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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT —

Part 2-46: Particular requirements for the basic safety
and essential performance of operating tables

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardization con >risi 1
all national electrotechnical committees (IEC National Committees). The object of IEC is to wvro.rote
international co-operation on all questions concerning standardization in the electrical and elertroiic fie 1s. To
this end and in addition to other activities, IEC publishes International Standards, Technica, spe.ifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter referrea to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National Cammittee interested
in the subject dealt with may participate in this preparatory work. International, govel ymental and non-
governmental organizations liaising with the IEC also participate in this preparation. |EC ~a laborates closely
with the International Organization for Standardization (ISO) in accordance with co. dition determined by
agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters express, as niurly ¢ s possible, an international
consensus of opinion on the relevant subjects since each technical commitice bas representation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for international '<~.=2nd are accepted by IEC National
Committees in that sense. While all reasonable efforts are made t_ ens re that the technical content of IEC
Publications is accurate, IEC cannot be held responsible far tt2 wey in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC National C.mm. tees undertake to apply IEC Publications
transparently to the maximum extent possible in their/nationa! and regional publications. Any divergence
between any IEC Publication and the corresponding natio. al o regional publication shall be clearly indicated in
the latter.

IEC itself does not provide any attestation of coi formity. Independent certification bodies provide conformity
assessment services and, in some areas, acci s ) IEC marks of conformity. IEC is not responsible for any
services carried out by independent certificatian ou.2s.

All users should ensure that they have th¢ la’est edition of this publication.

No liability shall attach to IEC or its G recw. =, employees, servants or agents including individual experts and
members of its technical committees anu 'EC National Committees for any personal injury, property damage or
other damage of any nature wk~tso>ver, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of the .chlicaion, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is drawn to the 'lormauve references cited in this publication. Use of the referenced publications is
indispensable for the ~_-rec. application of this publication.

Attention is drawn tc the )ossibility that some of the elements of this IEC Publication may be the subject of
patent rights. IEC shali ~ot be held responsible for identifying any or all such patent rights.

International standard IEC 60601-2-46 has been prepared by IEC subcommittee 62D
Electromedival cquipment, of IEC technical committee 62: Electrical equipment in medical
practice

This third 2dition cancels and replaces the second edition published in 2010 and constitutes a
technical revision. This edition of IEC 60601-2-46 was revised to align structurally with the
2905 edition of IEC 60601-1 and with IEC 60601-1:2005/AMD1:2012.

The text of this standard is based on the following documents:

FDIS Report on voting

62D/1365/FDIS 62D/1371/RVD

Full information on the voting for the approval of this standard can be found in the report on
voting indicated in the above table.


https://www.stdhive.com/standards/iec-60601-2-46-ed-30-b2016-pdf/

-4 - IEC 60601-2-46:2016 © IEC 2016
This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this standard, the following print types are used:

— Requirements and definitions: roman type.
— Test specifications: italic type.

— Informative material appearing outside of tables, such as notes, examples and references: in smaller type.
Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD OR AS
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term
“clause” means one of the numbered divisions within the table of contents, inclusive ot all
subdivisions (e.g. Clause 7 includes subclauses 7.1, 7.2, etc.);

“subclause” means a numbered subdivision of a clause (e.g. 7.1, 7.2 and 7.2.1 are all
subclauses of Clause 7).

References to clauses within this standard are preceded by the term “C'ausc” followed by the
clause number. References to subclauses within this particular stencard arc by number only.

In this standard, the conjunctive “or” is used as an “inclusive 0"’ so a statement is true if any
combination of the conditions is true.

The verbal forms used in this standard conform to uzag> ac=<ribed in Annex H of the ISO/IEC
Directives, Part 2. For the purposes of this standard, w.e a:!xiliary verb:

“shall” means that compliance with a requirer.ent or a test is mandatory for compliance
with this standard;

— “should” means that compliance with a r2qu.vement or a test is recommended but is not
mandatory for compliance with this stai g« d;

— “may” is used to describe a permiscible way to achieve compliance with a requirement or
test.

An asterisk (*) as the first charac er of a title or at the beginning of a paragraph or table title
indicates that there is guidainc 2 or rationale related to that item in Annex AA.

A list of all parts of tha I.C 60601 series, published under the general title Medical electrical
equipment, can be “hun.' on the IEC website.

The committez 1.3s decided that the contents of this publication will remain unchanged until
the stabilitx u>te indicated on the IEC website under "http://webstore.iec.ch” in the data
related to the specific publication. At this date, the publication will be
e < reoarfirmed,
e w.hdrawn,

replaced by a revised edition, or

s amended.
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INTRODUCTION

This particular standard concerns the BASIC SAFETY and ESSENTIAL PERFORMANCE of OPERATING
TABLES. It amends and supplements IEC 60601-1 (third edition, 2005) and its Amendment 1
(IEC 60601-1:2005/AMD1:2012), hereinafter referred to as the general standard.

The aim of this third edition is to bring this particular standard up to date with reference to the
third edition of the general standard through reformatting and technical changes.

The requirements of this particular standard take priority over those of the general standard.

A “General guidance and rationale” for the more important requirements of this particular
standard is included in Annex AA. It is considered that knowledge of the reasons far resc
requirements will not only facilitate the proper application of the standard but will, .n aue
course, expedite any revision necessitated by changes in clinical practice or &= a -esult of
developments in technology. However, Annex AA does not form part of the requi.2ments of
this Standard.
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MEDICAL ELECTRICAL EQUIPMENT —

Part 2-46: Particular requirements for the basic safety
and essential performance of operating tables

201.1 Scope, object and related standards
Clause 1 of the general standard?l) applies, except as follows:

201.1.1 Scope

Replacement:

This particular standard specifies safety requirements for OPERATING TABLZS. wvhether or not
having electrical parts, including TRANSPORTERS, used for the transportatich ot \he OPERATING
TABLE top to or from the base or pedestal of an OPERATING TABLE with (etachaule OPERATING
TABLE top.

NOTE See also 4.2 of the General Standard.
This particular standard does not apply to

— dental PATIENT chairs;

— examination chairs and couches;

— PATIENT-supporting systems of diagnostic and ti.2rupeutic devices; (see IEC 60601-2-43)
— OPERATING TABLE heating blankets; (see 'EC 80601-2-35)

— PATIENT transfer equipment;

— delivery tables and beds;

— medical beds; (see IEC 60601-2-5.2}

— field tables.

If OPERATING TABLES will be vserl in combination with diagnostic and/or therapeutic devices the
relevant requirements ¢¢ eac:: related particular standard are also applicable.

201.1.2 Obje -t

Replacement:

The object ¢¢ this particular standard is to establish particular BASIC SAFETY and ESSENTIAL
PERFORI'ANCE requirements for OPERATING TABLES as defined in 201.3.201.

~01..3 Collateral standards

~Adition:

This particular standard refers to those applicable collateral standards that are listed in
Clause 2 of the general standard and Clause 201.2 of this particular standard.

D The general standard is IEC 60601-1:2005/AMD1:2012, Medical electrical equipment — Part 1: General
requirements for basic safety and essential performance.
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