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In vitro kasutatavad diagnostilised 
meditsiiniseadmed. Bioloogilise materjali 
mõõtmine. Metroloogiline väärtuste 
jälgimine vastavalt kaliibritele ja 
kontrollmaterjalidele (ISO 17511:2003) 
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Standardite reprodutseerimis- ja levitamisõigus kuulub Eesti Standardikeskusele  

Käesolev Eesti standard EVS-EN ISO 
17511:2003 sisaldab Euroopa standardi 
EN ISO 17511:2003 ingliskeelset teksti. 

This Estonian standard EVS-EN ISO 
17511:2003 consists of the English text of 
the European standard EN ISO 
17511:2003. 

Käesolev dokument on jõustatud 
17.09.2003 ja selle kohta on avaldatud 
teade Eesti standardiorganisatsiooni 
ametlikus väljaandes. 

 
This document is endorsed on 17.09.2003 
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: 
This European Standard specifies how to 
assure the metrological traceability of 
values assigned to calibrators and control 
materials intended to establish or verify 
trueness of measurement. The calibrators 
and control materials are those provided 
by the manufacturers as part of, or to be 
used together with, in vitro diagnostic 
medical devices 

Scope: 
This European Standard specifies how to 
assure the metrological traceability of 
values assigned to calibrators and control 
materials intended to establish or verify 
trueness of measurement. The calibrators 
and control materials are those provided 
by the manufacturers as part of, or to be 
used together with, in vitro diagnostic 
medical devices 

ICS 11.100 

Võtmesõnad: chemical analysis and testin, classifications, diagnosis (medical), 
dimensions, management, measurin, medical sciences, medicine, metrology, 
recirculation, samples, size, specification (approval), specifications, systemology, 
traceability, wear-quantity, verification 
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English version

ICS 07.100.10

Descriptors:

In vitro diagnostic medical devices
Measurement of quantities in biological samples – Metrological

traceability of values assigned to calibrators and control materials
(ISO 17511 : 2003)

© 2003. CEN – All rights of exploitation in any form and by any means
reserved worldwide for CEN national members.

Ref. No. EN ISO 17511 : 2003 E

In-vitro-Diagnostika – Messung von
Größen in Proben biologischen Ur-
sprungs – Metrologische Rückführ-
barkeit von Werten, die Kalibrier-
materialien und Kontrollmaterialien
zugeordnet sind (ISO 17511 : 2003)

This European Standard was approved by CEN on 2003-03-11.
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 stand-
ards may be obtained on application to the Management Centre 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 Management Centre 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, Hungary, Iceland, Ireland,
Italy, Luxembourg, Malta, the Netherlands, Norway, Portugal, Slovakia, Spain,
Sweden, Switzerland, and the United Kingdom.

    EN ISO 17511

August 2003

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

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

|ÈÉË

Dispositifs médicaux de diagnostic in
vitro – Mesurage des grandeurs dans
des échantillons d’origine biologique –
Traçabilité métrologique des valeurs
attribuées aux agents d’étalonnage et
aux matériaux de contrôle
(ISO 17511 : 2003)
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