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National foreword

This British Standard is the UK implementation of EN 556-2:2015. It
supersedes BS EN 556-2:2003 which is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee CH/198, Sterilization and Associated Equipment and
Processes.

A list of organizations represented on this committee 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.

© The British Standards Institution 2015. Published by BSI Standards
Limited 2015

ISBN 978 0 580 80961 3
ICS 11.080.01

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

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 30 September 2015.

Amendments issued since publication
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English Version

Sterilization of medical devices - Requirements for medical
devices to be designated "STERILE" - Part 2: Requirements
for aseptically processed medical devices

Stérilisation des dispositifs médicaux - Exigences Sterilisation von Medizinprodukten - Anforderungen
relatives aux dispositifs médicaux en vue d'obtenir an Medizinprodukte, die als "STERIL" gekennzeichnet
I'étiquetage " STERILE " - Partie 2 : Exigences pour les werden - Teil 2: Anforderungen an aseptisch
dispositifs médicaux soumis a un traitement aseptique hergestellte Medizinprodukte

This European Standard was approved by CEN on 24 July 2015.

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 CEN-CENELEC 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 CEN-CENELEC Management
Centre has the same status as the official versions.

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

This document (EN 556-2:2015) has been prepared by Technical Committee CEN/TC 204 “Sterilization of
medical devices”, the secretariat of which is held by BSI.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by March 2016, and conflicting national standards shall be
withdrawn at the latest by March 2016.

Attention is drawn to the possibility that some of the elements of this document may be the subject of

patent rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent
rights.

This document supersedes EN 556-2:2003,

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

For relationship with EU Directive(s), see informative Annexes ZA, ZB and ZC, which are integral parts of
this document.

EN 5586, Sterilization of medical devices — Requirements for medical devices to be designated "STERILE", is
currently composed with the following parts:

— Part 1: Requirements for terminally sterilized medical devices;
— Part 2: Requirements for aseptically processed medical devices [this document].

The following amendments have been made in updating the document from EN 556-2:2003:

a) normative references have been updated;

b) terms and definitions have been aligned with ISO/TS 11139 and EN ISO 13408-1}
c) requirements on validation and routine control have been revised;

d) Table 1 and Table 2 on acceptance limits and actions for occurrence of non-sterile units in process
simulations in initial performance qualification and in periodic requalification, respectively, have
been added;

e) editorial revision according to the CEN Internal Regulations.

Annexes designated ‘informative’ are given only for information. In this standard Annexes ZA, ZB and ZC
are informative.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia,
Cyprus, Czech Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France,
Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands,
Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the
United Kingdom.
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Introduction

Medical devices designated 'STERILE' are prepared using appropriate and validated methods. Whenever
possible, sterile medical devices are terminally-sterilized using a properly validated and controlled

sterilization process (see EN 556-:]|, ENISO 11135, ENISO 11137-1, [ENISO 14160, [ENISO 14937,
EN ISO 17665-1], EN ISO 20857 and [EN ISO 25424)). When a medical device is intended to be sterile but
cannot be terminally-sterilized, aseptic processing is the method of manufacture (see EN ISO 13408-1).

Aseptic processing necessitates that either:

a) the entire product is sterilized and then introduced into a sterilized package; or

b) components of the product are sterilized, then further processed/assembled, and the final product
packed into a sterilized package.

Processing/assembly and packaging are carried out in a manner that minimizes the opportunity for items
to become re-contaminated by carrying out these operations in a controlled environment in which
microbial and particulate levels are maintained at or below defined limits and human intervention is
minimized.

NOTE N ISO 15223-1| specifies the label applied to aseptically processed medical devices as [STERILE @

4 Documents

Document Sharing Hub

Full document details: BS EN 556-2:2015


http://dx.doi.org/10.3403/02448833U
http://dx.doi.org/10.3403/30244092U
http://dx.doi.org/10.3403/30255151U
http://dx.doi.org/10.3403/01411825U
http://dx.doi.org/10.3403/2312821U
http://dx.doi.org/10.3403/30048208U
http://dx.doi.org/10.3403/30258744U
http://dx.doi.org/10.3403/30234309U
http://dx.doi.org/10.3403/30233240U
http://dx.doi.org/10.3403/30176676U
http://www.avadocuments.com/doc/bs-en-556-2-2015
http://www.avadocuments.com/doc/bs-en-556-2-2015

