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7\6 . Foreword

The text of {E&m 62D/192/FDIS, future edition 1 of IEC 601-2-38, prepared by
SC 62D, Electrom quipment, of IEC TC 62, Electrical equipment in medical practice,
was submitted to t ENELEC parallel vote and was approved by CENELEC as
EN 60601-2-38 on 19966

The following dates were fixed: : 7

- latest date by which the EN has '§

emented
at national level by publication of an i ti?T
national standard or by endorsement S {dop) 1997-07-01
- latest date by which the national standards con g
with the EN have to be withdrawn ,0 (dow) 1998-06-13

Annexes designated "normative” are part of the body of the Q rd.
Annexes designated "informative" are given for information only. /
In this standard, annex ZA is normative and annexes AA and BB are @%ﬁive.

Annex ZA has been added by CENELEC.
Endorsement notice @

The text of the International Standard IEC 601-2-38:1996 was approved by CENELEC as
a European Standard without any modification.
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EN 60601-2-38:1996

7\6/ * Annex ZA (normative)

ative references to international publications
6their corresponding European publications

This European Standard ir@ ofates by dated or undated reference, provisions from other
publications. These normati ces are cited at the appropriate places in the text and
the publications are listed hereaf dated references, subsequent amendments to or
revisions of any of these publica Z?Fy to this European Standard only when

incorporated in it by amendment or revisi orundated references the latest edition of
the publication referred to applies (includin aﬂsfiments).

NOTE: When an international publication has been modified @mmon maodifications, indicated by {mod),

the relevant EN/HD applies. 0

@%HQ Year
L 4

Addition to (replacement in) annex ZA of EN 60601-1:1990/A2:1995: /G

Publication Year Title

iEC 529 1989 Degrees of protection provided by EN 6052” 1991
enciosures ({IP Code) + corr. May Q 93
IEC 601-1 1988 Medical electrical equipment EN 60601-1 0
Part 1: General requirements for safety + corr. July 199 @
Al 1991 Al 1993 /‘
+ corr. July 1994 6/
A2 1995 A2 1995 6
A13 1996

IEC 601-1-1 1992 1. Collateral standard: Safety requirements EN 60601-1-1 1993
for medical electrical systems

[EC 601-1-2 1993 2. Collateral standard: Electromagnetic EN 60601-1-2 1993
compatibility - Requirements and tests

ISO 2204 1979 Acoustics - Guide to International Standards - -
on the measurement of airborne acoustical
noise and evaluation of its effects on
human beings
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This amendment A1 modifies the European Standard EN 60601-2-38:19986; it was approved by
CENELEC on 2000-01-01. CENELEC members are bound to comply with the CEN/CENELEC Internal
Regulations which stipulate the conditions for giving this amendment the status of a national standard
without any alteration.

Up-to-date lists and bibliographical references concerning such national standards may he cbtained on
application to the Central Secretariat or to any CENELEC member.

This amendment exists in three official versicns {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 ta the Central Secretariat has the same status as the official versions.

CENELEC members are the national electratechnical committees of Austria, Belgium, Czech Republic,
Denmark, Finland, France, Germany, Greece, lceland, Ireland, ltaly, Luxembourg, Netherlands, Norway,
Partugal, Spain, Sweden, Switzerland and United Kingdom.

CENELEC

European Committee for Electrotechnical Standardization
Comité Européen de Normalisation Electrotechnique
EFuropdisches Komitee fir Elektrotechnische Normung

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

© 2000 CENELEC - Ali rights of exploitation in any form and by any means reserved worldwide for CENELEC members.

Ref. No. EN 60603-2-38:1996/A1:2000 E
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EN 60601-2-38:1996/A1:2000

7\6 . Foreword

The text of docu&nt 8 /336/FDI8 future amendment 1 to IEC 60601-2-38, prepared by
SC 62D, Electromedl ¢l |pment of IEC TC 62, Electrical equipment in medical practice,

was submitted to the NELEC parallel vote and was approved by CENELEC as
amendment A1 to EN 606 1996 on 2000-01-01.

The following dates were fixed:
- latest date by which the amendme% e |mplemented
at national level by publication of an lde
national standard or by endorsement {dop} 2000-10-01

- latest date by which the national standards conflic@

with the amendment have to be withdrawn (dow) 2003-01-01

Annexes designated "normative” are part of the body of the sta b
Annexes designated "informative" are given for information only.
In this standard, annex ZA is normative and annexes AA and BB are mf@%

Annex ZA has been added by CENELEC.

The text of amendment 1:1999 to the International Standard IEC 60601-2-38:1996 was /‘6/

Endorsement notice

approved by CENELEC as an amendment to the European Standard without any modification.



