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NATIONAL FOREWORD

K&esolev Eesti standard EVS-EN
12297:1999 sisaldab Euroopa standardi
EN 12297:1998 ingliskeelset teksti.

Kéaesolev dokument on jdustatud
12.12.1999 ja selle kohta on avaldatud
teade Eesti standardiorganisatsiooni
ametlikus véljaandes.

Standard on kattesaadav Eesti
standardiorganisatsioonist.

This Estonian standard EVS-EN
12297:1999 consists of the English text of
the European standard EN 12297:1998.

This document is endorsed on 12.12.1999
with the notification being published in the
official publication of the Estonian national
standardisation organisation.

The standard is available from Estonian
standardisation organisation.

Kasitlusala:

Kaesolev Euroopa standard annab
juhendi biotehnoloogilistes protsessides
kasutatava aparatuuri (Uksikaparaatide ja
nende osade) steriilsuse hindamise
Uldisteks protseduurideks.
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Foreword

This European Standard has been prepared by Technical Committee CEN/TC 233
"Biotechnology", the secretariat of which is held by AFNOR.

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 September 1998, and
conflicting national standards shall be withdrawn at the latest by September 1998.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, ltaly,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.

1 Scope

This European Standard gives guidance on general testing procedures to assess the
sterilizability for microorganisms of equipment (components and units of equipment) used in
biotechnological processes.

This European Standard gives guidance on the assessment of the sterilizability of
biotechnological equipment with respect to a release of process microorganisms that can
affect the safety of the worker (occupational health) and/or that can have adverse effects to
the environment.

This European Standard is applicable to plants or components, such as valves and fittings,
tanks, pumps, piping, separating and filling devices as well as instrumentation in contact with
process fluids.

This European Standard applies if the intended use of the equipment includes hazardous or
potentially hazardous microorganisms.

This European Standard is not applicable to testing for sterility of media and equipment prior
to processing or operation, respectively.

NOTE 1 : For disinfection of external surfaces such as walls, working benches and
floors, attention is drawn to national and European Standards.

NOTE 2 : For sterilization of equipment and media in autoclaves attention is drawn to
national and European standards such as EN 285 and EN 554 (see annex C [21],
[22)).

2 Definitions

For the purposes of this standard, the following definitions apply :

2.1 component of equipment

Technical entity which forms part of a unit of equipment.



