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National foreword

This British Standard was published by BSI. It is the UK implementation of
EN 556-1:2001, including Corrigendum September 2006. It supersedes
BS EN 556:1995 which is withdrawn.

The UK participation in its preparation was entrusted to Technical Committee
CH/67, Sterilization of medical devices.

A list of organizations represented on CH/67 can be obtained on request to its
secretary.

This publication does not purport to include all the necessary provisions of a
contract. Users are responsible for its correct application.

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard, having

been prepared under the

direction of the Health and

Environmental Sector Policy

and Strategy Committee, was Amendments issued since publication
published under the authority
of the Standards Policy and
Strategy Committee Y Amd. No. Date Comments

on 11 December 2001

16728 31 October 2006 |Correction to the note in 4.1 and
Corrigendum No. 1 correction to reference 7 to [EN 144
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ICS 11.080.01 Supersedes EN 556:1994

Incorporating Corrigendum September 2006

English version

Sterilization of medical devices — Requirements for medical
devices to be designated “STERILE” — Part 1: Requirements
for terminally sterilized medical devices

Stérilisation des dispositifs médicaux — Exigences Sterilisation von Medizinprodukten — Anforderungen an
relatives aux dispositifs médicaux en vue d'obtenir Medizinprodukte, die als “STERIL” gekennzeichnet
I'étiquetage STERILE — Partie 1: Exigences relatives aux werden — Teil 1: Anforderungen an Medizinprodukte, die in

dispositifs médicaux stérilisés au stade terminal der Endpackung sterilisiert wurden

This European Standard was approved by CEN on 18 August 2001.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard 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 Management Centre or to any CEN member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its own language and notified to the Management Centre has the same status as the official
versions.

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