Page 3
EN 60601-2-38:1996/A1:2000

7\6 . Annex ZA {(normative)
/S Ncr;native references to international publications

their corresponding European publications

This European Standard in rates by dated or undated reference, provisions from other
publications. These normativea ces are cited at the appropriate places in the text and
the publications are listed hereaftsf. dated references, subsequent amendments to or
revisions of any of these publications a@ this European Standard only when incorporated
in it by amendment or revision. For undate ferences the latest edition of the publication
referred to applies (including amendments). /S

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

Publication Year Title 4 w Year
¢

Addition to (replacement in) annex ZA of EN 60601-1:1990/A2:1995: &

IEC 60601-1-4 1996 Medical electrical equipment EN 606 4 1996
Part 1-4: General requirements for safety

Collateral standard: Programmable electrical 9@0

medical systems

SO 14971-1 1998 Medical devices - Risk management - -
Part 1: Application of risk management to
medical devices
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Validité de la présente publication
I

L%u technique des publications de la CEIl est cons-
tamm evu par la CEI afin qu'il reflete I'état actuel de
la te€hnigle o

Des rens@ments relatifs a la date de reconfirmation de
la publica sont disponibles auprés du Bureau Central de
la CEL

Les renseignem relatifs a ces révisions, a I'établis-
sement des éditio isées et aux amendements peuvent

étre obtenus auprés{des Comités nationaux de la CEIl et
dans les documents ci-@éssgus:

* BulletindelaC
* Annuaire de la CEI
Publié annuellement ®

e Catalogue des publica@ la CEI
Publié annuellement et misfay régulierement

4

Terminologie {S}

En ce qui concerne la terminologie générale, teur se
reportera a la CEl 50: Vocabulaire Electrotec e Inter-

national (VEI), qui se présente sous forme de chapitres
séparés traitant chacun d'un sujet défini. De; iIs
complets sur le VEI peuvent étre obtenus sur dernfane

Voir également le dictionnaire multilingue de la CEIl.

Les termes et définitions figurant dans la présente publi-
cation ont été soit tirés du VEI, soit spécifiguement
approuvés aux fins de cette publication.

Symboles graphiques et littéraux

Pour les symboles graphiques, les symboles littéraux et les
signes d'usage général approuvés par la CEl, le lecteur
consultera:

— la CEl 27: Symboles littéraux a utiliser en
électro-technique;

— la CEIl 417: Symboles graphiques utilisables
sur le matériel. Index, relevé et compilation des
feuilles individuelles;

— la CEl 617: Symboles graphiques pour
schémas;

et pour les appareils électromédicaux,

— la CElI 878: Symboles graphiques pour
équipements électriques en pratique médicale.

Les symboles et signes contenus dans la présente publi-
cation ont été soit tirés de la CEl 27, de la CEIl 417, de la
CEI 617 et/ou de la CEI 878, soit spécifiquement approuvés
aux fins de cette publication.

Publications de la CEI établies par le
méme comité d'études

L'attention du lecteur est attirée sur les listes figurant a la fin
de cette publication, qui énumerent les publications de la
CEl préparées par le comité d'études qui a établi la
présente publication.

Validity of this publication

The technical content of IEC publications is kept under
constant review by the IEC, thus ensuring that the content
reflects current technology.

Information relating to the date of the reconfirmation of the
publication is available from the IEC Central Office.

Information on the revision work, the issue of revised
editions and amendments may be obtained from IEC
National Committees and from the following IEC
sources:

* |EC Bulletin

* |EC Yearbook
Published yearly

e Catalogue of IEC publications
Published yearly with regular updates

Terminology

For general terminology, readers are referred to IEC 50:
International Electrotechnical Vocabulary (IEV), which is
issued in the form of separate chapters each dealing
with a specific field. Full details of the IEV will be
supplied on request. See also the IEC Multilingual
Dictionary.

The terms and definitions contained in the present publi-

/ation have either been taken from the IEV or have been
@cifically approved for the purpose of this publication.

C@bical and letter symbols

For gr I symbols, and letter symbols and signs
appr e |IEC for general use, readers are referred to
publication§:

- IEC :
technology;

tter symbols to be used in electrical

- |IEC 417: A‘phical symbols for use on

equipment. Inde rvey and compilation of the
single sheets;

- |EC 617: Graphl(@nbols for diagrams;
and for medical electrical equipgnt

— |EC 878: Graphical syma‘ electromedical
equipment in medical practice

The symbols and signs contained in the pr. t publication
have either been taken from IEC 27, IEC\417, JEC 617
and/or IEC 878, or have been specifically approyed far the

purpose of this publication.

