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FOREWORD

The text of document 62D(C0)67, as prepared by Sub-Committee 62D:
Electromedical equipment, of IEC Technical Committee 62: Electrical
equipment in medical practice, was submitted to the IEC-CENELEC
parallel vote in October 1992. . ‘

The reference document was approved by CENELEC as EN 60601 2 -26 on
5 July 1994.

‘'The foliow1n

Bt latest date, b ication of
_an identical natlonal standard \ (dop) 1995-07-01

I“wftﬁdrawal of

.ouTatest date of;
ational standards {dow) 1995-07-01

conflicting

For products which have compliediwith the relevant national standard

before 1995-07-01, as shown by the manufacturer or by a certification' SR

body, this previous standard may contlnue to apply for production
until 2000-07- 01.7

ENDORSEMENT NOTICE

The text of the Internatlonal Standard.IEC, 601 2= 26:1994 . was approved
by CENELEC as a European Standard without any modification.
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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT

Part 2: Particular requirements for the safety
of electroencephalographs

FOREWORD

1) The IEC (International Electrotechnical Commission) is a worldwide organization for Standardization
comprising all national electrotechnical committees (IEC National Committees). The object of the IEC is to
promote international cooperation on all questions concerning standardization in the electrical and
electronic fields. To this end and in addition to other activities, the IEC publishes International Standards.
. Their -preparation is entrusted to technical committees; any IEC National Committee interested in
the subject dealt with may participate in this preparatory work. International, governmental and
non-governmental organizations liaising with the IEC also participate in this preparation. The IEC
collaborates closely with the International Organization for Standardization (ISO) in accordance with

- conditions determined by agreement between the two organizations.

2) The formal decisions or agreements of the IEC on technical matters, prepared by technical committees on
which all the National Committees having a special interest therein are represented, express, as nearly as
" possible, an international consensus of opinion on the subjects dealt with.

3) They have the form of recommendations for'international use published'in the, farm/of standards, technical
reports or guides and they are accepted by the National Committees i in‘that sense.

4) In order to promote international unification;)|EC:National Committees/undertake to apply IEC International

' Standards transparently to the maximum extent possible in their national and regional standards. Any
divergence between the IEC Standard and the corresponding national or regional standard shall be clearly
indicated in the latter.

§) The IEC provides no'marking procedure'to‘indicate’its'approval and cannot be'rendered responsible for any
equipment declared to be in conformity with on®e!of its_standards.

International Standard IEC 601-2-26- has been prepared by sub-committee 62D: Electro-
medical equipment, of IEC technical committee 62: Electrical equipment “in-medical
practice.

The text of this Particular Standard is based on the following d_ocuments:

DIs - Report on voting

62D(CO)67 62D(C0)76

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

Annex AA is for information only.
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In this Particular Standard, the following print types are used:

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

—.  TERMS USED THROUGHOUT THIS PARTICULAR STANDARD WHICH HAVE BEEN DEFINED IN
CLAUSE 2 AND IN IEC 601-1: SMALL CAPITALS.
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INTRODUCTION

This Particular International Standard concerns the safety of electroencephalographs. It
amends and supplements IEC 601-1 (second edition 1988), hereinafter referred to as the
General Standard. The requirements of this Particular Standard take priority over those of
the General Standard, entitied "Medical electrical equipment — Part 1: General require-
ments for safety”.

A "General guidance and rationale" for the requirements of this Particular Standard is
included in annex AA. ' :

It is considered that a knowledge of the reasons for these requirements will not only facili-
tate the proper application of the standard but will, in due course, expedite any revision
necessitated by changes in clinical practice or as a result of developments in technology.
However, this annex does not form part of the requirements of this Standard.

