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Apart from exceptions provided by the law, nothing from this
publication may be duplicated and/or published by means of
photocopy, microfilm, storage in computer files or otherwise,
which also applies to full or partial processing, without the written
consent of the Netherlands Standardization Institute.

The Netherlands Standardization Institute shall, with the
exclusion of any other beneficiary, collect payments owed by third
parties for duplication and/or act in and out of law, where this
authority is not transferred or falls by right to the Reproduction
Rights Foundation.

WSI care
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Auteursrecht voorbehouden. Behoudens uitzondering door de
wet gesteld mag zonder schriftelijke toestemming van het
Nederlands Normalisatie-instituut niets uit deze uitgave worden
verveelvoudigd en/of openbaar gemaakt door middel van
fotokopie, microfilm, opslag in computerbestanden of anderszins,
hetgeen ook van toepassing is op gehele of gedeeltelijke
bewerking.

Het Nederlands Normalisatie-instituut is met uitsluiting van ieder
ander gerechtigd de door derden verschuldigde vergoedingen
voor verveelvoudiging te innen en/of daartoe in en buiten rechte
op te treden, voor zover deze bevoegdheid niet is overgedragen
c.g. rechtens toekomt aan de Stichting Reprorecht.

Hoewel bij deze uitgav;@aférste zorg is nagestreefd,
kunnen fouten en onvollefigheden niet geheel worden
uitgesloten. Het Nederlands Normalisatie-instituut en/of de
leden van de commissies aanvaarden derhalve geen enkele
aansprakelijkheid, ook niet voor directe of indirecte schade,
ontstaan door of verband houdend met toepassing van door
het Nederlands Normalisatie-instituut gepubliceerde
uitgaven.

©2009 Nederlands Normalisatie-instituut
Postbus 5059, 2600 GB Delft
Telefoon (015) 2 690 390, Fax (015) 2 690 190
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Nederlands voorwoord

Voor de in deze norm vermelde normatieve verwijzingen bestaan in Nederland de volgende equivalenten:

vermelde norm

IEC 60695-2-10{200
IEC 60695-2-112(

Nederlandse norm

NEN-EN-ISO 15004-2:2007

N-EN-IEC 60601-1:2006

NEN 10601-1-1:1994

titel

Oogheelkundige instrumenten - Fundamentele
eisen en beproevingsmethoden - Deel 2:
Bescherming tegen lichtgevaar

Medische elektrische toestellen - Deel 1: Algemene
eisen voor basisveiligheid en essentiéle prestaties
Medische elektrische toestellen - Deel 1: Algemene
veiligheidseisen - 1. Secundaire norm:
Veiligheidseisen voor medische elektrische
systemen
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EUROPEAN STANDARD EN ISO 15004-1
NORME EUROPEENNE
EUROPAISCHE NORM April 2009

ICS 11.040.70 Supersedes EN ISO 15004-1:2006

English Version

Opht ic instruments - Fundamental requirements and test
ods - Part 1: General requirements applicable to all
ophthalmic instruments (ISO 15004-1:2006)

Instruments ophtaln
méthodes
applicables §

|ques E \oe ces fondamentales et Ophthalmische Instrumente - Grundlegende Anforderungen
und Prifverfahren - Teil 1: Allgemeine Anforderungen an
ophthalmische Instrumente (ISO 15004-1:2006)

Standard the status of a nationahsiand f Alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on apyglicati : “tagagement Centre or to any CEN member.

official versions.

CEN members are the nationa , Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland,

France, Germany, Greece, Hun g huania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain) itA d United Kingdom.
o

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2009 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 15004-1:2009: E
worldwide for CEN national Members.
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Foreword

The text of /AS® 15004-1:2006 has been prepared by Technical Committee ISO/TC 172 “Optics and optical
instrumen{g” gf the International Organization for Standardization (ISO) and has been taken over as EN ISO

European Free Trade
amended by Directive 1

For relationship with EU
ZA, which is an integral part of thi

According to the CEN/ ELEC Internal RegulafjoRs, the national standards organizations of the following
countries are bound "toNgplement thi Standard: Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estéfjigs, Finland any, Greece, Hungary, Iceland, Ireland, ltaly, Latvia,
Lithuania, Luxembourg, M Netherfdnds, Norwa oland, Portugal, Romania, Slovakia, Slovenia, Spain,

The text of 1SO 15004-1:2006 has been appro
modification.

EN ISO 15004-1:2009 without any
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Annex ZA
(informative)

Relationship between this European Standard and the
Essential Requirements of EU Directive 93/42/EEC

This Europea andard has been prepared under a mandate given to CEN by the European Commission

been implemented as
standard given in T

conformity with the sponding/Egsential Requirements of that Directive and associated EFTA regulations.
Table ZA1 - X e}ce..b\mtween this European Standard and Directive 93/42/EEC
Clause(s)/sub-clause(s) Esg€ntjal Requirements (ERs) Qualifying remarks/Notes
of this EN Directive)93/42/EEC
All clauses 1, &\ 4,5, (// A Testing according to clause 7.
— 6 a) This relevant Essential Requirement is not
dressed in EN ISO 15004-1.
/| This requirement will be addressed by the manu-
@ facturer's risk management process.
/3" ee ENISO 14971 for risk management and
/) N ISO 14155-1 and -2 for clinical investigation.
© \/
4.1 1,2, 3,4,@& \ //—\
4.2 1,275 & / < \\
- 2 CY ~

43 3 L (] \\//
4.4 9.1 \
45 7.1 / N ﬁ\
ANV
4.7 10.1,10.2 \\__\ \/ //

4.8 12.7.5 Testing Mng}o@w{lz

49 9.2,12.7.1 (///\\ A

5.1 4,9.2 Testing according to/éa)Ke 7. ) )//

5.2 5,9.2 Testing according to\qé({se 7//

5.3 5,92

6.1 12.6,12.7.4

6.3 11.1,11.2,11.3,11.4 In the previous edition (EN ISO 15004:1997) the
relevant requirements and test methods were
directly incorporated in the standard. In the present
revised edition, these requirements and test
methods have been referred to 1ISO 15004-2, and
they are hence now incorporated in the present
standard by means of a normative reference to

4
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Clause(s)/sub-clause(s) Essential Requirements (ERs) Qualifying remarks/Notes
of this EN of Directive 93/42/EEC

EN ISO 15004-2.

8.1 13.1,13.6 Essential Requirement 13.6 is only partly
addressed in EN ISO 15004-1: Essential
Requirement 13.6 g) relating to instructions in the
event of damage to the sterile packaging and to
appropriate  methods of re-sterilization is not
addressed.

8.2 13.3 This relevant Essential Requirement is only partly
addressed in EN ISO 15004-1: Essential
Requirement 13.3 a) relating to authorized
representative is not addressed.

— O 12.1 a) This relevant Essential Requirement is not
addressed in EN ISO 15004-1.
This requirement can be addressed by application
of other standards, e.g. IEC 60601-1-4, IEC 62304.

/
~__—
WARNING — Other reqy ang other EU Directives may be applicable to the product(s) falling within
the scope of this standarg

A
G, é
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algemene eisen voor alle oogheelkundige instrumenten
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