IEC publications prepared by the sam
technical committee

The attention of readers is drawn to the end pages of this
publication which list the IEC publications issued by the
technical committee which has prepared the present
publication.
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COMMISSION ELECTROTECHNIQUE INTERNATIONALE

.
{p Partie 2 : Regles particulieres de sécurité
des lits d’hépital électriques

)‘S APPAREILS ELECTROMEDICAUX —

AVANT-PROPOS

La CEl (Co
composée de I'
pour objet de fav
domaines de I'élect
Internationales. Leur
national intéressé par
non gouvernementales,
étroitement avec I'Organis
entre les deux organisations.

ion Electrotechnique Internationale) est une organisation mondiale de normalisation
le des comités électrotechniques nationaux (Comités nationaux de la CEl). La CEl a
la coopération internationale pour toutes les questions de normalisation dans les
et de I'électronique. A cet effet, la CEl, entre autres activités, publie des Normes

ation est confiée a des comités d'études, aux travaux desquels tout Comité
& t traité peut participer. Les organisations internationales, gouvernementales et
@ison avec la CEIl, participent également aux travaux. La CEIl collabore
a Wernationale de Normalisation (ISO), selon des conditions fixées par accord

.

Les décisions ou accords offic/ la CEIl concernant les questions techniques, représentent, dans la
mesure du possible un accord i national sur les sujets étudiés, étant donné que les Comités nationaux
intéressés sont représentés dans cha@omité d’études.

Les documents produits se présenten®¥sous la forme de recommandations internationales. Ils sont publiés
comme normes, rapports techniques ou gui et agréés comme tels par les Comités nationaux.

Dans le but d'encourager l'unification internwle, les Comités nationaux de la CEl s'engagent a appliquer

de facon transparente, dans toute la mesure po e, les Normes internationales de la CEIl dans leurs normes
nationales et régionales. Toute divergence e norme de la CEl et la norme nationale ou régionale
correspondante doit étre indiquée en termes clairs gette derniére.

La CEl n’a fixé aucune procédure concernant
responsabilité n’est pas engagée quand un matériel e

arquage comme indication d’approbation et sa
ré conforme & I'une de ses normes.

L'attention est attirée sur le fait que certains des éléme a présente Norme internationale peuvent faire
I'objet de droits de propriété intellectuelle ou de droits analogues. La CEIl ne saurait étre tenue pour
responsable de ne pas avoir identifié de tels droits de propriété e ne pas avoir signalé leur existence.

La Norme internationale CEIl 601-2-38 a été établie @Ie sous-comité 62D: Appareils

électromédicaux, du comité d'études 62 de la CEIl: Equipe s électriques dans la pratique

médicale. ®
/\

Le texte de cette norme est issu des documents suivants:

D
FDIS Rapport de vote \7%
A J

62D/192/FDIS 62D/214/RVD @

Le rapport de vote indiqué dans le tableau ci-dessus donne toute informatio@r le vote ayant

abouti a I'approbation de cette Norme particuliere.

<

Les annexes AA et BB sont données uniquement a titre d’information.

Dans la présente Norme Particuliére, les caractéres d’'imprimerie suivants sont utilis

prescriptions dont la conformité peut étre établie et définitions: caractéres romai

L
notes, explications, conseils, introductions, énoncés de portée générale, exceptions et référence&s

caracteres romains;

modalités d'essai: caracteres italiques;
TERMES DEFINIS A L'ARTICLE 2 DE LA NORME GENERALE CEIl 601-1 OU DANS LA PRESENTE

NORME PARTICULIERE: PETITES CAPITALES.
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International Standard IEC 601-2-38 has been prep
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INTERNATIONAL ELECTROTECHNICAL COMMISSION

.
{p Part 2: Particular requirements for the safety of
electrically operated hospital beds

)S MEDICAL ELECTRICAL EQUIPMENT -

o FOREWORD

tional Electrotechnical Commission) is a worldwide organization for standardization
onal electrotechnical committees (IEC National Committees). The object of the IEC is to
o-operation on all questions concerning standardization in the electrical and electronic
in addition to other activities, the IEC publishes International Standards. Their
o technical committees; any IEC National Committee interested in the subject dealt
with may participate i @reparatory work. International, governmental and non-governmental organizations
liaising with the IEC al ticipate in this preparation. The IEC collaborates closely with the International
Organization for Standardé?lSO) in accordance with conditions determined by agreement between the
m

promote interna
fields. To this e
preparation is entruste

two organizations.

international consensus of opini he relevant subjects since each technical committee has representation
from all interested National Commj S.

The documents produced have the f f recommendations for international use and are published in the
form of standards, technical reports uides and they are accepted by the National Committees in that

The formal decisions or agrée Et% of the IEC on technical matters express, as nearly as possible, an

sense.
In order to promote international unific C National Committees undertake to apply IEC International
Standards transparently to the maximum eht possible in their national and regional standards. Any

divergence between the IEC Standard and th responding national or regional standard shall be clearly
indicated in the latter.