An asterisk (*) by a clause or subclause number indicates that some explanatory notes are
given in the General guidance and rationale section at the end of this Particular Standard.
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MEDICAL ELECTRICAL EQUIPMENT

Part 2: Particular requirements for the safety
of electroencephalographs

SECTION ONE - GENERAL

The clauses and subclauses of this section of the General Standard apply except as
foliows:

1 Scope and object

This clause of the General Standard applies except as fellows: »
1.1* Scope

Addition:

This Standard specifies the particular safety requirements for ELECTROENCEPHALOGRAPHS
(EEG) as defined in 2.102 hereinafter and also referred t0,as EQUIPMENT:

The special requirements for other equipment also used in electroencephalography are not
covered by this Standard, for example:

— cerebral function monitors;

— phono-photic stimulators;

— EEG telemetry;

- EEG data storage and retrieval;

— EEG EQUIPMENT particularly intended for monitoring durmg electro-convulsive
therapy.

1.2 Object
Replacement:

The object of this Particular Standard is to specify particular requnrements for the safety of
ELECTROENCEPHALOGRAPHS as defined in 2.102.

1.3 Particular Standards
Addition:

‘This Particular Standard refers to IEC 601-1 (1988): Medical electrical equipment — Part 1:
General requirements for safety.

et e e
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For brevity Part 1 is referred to in this Particular Standard either as the General Standard or as the
General Requirement(s). ' - ‘

The numbering - of sections, clauses and subclauses of this Particular Standard
corresponds to that of the General Standard. The changes to the text of the General Stan-
dard are specified by the use of the following words:

"Replacement" means that the clause or subclause of the General Standard is replaced
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. :

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

Subclauses or figures which are additional to those of the Genera!l Standard are numbered
starting from 101, additional annexes are lettered AA, BB, etc. and additional items aa),
bb), etc. ' :

- The term "this Standard" is used to méke reference.to the Genera! Standard and this

Particular Standard taken together.

Where there is no corresporiding section, clause or subclause in’this Particular Standard,
the section, clause or subclause of the General Standard, although possibly not relevant,
applies without modification; where"it is" intended that any part of the General Standard,
although possibly relevant, is not to be applied, a statemient to that effect is given in this
Particular Standard. : '

2 Terminology and definitions

This cbiause of the General Standard applies except as follows:
Additional definitions:

2.101 CHANNEL

Complete system for the amplification and conditioning of potential differences between a
pair or combination of ELECTRODES.

2.102 ELECTROENCEPHALOGRAPH (EEG)

MEDICAL ELECTRICAL EQUIPMENT intended for the production of graphic recordings and/or a
visual display of electrical activity of the brain for diagnostic purposes.

2.103 ELECTRODE

Conductor applied over, or inserted into, a region of the scalp or brain to detect electrical
activity of the brain in combination with another ELECTRODE or ELECTRODES.
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2.104 NEUTRAL ELECTRODE

ELECTRODE used as. a common mode reference for differential amplifiers and/or
interference suppression which is not involved in an EEG ELECTRODE combination.

4 General requlreménts for tests

This clause of the General Standard applies except as follows:

4‘.1 1* Sequence

Amendmgnt:

It applicable, tests called for in 17.101 and 51.101 of this Particular Standard shall be
carried out in that order prior to the LEAKAGE CURRENT and dielectric strength tests
described in clauses C 24 and C 25 of appendix C of the General Standard.

5 Classlﬂcatloﬁ
This clausé of the General Standard applies except as follows:
5.6 According to the made of operation
Amendment:
Delete all but cCONTINUOUS OPERATION.
6 Identification, marking and doctiments
This cltause of the Gener_al Standard applies except as follows:
6.1 Marking on the outside of EQUIPMENT or EQUIPMENT parts
Additipn:
aa) |If applicable, marking on the panel to indicate that the ELECTROENCEPHALOGRAPH

is protected against the effects of defibrillation (see 17.101, 51.101 and appendix D of
this Particular Standard). ‘

6.8.2 Instructions for use
Addition:

aa) Advice shall be given on the following points:

1) The procedures necessary for safe operation, drawing attention in the case of
TYPE B ELECTROENCEPHALOGRAPHS to the safety hazards which may occur as a resuit
of an inadequate electrical installation.

2) The type of electrical installation to which the EQUIPMENT may be safely
connected, including the connection of any POTENTIAL EQUALIZATION CONDUCTOR.
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