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ICS 11.140; 13.340.10
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English version

Medical gloves for single use - Part 1: Requirements and testing
for freedom from holes

Gants médicaux non réutilisables - Partie 1: Détection des Medizinische Handschuhe zum einmaligen Gebrauch - Teil
trous - Prescriptions et essais 1: Anforderungen und Priung auf Dichtheit

This amendment A1 modifies the European Standard EN 455-1:1893; it was approved by CEN on 30 November 1997,

CEN members are bound to comply with the CEN/CENELEC Intemal Regulations which stipulate the conditions for inclusion of this
amendment into the relevant national standard without any alteration. Up-to-date lists and bibliographicai references concerning such
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This amendment exists in three official vérsions (English, French, Gérman), A version in/any otherlanguage made by translation under the
responsibility of a CEN member into its own language and notified to the Central Secretariat has the same status as the official versions.

GEN members are the national standards bodies of Austria; Belgium, Czech Republic; Denmark, Finland, France, Germany, Greece,
lcelarid, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and United Kingdom.
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Foreword

Py

This Amendment EN 455-1:1993/A1:1998 to EN 455:1:1993 has been prepared by
Technical Committee CEN/TC 205 "Non-active medical devices", the secretariat of which
is held by BSI.

This Amendment to the European Standard EN 455-1:1993 shall be given the status of a
national standard, either by publication of an identical text or by endorsement, at the latest
by July 1998, and conflicting natlonal standards shall be w1thd:awn at the latest by July
1998.

According to the CEN/CENELEC Internal Regulations, the national standards organizations -
of the following countries are bound to implement this European Standard: Austria,
Belgium, Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland,

Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the
United Kingdom. s
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Add to the foreword:

"For relationship with EU Directive(s),
of this stapdaxd,"

Add Annex ZA.
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see informative Annex ZA, which is an integral part



Page 4 ‘
EN 455—1,,:_‘1,?93/A1:1998 -

Anpex ZA (informative)

Clauses of this European Standard addressing ‘essential, requifeméiits or othier
provisions of EU Dirgctives “: - ‘

This European standard-has been prepareduhdex" a mandate given 10 CEN/CENELEC by
the European Commission and the European Free Trade Associatiort and supporis "
essential requirements of EU Directive 93/42/EEC. '

WARNING : Other-requiremenis and other EU Directives may be afppli’c’:ablé‘%i the
product(s) falling within the scope of this standard. i

The following clauses of this standard, as detailed in ‘table’ ZA.1, are likely to support
requirements of Directive 93/42/EEC. . i

Compliance with the clauses of this standard provides one means of conforming with the. -~
specific essential requirements of the Directive concerned and associated EFTA
regulations.

Table ZA.1: Correspondence between this European Standard and EU Directives

Clause/subclause of this - | Corresponding Essential Comitients
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