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Descripté Medical electrical equipment, operating tables, safety requirements, protection against electric shock, protection
against mechanical hazard, radiation protection, fire protection, environmental conditions

o English version
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This European Standard was approved by CENELEC on 1@ 8-01.CENELEC members are bound to
comply with the CEN/CENELEC Internal Regulations whi ipulate the conditions for giving this
European Standard the status of a national standard withou

@alteration.
Up-to-date lists and bibliographical references concerning such vﬁlal standards may be obtained on
application to the Central Secretariat or to any CENELEC member

man). A version in any other
into its own language and

This European Standard exists in three official versions (English, Fren
language made by translation under the responsibility of a CENELEC me
notified to the Central Secretariat has the same status as the official v

CENELEC members are the national electrotechnical committees of Austria? Bel , Czech Republic,
Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy, Luxembour&‘&erlands, Norway,

Portugal, Spain, Sweden, Switzerland and United Kingdom. ﬁ
European Committee for Electrotechnical Standardization
Comité Européen de Normalisation Electrotechnique

Europdisches Komitee fiir 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.
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Foreword

SC ,‘Electromedical equipment, of IEC TC 62, Electrical equipment in medical practice,
was ({bmitted to the IEC-CENELEC parallel vote and was approved by CENELEC as
EN 6088-2-46 on 1998-08-01.

The follov@’dates were fixed:

T%st of document 62D/276/FDIS, future edition 1 of IEC 60601-2-46, prepared by

- latest da which the EN has to be implemented

at national by publication of an identical

national standatd or by endorsement (dop) 1999-05-01
- latest date by iCh the national standards conflicting

with the EN have withdrawn (dow) 2001-05-01

Annexes designated "nc@ jve" are part of the body of the standard.
Annexes designated "inford&ve" are given for information only.

In this standard, annex ZA i ative and annex AA is informative.
-Annex ZA has been added by ELEC.

j@rsement notice

The text of the International Standard | @)601-2-46:1 998 was approved by CENELEC as
a European Standard without any modifi ﬁ
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Annex ZA (normative)

) Normative references to international publications
6/ . with their corresponding European publications

This pean Standard incorporates by dated or undated reference, provisions from other
publicatio hese normative references are cited at the appropriate places in the text and
the puin(Q}s are listed hereafter. For dated references, subsequent amendments to or
revisions of of these publications apply to this European Standard only when incorporated
in it by amen@nt or revision. For undated references the latest edition of the publication
referred to app |@ncluding amendments).

NOTE: When an intefnational publication has been modified by common modifications, indicated by (mod), the °
relevant EN/HD appli

Publication Year @/( EN/HD Year

*

Addition to annex ZA of EN 60@1 :1990/A2:19956:

IEC 60601-2-2 1991 Medical elegtrical equipment EN 60601-2-2 1993
Part 2: Pdrticular requirements for the safety
of high frequengy surgical equipment
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{? Consolidated publications

Numbering
)S As from 1 January 1997 all IEC publications are issued with a designation in the

‘ omsolidated versions of some |EC publications including amendments are
8vailable. For example, edition numbers 1.0, 1.1 and 1.2 refer, respectively, to the
@ publication, the base publication incorporating amendment 1 and the base
publieation incorporating amendments 1 and 2.

Validi his publication

The techni tent of IEC publications is kept under constant review by the IEC,
thus ensurin@ the content reflects current technology.

Information rel gJio the date of the reconfirmation of the publication is available
in the IEC catalo

L

Information on the su under consideration and work in progress undertaken by
the technical committe ich has prepared this publication, as well as the list of
publications issued, is to be f;ind at the following IEC sources:

* |EC web site*

» Catalogue of IEC publicati
Published yearly with r dates
(On-line catalogue)*

* |EC Bulletin

Available both at the IEC web gerand‘as a printed periodical

Terminology, graphical and letter sy@ls

For general terminology, readers are re to IEC 60050: International
Electrotechnical Vocabulary (IEV).

For graphical symbols, and letter symbols and
general use, readers are referred to publications
used in electrical technology, |EC 60417: Graphical s
Index, survey and compilation of the single sheets and |
for diagrams.

approved by the IEC for
7: Letter symbols to be
Is for use on equipment.
7: Graphical symbols

* See web site address on title page. Q/
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6)

Electromedical equipment, of IEC technical committ

. MEDICAL ELECTRICAL EQUIPMENT —
-46: Particular requirements for the safety of operating tables

o FOREWORD

The IEC (Internati@nhal Electrotechnical Commission) is a worldwide organization for standardization comprising
all national elect ical committees (IEC National Committees). The object of the IEC is to promote
international co-operétigf.on all questions concerning standardization in the electrical and electronic fields. To
this end and in addi other activities, the IEC publishes International Standards. Their preparation is
entrusted to technical |ttees any IEC National Committee interested in the subject dealt with may

participate in this prepa work. International, governmental and non-governmental organizations liaising
with the IEC also part|C|pat is preparation. The IEC collaborates closely with the International Organization
for Standardization (ISO) ordance with conditions determined by agreement between the two

organizations.

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

The documents produced have the forn@commendations for international use and are published in the form
of standards, technical reports or guides @nd they are accepted by the National Committees in that sense.

