcatlon Section 4. Protection against mechanical
of an identical national
hazards
standard or by .
endorsement (dop) 1999-07-01 21 Mechanical strength 4
— latest date by which the 22 Moving parts 6
conflicting with the EN Section 5. Protection against hazards
have to be withdrawn (dow) 2001-07-01  from unwanted or excessive radiation
Annexes designated “normative” are part of the 29  X-RADIATION 8
body of the standard. Section 6. Protection against hazards of
Annexes designated “informative” are given for ignition of flammable anaesthetic mixtures
information only. Section 7. Protection against excessive
In this standard, Annex AA and Annex ZA are temperatures and other safety hazards
normative and Annex BB and Annex ZB are Section 8. Accuracy of operating data and
informative. Annex ZA and Annex ZB have been protection against hazardous output
added by CENELEC. . .
Section 9. Abnormal operation and fault
Endorsement notice conditions; environmental tests
Section 10. Constructional requirements
The text of the International Standard : :
A AA t T logy — Ind
TEC 60601-2-45:1998 was approved by CENELEC ahex (normative) Terminology naex
E Standard without dificati of defined terms 11
as a European Standard without any modification.
P Y Annex BB (informative) Rationale for
allowing full IRRADIATION of mammograms 12
Annex ZA (normative) Normative references
to international publications with their
corresponding European publications 13
Annex ZB (informative) Other international
publications mentioned in this standard with
the references of the relevant European
publications 13
Figure 1 — Example of a TEST DEVICE for
MAMMOGRAPHIC STEREOTACTIC DEVICES 10

2

Full document details: BS EN 60601-2-45:1999

B m Sharing Hub


http://www.avadocuments.com/doc/bs-en-60601-2-45-1999
http://www.avadocuments.com/doc/bs-en-60601-2-45-1999

