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Standarder underldttar utvecklingen och héjer elscikerheten

Det finns manga fordelar med att ha gemensamma tekniska regler for bl a
sakerhet, prestanda, dokumentation, utférande och skotsel av elprodukter,
elanldggningar och metoder. Genom att utforma sadana standarder blir
sakerhetskraven tydliga och utvecklingskostnaderna rimliga samtidigt som
marknadens acceptans for produkten eller tjansten okar.

Manga standarder inom elomradet beskriver tekniska I6sningar och
metoder som astadkommer den elsakerhet som foreskrivs av svenska
myndigheter och av EU.

SEK dir Sveriges rést i standardiseringsarbetet inom elomrddet

Svenska Elektriska Kommissionen, SEK, svarar fér standardiseringen inom
elomradet i Sverige och samordnar svensk medverkan i internationell
och europeisk standardisering. SEK &r en ideell organisation med frivilligt
deltagande fran svenska myndigheter, féretag och organisationer som
vill medverka till och paverka utformningen av tekniska regler inom
elektrotekniken.

SEK samordnar svenska intressenters medverkan i SEKs tekniska
kommittéer och stddjer svenska experters medverkan i internationella
och europeiska projekt.

Stora delar av arbetet sker internationellt

Utformningen av standarder sker i allt vdsentligt i internationellt och
europeiskt samarbete. SEK ar svensk nationalkommitté av International
Electrotechnical Commission (IEC) och Comité Européen de Normalisation
Electrotechnique (CENELEC).

Standardiseringsarbetet inom SEK &r organiserat i referensgrupper
bestdende av ett antal tekniska kommittéer som speglar hur arbetet inom
IEC och CENELEC &r organiserat.

Arbetet i de tekniska kommittéerna ar 6ppet for alla svenska
organisationer, foretag, institutioner, myndigheter och statliga verk. Den
arliga avgiften for deltagandet och intékter fran forsaljning finansierar SEKs
standardiseringsverksamhet och medlemsavgift till IEC och CENELEC.

Var med och paverka!

Den som deltar i SEKs tekniska kommittéarbete har mojlighet att
paverka framtida standarder och far tidig tillgang till information och
dokumentation om utvecklingen inom sitt teknikomrade. Arbetet och
kontakterna med kollegor, kunder och konkurrenter kan gynnsamt
paverka enskilda foretags affarsutveckling och bidrar till deltagarnas egen
kompetensutveckling.

Du som vill dra nytta av dessa mojligheter ar valkommen att kontakta
SEKs kansli for mer information.

SEK
Box 1284
164 29 Kista
Tel 08-444 14 00
www.sekom.se
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Foreword

The text of document 62A/312/FDIS, future edition 2 of IEC 60601-1-1, prepared by SC 62A, Common
aspects of electrical equipment used in medical practice, of IEC TC 62, Electrical equipment in
medical practice, was submitted to the IEC-CENELEC parallel vote and was approved by CENELEC
as EN 60601-1-1 on 2000-12-01.

This European Standard supersedes EN 60601-1-1:1993 + A1:1996.

The following dates were fixed:

— latest date by which the EN has to be implemented
at national level by publication of an identical
national standard or by endorsement (dop) 2001-10-01

— latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 2003-12-01

This European Standard is a Collateral Standard to EN 60601-1:1990, hereinafter referred to as the
General Standard, and is the first of a series of Collateral Standards amplifying the General Standard.

In the 60601 series of publications, Collateral Standards specify general requirements for safety

applicable to

— a group of MEDICAL ELECTRICAL EQUIPMENT (for example, radiological equipment);

— a specific characteristic of all MEDICAL ELECTRICAL EQUIPMENT, not fully addressed in the General
Standard (for example, electromagnetic compatibility).

The numbering of sections, clauses and subclauses of this Collateral Standard corresponds with that
of the General Standard.

Subclauses and figures which are additional to those of the General Standard are numbered starting
from 201; additional annexes are lettered AAA, BBB, etc.

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

— requirements, compliance with which can be tested and definitions: in roman type;

— explanations, advice, general statements, exceptions and references: in smaller roman type;

— test specifications: in italic type;

— TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR OF THIS COLLATERAL STANDARD: SMALL
CAPITALS.