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

Attention is drawn to the possibility that some of t ents of this International Standard may be the
subject of patent rights. The IEC shall not be held respon%or identifying any or all such patent rights.
ared

by subcommittee 62D: Electro-medical

equipment, of IEC technical committee 62: Electrical e nt in medical practice.

The

text of this standard is based on the following docume@é

v
FDIS Report on VW

62D/192/FDIS 62D/214/RVD Py

Full information on the voting for the approval of this Particular Stan(@can be found in the
report on voting indicated in the above table. O,
Annexes AA and BB are 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 ; :
notes, explanations, advice, introductions, general statements, exceptions and references: in sm ;
test specifications: in italic type; (SS
TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD IEC 601-1 OR THIS PARTICULAR

STANDARD: SMALL CAPITALS.
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APPAREILS ELECTROMEDICAUX —

Partie 2 : Regles particulieres de sécurité

)\S des lits d’hépital électriques
.
()

O, SECTION UN — GENERALITES

Les articles Q agraphes de la section correspondante de la Norme Générale s’appliquent
avec les exceptfons suivantes:

<

1 Domaine d'applicatignq et objet
L’article correspondant Norme Générale s’applique avec les exceptions suivantes:

1.1 Domaine d’application / .

Complément: {S}

La présente Norme Particuliere sp€Cifie les régles de sécurité relative aux LITS D'HOPITAL
ELECTRIQUES, en abrégé LIT dans la sente Norme Particuliére (voir 2.2.101).

1.2 Objet ,O/K

Remplacement: ®

*
L’'objet de la présente Norme Particuliére relativ X LITS est de minimiser autant que possible
les RISQUES pour les PATIENTS, les OPERATEUR I’environnement, et de décrire les essais
servant a vérifier que les prescriptions sont satisf

1.3 Normes Particuliéres 0
Complément: @

La présente Norme Particuliere modifie et compléete un ense@ de publications de la CEl, en
abrégé «Norme Générale» dans la présente Norme Part@ére, se composant de la
publication CEIl 601-1: 1988, Appareils électromédicaux — Pre )fe partie: Régles générales

de sécurité, de 'amendement 1, de 'amendement 2 et de la publifation CElI 601-1-1: 1992,
Appareils électromédicaux — Premiére partie: Régles générale sécurité — 1. Norme
Collatérale: Regles de sécurité pour systemes électromédicaux. @

Pour plus de concision, la CEl 601-1 est désignée dans la présente N e Particuliére soit
comme «Norme Générale» soit comme «Prescription(s) Générale(s)» et laspublication CEI
601-1-1 est désignée comme «Norme Collatérale».

L'expression «présente Norme Particuliere» signifie la Norme Particuliere ap ée en
combinaison avec la Norme Générale et n'importe quelle Norme Collatérale.

correspond a celle de la Norme Générale. Les modifications apportées au texte de la No
Générale sont indiquées par I'emploi des mots suivants:

La numérotation des sections, articles et paragraphes de la présente Norme Pa%&g

«Remplacement» signifie que l'article ou le paragraphe correspondant de la Norme Générale
est completement remplacé par le texte de la présente Norme Particuliére.
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MEDICAL ELECTRICAL EQUIPMENT —

)\ Part 2: Particular requirements for the safety of
S electrically operated hospital beds
/Pt
O’ SECTION ONE - GENERAL
The clauses a bclauses of this section of the General Standard apply except as follows:

1 Scope and obj;gg

This clause of the Gene@tandard applies, except as follows:

o O’%‘,

This Particular Standard specifies @rements for safety of ELECTRICALLY OPERATED HOSPITAL
BEDS, hereinafter referred to as BED, as ined in 2.2.101.

1.2 Object e

),

Replacement: L/o

The object of this Particular Standard for BEDS % keep the SAFETY HAZARDS tO PATIENTS,
OPERATORS, and the environment as low as possible7and to describe tests to verify that these
requirements are attained.

1.3 Particular Standards %

Addition: j®

This Particular Standard amends and supplements a set of ublications, hereinafter
referred to as “General Standard”, consisting of IEC 601-1: 1988, ical electrical equipment
— Part 1: General requirements for safety, amendment 1, amendmentfd IEC 601-1-1: 1992,
Medical electrical equipment — Part 1 : General requirements fo&fety - 1. Collateral
Standard: Safety requirements for medical electrical systems.

For brevity, IEC 601-1 is referred to in this Particular Standard either as the é ral Standard”
or as the “General Requirement(s)”, and IEC 601-1-1 as the “Collateral Standa‘ri

The term “this Standard” covers the Particular Standard, used together With@ neral
Standard and any Collateral Standards. f

The numbering of sections, clauses and subclauses of this Particular Standard corre@s
with that of the General Standard. The changes to the text of the General Standard®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.





