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Standardite reprodutseerimis- ja levitamisõigus kuulub Eesti Standardikeskusele  

Käesolev Eesti standard EVS-EN ISO 
10993-5:1999 sisaldab Euroopa standardi 
EN ISO 10993-5:1999 ingliskeelset teksti. 

This Estonian standard EVS-EN ISO 
10993-5:1999 consists of the English text 
of the European standard EN ISO 10993-
5:1999. 

Käesolev dokument on jõustatud 
23.11.1999 ja selle kohta on avaldatud 
teade Eesti standardiorganisatsiooni 
ametlikus väljaandes. 

 
This document is endorsed on 23.11.1999 
with the notification being published in the 
official publication of the Estonian national 
standardisation organisation. 

Standard on kättesaadav Eesti 
standardiorganisatsioonist. 

 
The standard is available from Estonian 
standardisation organisation. 

Käsitlusala: 
Standardi käesolev osa kirjeldab 
testimismeetodeid meditsiinivahendite 
tsütotoksilisuse vastasmõjude 
hindamiseks in vitro. 

Scope: 
 

ICS 11.100 

Võtmesõnad: bioloogilised testid, hambaraviaparatuur, hambaravimaterjalid, 
kirurgiline instrumentaarium, kirurgilised implantaadid, meditsiiniaparatuur, testimine, 
tsütotoksilisus 
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Central Secretariat: rue de Stassart 36, B-1050 Brussels

European Committee for Standardization
Comité Européen de Normalisation
Europäisches Komitee für Normung

© 1999. CEN – All rights of exploitation in any form and by any means
reserved worldwide for CEN national members.

Ref. No. EN ISO 10993-5 : 1999 E

ÈÉË

    EN ISO 10993-5

May 1999

Supersedes EN 30993-5 : 1994.

English version

Biological evaluation of medical devices
Part 5: Tests for in vitro cytotoxicity

(ISO 10993-5 : 1999)

Évaluation biologique des
dispositifs médicaux – Partie 5:
Essais concernant la cytotoxicité in
vitro (ISO 10993-5 : 1999)

Biologische Beurteilung von
Medizinprodukten – Teil 5: Prüfungen
auf in vitro-Zytotoxizität
(ISO 10993-5 : 1999)

This European Standard was approved by CEN on 1999-04-16.
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.
The European Standards exist 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, the Czech
Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, the Netherlands, Norway, Portugal, Spain, Sweden, Switzerland,
and the United Kingdom.
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Foreword
International Standard
ISO 10993-5 : 1999 Biological evaluation of medical devices – Part 5: Tests for in vitro cytotoxicity,
which was prepared by ISO/TC 194 ‘Biological evaluation of medical devices’ of the International
Organization for Standardization, has been adopted by Technical Committee CEN/TC 206 ‘Biocompatibility
of medical and dental materials and devices’, the Secretariat of which is held by NNI, as a European
Standard.
This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, and conflicting national standards withdrawn, by November 1999 at the latest.
In accordance with the CEN/CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard:
Austria, Belgium, the Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, the Netherlands, Norway, Portugal, Spain, Sweden, Switzerland, and the United Kingdom.

Endorsement notice
The text of the International Standard ISO 10993-5:1999 was approved by CEN as a European Standard
without any modification.
NOTE: Normative references to international publications are listed in Annex ZA (normative).
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