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National foreword

This British Standard was published by BSI. It is the UK implementation of
EN ISO 22610:2006.

The UK participation in its preparation was entrusted by Technical Committee
CH/205, Non-active medical devices, to Subcommittee CH/205/1, Medical
textiles.

A list of organizations represented on CH/205/1 can be obtained on request to
1ts 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 was Amendments issued since publication
published under the authority
of the Standards Policy and

Strategy Committee Amd. No. Date Comments

on 31 January 2007
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English Version

Surgical drapes, gowns and clean air suits, used as medical
devices, for patients, clinical staff and equipment - Test method
to determine the resistance to wet bacterial penetration (ISO
22610:2006)

Champs chirurgicaux, casaques et tenues de bloc, utilisés Operationsabdecktiicher, -mantel und Rein-Luft-Kleidung,
en tant que dispositifs médicaux, pour les patients, le zur Verwendung als Medizinprodukte, fiir Patienten,
personnel et les équipements - Méthode d'essai de Klinikpersonal und Geréte - Prufverfahren flr die
résistance a la pénétration de la barriére bactérienne a Widerstandsfahigkeit gegen Keimdurchtritt im feuchten

I'état humide (ISO 22610:2006) Zustand (ISO 22610:2006)

This European Standard was approved by CEN on 24 May 2006.

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 Central Secretariat 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 Central Secretariat has the same status as the official
versions.

CEN members are the national standards bodies of Austria, Belgium, Cyprus, Czech Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.
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EUROPEAN COMMITTEE FOR STANDARDIZATION
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EUROPAISCHES KOMITEE FUR NORMUNG

Management Centre: rue de Stassart, 36 B-1050 Brussels

© 2006 CEN Al rights of exploitation in any form and by any means reserved Ref. No. EN ISO 22610:2006: E
worldwide for CEN national Members.
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EN ISO 22610:2006

Foreword

This document (EN ISO 22610:2006) has been prepared by Technical Committee CEN/TC 205 "Non-active
medical devices", the secretariat of which is held by DIN, in collaboration with Technical Committee ISO/TC 94
"Personal safety - Protective clothing and equipment".

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 January 2007, and conflicting national standards shall be withdrawn at
the latest by January 2007.

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 Annex ZA, which is an integral part of this document.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, lItaly, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden,
Switzerland and United Kingdom.
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to wet bacterial penetration

Champs chirurgicaux, casaques et tenues de bloc, utilisés en tant que
dispositifs médicaux, pour les patients, le personnel et les
équipements — Méthode d'essai de résistance a la pénétration de la
barriere bactérienne a l'état humide

——— Reference number
= — 1ISO 22610:2006(E)

EISO: Documents

==X 7 — Document Sharing Hub

Full document details: BS EN ISO 22610:2006


http://dx.doi.org/10.3403/30050449U
http://dx.doi.org/10.3403/30050449U
http://www.avadocuments.com/doc/bs-en-iso-22610-2006
http://www.avadocuments.com/doc/bs-en-iso-22610-2006

Documents

. Document Sharing Hub
ii

Full document details: BS EN ISO 22610:2006


http://www.avadocuments.com/doc/bs-en-iso-22610-2006
http://www.avadocuments.com/doc/bs-en-iso-22610-2006

EN ISO 22610:2006

Contents Page
o] =NV o iv
L e Yo 11 T o) T \'
1 T o - TP PR 1
2 Lo B LY== =Y =Y 4 Lo Y 1
3 Terms and defiNitioNsS..........ooi i e 1
4 o T oo [ 2
5 LR Vo 1Y 08 R T Lol 4 1= o T | 3
6 APPATALUS ... nnnnsnsnsnsnsnsssnsn s s s sssssssssssssssssssssssssssnsssssssssssnsssnnnsssssnssnnnnnnnnnnnnnnnnnnnnnnnn 3
7 Preparation of test samples and PIeCEeS ... e 3
71 Yo = L ] = =N 3
7.2 L0 Ty o =Y 0 T 1 =Y o TP 4
7.3 JLICEES K= 1= o3 1 4 =T o 4
8 g T o =T o 1] 4
8.1 g =Y 0 F= 15= 1 Lo o o3 e e o ' o 4
8.2 Lo o Lo 11 Te 11 o ¥ 0SSR 4
8.3 =53 5 T o 4
8.4 Application of MAterials ......cccccvviiiccirciiiii e n e e s s annr e e e e e se s s meeesa e nnmnnns 4
8.5 L= 5
9 =53 38 =1 o T o 5
10 Performance MONI{OFING ......ccccciiiiiiicicccrirr s e s e e e s s s s s smn e e e ee s e smms e e e e e e s s s s saneneeesnnnnnn 6
10.1 =Y 0 T - 6
L0272 ) T T« T T o T o 7= T 6
10.3  With reference material .......... ... 6
Annex A (normative) Apparatus for testing resistance to wet bacterial penetration............ccccccocvrrnneenn. 7
Annex B (normative) Nutrient media.........cccciiiiiiniiii i ————— 10
Annex C (informative) Examples of how to use the test results to characterize a barrier material ........ 12
Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC ... oiiiiiieeceeeesesesess s e sese s s ssssssss s s s e s s ssse s s sessssssssssssssssssssnsnsnsnsnenes 15
L= 0 [T'e o - o] 172 14
Documents

Document Sharing Hub
lii

Full document details: BS EN ISO 22610:2006


http://www.avadocuments.com/doc/bs-en-iso-22610-2006
http://www.avadocuments.com/doc/bs-en-iso-22610-2006

EN ISO 22610:2006

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

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

was prepared by the European Committee for Standardization (CEN) Technical Committee
CEN/TC 205, Non-active medical devices, in collaboration with Technical Committee ISO/TC 94, Personal
safety — Protective clothing and equipment, Subcommittee SC 13, Protective clothing, in accordance with the
Agreement on technical cooperation between ISO and CEN (Vienna Agreement).
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