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EESTI STANDARDI EESSÕNA   NATIONAL FOREWORD 

Käesolev Eesti standard EVS-EN 12075:1999 
sisaldab Euroopa standardi EN 12075:1997 
ingliskeelset teksti. 

This Estonian standard EVS-EN 12075:1999 
consists of the English text of the European 
standard EN 12075:1997. 

 
Standard on kinnitatud Eesti Standardikeskuse 
12.12.1999 käskkirjaga ja jõustub sellekohase 
teate avaldamisel EVS Teatajas.  
 

 
This standard is ratified with the order of 
Estonian Centre for Standardisation   dated 
12.12.1999  and is endorsed with the notification 
published in the official bulletin of the Estonian 
national standardisation organisation. 
 
 

Standard on kättesaadav Eesti 
standardiorganisatsioonist. 

The standard is available from Estonian 
standardisation organisation. 
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Standardite reprodutseerimis- ja levitamisõigus kuulub Eesti Standardikeskusele 

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonilisse süsteemi või edastamine ükskõik millises vormis või 
millisel teel on keelatud ilma Eesti Standardikeskuse poolt antud kirjaliku loata. 
 
Kui Teil on küsimusi standardite autorikaitse kohta, palun võtke ühendust Eesti Standardikeskusega: 
Aru 10 Tallinn 10317 Eesti;  www.evs.ee;  Telefon: 605 5050;  E-post: info@evs.ee  
 
Right to reproduce and distribute Estonian Standards belongs to the Estonian Centre for Standardisation 
 
No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical, including 
photocopying, without permission in writing from Estonian Centre for Standardisation. 
 
If you have any questions about standards copyright, please contact Estonian Centre for Standardisation: 
Aru str 10 Tallinn 10317 Estonia; www.evs.ee; Phone: +372 605 5050; E-mail: info@evs.ee 
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EUROPEAN STANDARD

NORME EUROPEENNE

EUROPAISCHE NORM

EIrl 12075

February 1997

ICS 07.080

Descriptors: biotechnology, culture (biology), micro-organisms, management, fermentation, definitions, description. generalities,
hazards, inspection, contamination, accident prevention, environmental protection

English version

Biotechnology - Large-scale process and
production - Procedures for fermentation and

downstream processes

Biotechnotogie - Proc6d6 a grande 6chette et
production - Proc6dures pour les procdl6s de
fermentation et de traitement avat

Eiotechnik - Verfahren im GroBmaBstab urd
Produktion - Vorgehensreise ftir die Eereiche
Fernentat ion urd Auf arbei tung

Ihis European Standard ras approved by CEl,l on 1996-12-29. CEI nnmbers are bound to corpty rith the CEII/CEIIELEC lnternaI
Regutations rhich stiputate the conditions for giving this European Standard the status of a nationat standard Hithout
any atteration.

Up-to'date tists and bibtiographicaI references concerning such national standards may be obtained on apptication to
the Central Secretariat or to any CEl,l merber.

The European Standards exist in three official versions (Engtish, French, cerman). A version in any other tanguage
made by transtation under the responsibitity of a CEll menrber into its orn tanguage and notified to the Central
Secretariat has the same status as the officiaI versions.

CEN nefibers are the national standards bodies of Austria, Eetgitm, Derrnark, Fintand, France, Germany, Greece, Iceland,
Iretand, Itaty, Luxembourg, ilethentands, Norray, Portugat, Spain, Sreden, Sritzertand and United Kingdom.

CEN

European Cofimittee for Standardization
Comit6 Europ6en de Normatisation' Europiisches Komitee frir Normtng

Central secretariat: nE de stassart,36 8-1050 Brussets

o 1997 Copyright reserved to CEN members
Ref. llo. EN 12075:1997 E
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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 August 1997, and
conflicting national standards shall be withdrawn at the latest by August 1997.

According to the CEN/CENELEC Intemal Regulations, the nationalstandards organizations
of the following countries are bound to implement this European Standard: Austria,
Belgium, Denmark, Finland, France, Germany, Greece, lceland, lreland, ltaly, Luxembourg,
Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United Kingdom.
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lntroduction

This European Standard supports industrial activities in the area of biotechnology covering
operations with both non-genetically modified microorganisms and genetically modified
microorganisms (GMMs), with both non-pathogenic and pathogenic microorganisms (see
annex A [1], [2]).

Fermentation processes vary widely in their nature and design. Generally prokaryotic or
eukaryotic microorganisms, plant cells, mammalian cells or insect cells are cultivated and
processed in such a way as to produce a desired end-product such as biomass,
pharmaceuticals, additives, metabolites and foodstuffs.

1 Scope

This European Standard specifies the principles for the assessment and selection of
fermentation and downstream operations so that they are carried out in a manner which
ensures the safety of personnel, the environment and product and contributes to product
quality.

This European Standard is intended for use by those designing and/or operating processes
and by other interested parties.

Unit operations are not described in detail and individual production processes can require
specific equipment or unit operations which are not described here.

2 Normative references

This European Standard incorporates by dated or undated reference, provisions from other
publications. These normative references are cited at the appropriate p-laces in the text and
the publications are listed hereafter. For dated references, subsequent amendments to or
revisions of any of these publications apply to this European Standard only when
incorporated in it by amendment or revision. For undated references the latest edition of the
publication refened to applies.

prEN 12460 Biotechnology - Large-scale process and production - Equipment
implementation according to the degree of hazard

prEN 12461 Biotechnology - Large scale process and production - Guidance for the
handling, inactivating and testing of waste

3 Definitions

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

3.1 bioaerosol

Colloid dispersed solid or liquid particles in a gaseous environment presenting negligible
g ravitation al settlin g, conta i ni n g microorganism s.
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