The requirements are followed by specifications for the relevant tests.

Some provisions or statements in the body of this Collateral Standard require additional information.
Such information is presented in the informative annex AAA, General guidance and rationale. An
asterisk (*) at the left margin of a clause or subclause indicates the presence of additional information.

Annexes designated "normative" are part of the body of the standard.

Annexes designated "informative" are given for information only.

In this standard, annexes EEE and ZA are normative and annexes AAA, BBB, FFF and ZB are
informative.

Annexes ZA and ZB replace annexes CCC and DDD of IEC 60601-1-1:2000.

Endorsement notice

The text of the International Standard IEC 60601-1-1:2000 was approved by CENELEC as a
European Standard without any modification.
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Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

This European Standard incorporates by dated or undated reference, provisions from other
publications. These normative references are cited at the appropriate places in the text and the
publications are listed hereafter. For dated references, subsequent amendments to or revisions of any
of these publications apply to this European Standard only when incorporated in it by amendment or
revision. For undated references the latest edition of the publication referred to applies (including
amendments).

NOTE  When an international publication has been modified by common modifications, indicated by (mod), the relevant
EN/HD applies.

Publication Year Title EN/HD Year

IEC 60083 1997 Plugs and socket-outlets for domestic - -
and similar general use standardized in
member countries of IEC

IEC 60529 1989 Degrees of protection provided by EN 60529 1991
enclosures (IP Code)
IEC 60601-1 1988 Medical electrical equipment EN 60601-1 1990
Part 1: General requirements for safety + corr. July 1994
A1 1991 A1 1993
+ corr. July 1994
A2 1995
+ corr. June 1995 A2 1995
A13 1996
IEC 60884-1 1994  Plugs and socket-outlets for household - -

and similar purposes
Part 1: General requirements

A1 1994 - -
A2 1995 - -
IEC 60989 1991 Separating transformers, - -

autotransformers, variable transformers
and reactors
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Publication Year
IEC 60065 (mod) 1998

IEC 60335-1 1991
(mod)
A1 (mod) 1994

IEC 60601-1-4 1996

A1 1999
IEC 60825-1 1993
A1 1997

IEC 60950 (mod) 1999
+ corr. January 2000

IEC 61010-1 1990
(mod)

+ A1 (mod) 1992
A2 1995
ISO 7767 1997
ISO 8185 1997
ISO 8359 1996
ISO 9918 1993
ISO 10079-1 1991
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Annex ZB
(informative)

Bibliography

Title

Audio, video and similar electronic
apparatus - Safety requirements

Safety of household and similar
electrical appliances
Part 1: General requirements

Medical electrical equipment

Part 1-4: General requirements for
safety -- Collateral standard:
Programmable electrical medical
systems

Safety of laser products
Part 1: Equipment classification,
requirements and user's guide

Safety of information technology
equipment

Safety requirements for electrical
equipment for measurement, control
and laboratory use

Part 1: General requirements

Oxygen monitors for monitoring patient

breathing mixtures -
Safety requirements

Humidifiers for medical use - General
requirements for humidification systems

Oxygen concentrators for medical use

Safety requirements

Capnometers for use with humans -
Requirements

Medical suction equipment
Part 1: Electrically powered suction
equipment - Safety requirements

1) EN 61010-1:1993 + A2:1995 are superseded by EN 61010-1:2001, which is based on IEC 61010-1:2001.

EN/HD
EN 60065

EN 60335-1
+ corr. January

A1l

EN 60601-1-4

A1l

EN 60825-1
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A2"

EN ISO 8185

EN ISO 10079-1
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MEDICAL ELECTRICAL EQUIPMENT —

Part 1-1: General requirements for safety —
Collateral Standard:
Safety requirements for medical electrical systems

SECTION ONE — GENERAL

1 Scope and object
*1.201 Scope

This standard applies to the safety of MEDICAL ELECTRICAL SYSTEMS, as defined in 2.201. It
describes the safety requirements necessary to provide protection for the PATIENT, the
OPERATOR and surroundings.
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