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Zdravotnicke elektrické pristroje
Cast’ 1-8: VSeobecné poziadavky na zéakladnu
bezpeénost a nevyhnutné prevadzkoveé vlastnosti
s Pridruzena norma: VSeobecné poziadavky, skasky
T N a pokyny pre poplachové systémy v
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Medical electrical equipment. Part 1-8: General requirements for basic safety and essential performance. Collateral Standard: General
requirements, tests and guidance for alarm systems in medical electrical equipment and medical electrical systems

Tato norma obsahuje anglickl verziu eurdpskej normy.
This standard includes the English version of the European Standard.

Tato norma bola oznamena vo Vestniku UNMS SR &. 10/17

STN EN 60601-1-8 z aprila 2008 sa bez zmeny A11 méze pouzivat do 7. 1. 2020.

Obsahuje: EN 60601-1-8:2007/A11:2017

125552

Urad pre normalizaciu, metrolégiu a skasobnictvo Slovenskej republiky, 2017

Podla zakona €. 264/1999 Z. z. o technickych poZiadavkach na vyrobky a o posudzovani zhody a o zmene a doplneni niektorych
zakonov v zneni neskorSich predpisov sa slovenskéa technicka norma a €asti slovenskej technickej normy mézu rozmnoZzovat alebo

rozSirovat len so sthlasom slovenského narodného normaliza¢ného organu.
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English Version

Medical electrical equipment -

Part 1-8: General requirements for basic safety and essential
performance - Collateral Standard: General requirements, tests
and guidance for alarm systems in medical electrical equipment

and medical electrical systems

Appareils électromédicaux - Medizinische elektrische Geréate -
Partie 1-8: Exigences générales pour la sécurité de base et Teil 1-8: Allgemeine Festlegungen fir die Sicherheit
les performances essentielles - Norme collatérale: einschlieflich der wesentlichen Leistungsmerkmale -
Exigences générales, essais et guide pour les systémes Erganzungsnorm: Alarmsysteme - Allgemeine
d'alarme des appareils et des systémes électromédicaux Festlegungen, Prifungen und Richtlinien fir Alarmsysteme

in medizinischen elektrischen Geraten und in medizinischen
elektrischen Systemen

This amendment A11 modifies the European Standard EN 60601-1-8:2007; it was approved by CENELEC on 2017-01-07. 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 be obtained on application to the CEN-CENELEC
Management Centre or to any CENELEC member.

This amendment exists in three official versions (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 to the CEN-CENELEC Management Centre has the same status as
the official versions.

CENELEC members are the national electrotechnical committees of Austria, Belgium, Bulgaria, Croatia, Cyprus, the Czech Republic,
Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, the Netherlands, Norway, Poland, Portugal, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden,
Switzerland, Turkey and the United Kingdom.
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European foreword

This document (EN 60601-1-8:2007/A11:2017) has been prepared by CLC/TC 62 "Electrical
equipment in medical practice".

The following dates are fixed:

e latest date by which this document has (dop) 2018-07-01
to be implemented at national level by
publication of an identical national
standard or by endorsement

o latest date by which the national 2020-01-07
standards conflicting with this (dow) 020-01-0
document have to be withdrawn

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CENELEC [and/or CEN] shall not be held responsible for identifying any or all such
patent rights.

This document has been prepared under a mandate given to CENELEC by the European Commission
and the European Free Trade Association, and supports essential requirements of EU Directive.

For the relationship with EU Directive see informative Annex ZZ, which is an integral part of this
document.
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