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BS EN 866-7:2000

National foreword

This British Standard is the official English language version of EN 866-7:1999.

The UK participation in its preparation was entrusted by Technical Committee
LBI/35, Sterilizers, autoclaves and disinfectors, to Subcommittee LBI/35/3,
Sterilization indicators, which has the responsibility to:

— aid enquirers to understand the text;

— present to the responsible European committee any enquiries on the
interpretation, or proposals for change, and keep the UK interests informed;

— monitor related international and European developments and promulgate
them in the UK.

A list of organizations represented on this subcommittee can be obtained on request
to its secretary.

Cross-references

The British Standards which implement international or European publications
referred to in this document may be found in the BSI Standards Catalogue under the
section entitled “International Standards Correspondence Index”, or by using the
“Find” facility of the BSI Standards Electronic Catalogue.

A British Standard does not purport to include all the necessary provisions of a
contract. Users of British Standards are responsible for their correct application.

Compliance with a British Standard does not of itself confer immunity
from legal obligations.

Summary of pages

This document comprises a front cover, an inside front cover, the EN title page,
pages 2 to 8, an inside back cover and a back cover.

The BSI copyright notice displayed in this document indicates when the document
was last issued.

Amendments issued since publication
This British Standard, having

been prepared under the Amd. No. Date Comments
direction of the Sector
Committee for Materials and
Chemicals, was published under
the authority of the Standards
Committee and comes into effect
on 15 June 2000
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English version

Biological systems for testing sterilizers and sterilization
processes — Part 7: Particular requirements for self~contained
biological indicator systems for use in moist heat sterilizers

Systemes biologiques pour I'essai des stérilisateurs Biologische Systeme fiir die Priifung von

et les procédés de stérilisation — Sterilisatoren und Sterilisationsverfahren —
Part 7: Exigences particulieres pour les systemes Teil 7: Spezielle Anforderungen an
autonomes d'indicateurs biologiques destinés a étre  Bio-Indikator-Einheiten fiir den Gebrauch in
utilisés dans des stérilisateurs a la vapeur d’eau Dampf-Sterilisatoren

This European Standard was approved by CEN on 19 June 1999.

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, Czech
Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and
United Kingdom.

CEN

European Committee for Standardization
Comité Européen de Normalisation
Europiisches Komitee fiir Normung

Central Secretariat: rue de Stassart 36, B-1050 Brussels

© 1999 CEN All rights of exploitation in any form and by any means reserved worldwide for CEN national
Members.
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Page 2
EN 866-7:1999

Foreword Contents

This European Standard has been prepared by
Technical Committee CEN/TC 102, Sterilizers for
medical purposes, the Secretariat of which is held by
DIN. Introduction

EN 866 consists of the following parts under the
general title Biological systems for testing sterilizers
and sterilization processes:
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Foreword

Scope

Normative references
Definitions

General requirements

— Paxrt 1: General requirements;

— Paxrt 2: Particular systems for use in ethylene
oxide sterilizers;

— Part 3: Particular systems for use in moist heat
sterilizers;

Test organisms
Population of test organisms

Carriers
ste Romf ¥ Particular systems for use tn trradiation Materials of construction
sterilizers; .

— Part 5: Particular systems for use in low Resistance

temperature steam and formaldehyde sterilizers; Packaging and labelling

— Paxrt 6: Particular systems for use in dry heat Annex A (normative) Determination of
sterilizers; growth inhibition by component materials,
— Part 7+ Particular requirements for dimensional stability and the suitability of
self-contained systems for use in moist heat growth medium 6
sterilizers, Annex B (normative) Determination of
— Part 8: Particular requirements for resistance to steam sterilization 7
self-contained systems for use in ethylene oxide Bibliography 8
sterilizers.

In addition CEN/TC 102 Working Group 7 has prepared

EN 867 consisting of the following parts under the

general title Non-biological systems for use in

sterilizers:

— Part 1: General requirements;
— Paxrt 2: Process indicators (Class A);

— Paxrt 3: Specification for Class B indicators for
use in the Bowie and Dick Test,;

— Part 4: Specification for indicators as an
alternative to the Bowie and Dick test for the
detection of steam penetration (in preparation);

— Paxrt 5: Specification for indicator systems and
process challenge devices for use in performance
testing for small sterilizers Type B and Type S

(in preparation).

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
June 2000, and conflicting national standards shall
be withdrawn at the latest by June 2000.

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.
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