In order to promote international unificatj C National Committees undertake to apply IEC International
Standards transparently to the maximum possible in their national and regional standards. Any
divergence between the IEC Standard and tHe esponding national or regional standard shall be clearly
indicated in the latter. &

The IEC provides no marking procedure to mdlcatéaaaproval and cannot be rendered responsible for any
equipment declared to be in conformity with one of its dards.

Attention is drawn to the possibility that some of the el@ of this International Standard may be the subject
of patent rights. The IEC shall not be held responsible foridgntifying any or all such patent rights.

Electrical equipment in medical

International Standard I|IEC 60601-2-46 has been ;repared by subcommittee 62D:

practice, and CENELEC.

The text of this Particular Standard is based on the folIowing@uments:

FDIS Report on voti

62D/276/FDIS 62D/290/RVD Q’k

voting indicated in the above table.

Full information on the voting for the approval of this standard can b%}in the report on

Annex AA is for information only. 6

In this Particular Standard, the following print types are used:

requirements, compliance with which can be tested, and definitions: in roman type,
notes, explanations, advice, introductions, general statements, exceptions and references: in smaller,
test specifications: in italic type.

TERMS USED THROUGHOUT THIS PARTICULAR STANDARD WHICH HAVE BEEN DEFINED IN CLAUSE 2
AND IN IEC 60601-1: SMALL CAPITALS.

A bilingual version of this standard may be issued at a later date.
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INTRODUCTION

Me electrical equipment — Part 1: General requirements for safety, as amended by its

®
ame

TbA rticular Standard amends and supplements IEC 60601-1 (second edition, 1988):
r?%;[ 1 (1991) and its amendment 2 (1995), hereinafter referred to as the General
Stan

ee 1.3).

This Parti tandard is necessary because of the special attention which has to be given to
features o 6RATING TABLES which are used together with OTHER MEDICAL ELECTRICAL

EQUIPMENT. O

Additional requireém for safety, beyond those stated in the General Standard, are specified.

An asterisk (*) besid use or subclause number indicates that some explanatory notes are
given in annex AA at th of this Particular Standard.
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MEDICAL ELECTRICAL EQUIPMENT —
Part 2-46: Particular requirements for the safety of operating tables

A

/‘ Section one — General

The claﬁﬁgs and subclauses of this section of the General Standard apply except as follows:

1 s ?,a@ob'
cope ject
Q

This clause of theéneral Standard applies, except as follows:

1.1 Scope z

Addition: ®

This Particular Standard sp(ﬁﬁes‘ safety requirements for OPERATING TABLES, as defined in
2.12.101, whether or not havi electrical parts, including TRANSPORTERS, as defined in
2.12.104, used for the transpoﬁ\n of the table top to or from the base or pedestal of an
OPERATING TABLE with detachable®table top.

This Particular Standard does not apply tf

7

— examination chairs and couches; ®

— dental patient chairs;

— patient-supporting systems of diagnostic a@erapeutic devices;
— operating table heating blankets; ®

— patient transfer equipment; é

— delivery tables and beds;

— hospital beds;

— field tables.

1.3 Particular Standards %
/\

Addition:

This Particular Standard refers to IEC 60601-1 (1988): Medical ele;‘ | equipment — Part 1:
General requirements for safety as amended by its amendments 1 (1 nd 2 (1995).

For brevity, part 1 is referred to in this Particular Standard either as the 'Qr:er | Standard" or
as the "General Requirements(s)".

that of the General Standard. The changes to the text of the General Standard are ified by
the use of the following words.

The numbering of sections, clauses and subclauses of this Particular Standaﬁdérre%gonds to

"Replacement” means that the clause or subclause of the General Standard is repldac
completely by the text of this Particular Standard.

"Addition" means that the text of this Particular Standard is additional to the requirements of
the General Standard.
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"Amendment" means that the clause or subclause of the General Standard is amended as
indicated by the text of this Particular Standard.

S%uses or figures which are additional to those of the General Standard are numbered
startipg from 101, additional annexes are lettered AA, BB, etc., and additional items aa), bb), etc.
.

The t his Standard" is used to make reference to the General Standard and this Particular
Standard’taken together.

Where ther;' o corresponding section, clause or subclause in this Particular Standard, the
section, clau subclause of the General Standard, although possibly not relevant, applies
without modificafion; where it is intended that any part of the General Standard, although possibly
relevant, is not todfe applied, a statement to that effect is given in this Particular Standard.

The requirements o@articular Standard take priority over those of the General Standard.

An asterisk (*) beside a or subclause number indicates that some explanatory notes are
given in the "General guida /nd rationale" section at the end of this Particular Standard.
L 2

2 Terminology and definitio/@
This clause of the General Standar@plies, except as follows:

Additional definitions: ’O/Q
2.12.101 @

OPERATING TABLE (hereinafter also referred to QUIPMENT)
A PATIENT-supporting table for general, surgic yedical procedures

2.12.102 S@
MOBILE OPERATING TABLE

An OPERATING TABLE intended to be moved from one Iow to another

2.12.103

NORMAL POSITION

The position of the OPERATING TABLE top with all sections set i horizontal position

2.12.104 A

TRANSPORTER

A device intended for the transportation of the table top, with or wit PATIENT in place, to

or from the base or pedestal of an OPERATING TABLE, or the transpQ@rtation of the table top
complete with the base, again with or without the PATIENT in place

NOTE - This does not include devices intended to simply transport the PATIENT from one Ioca‘t'éo another without

the transfer of parts associated with an OPERATING TABLE.





