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Amd. No. 

National foreword 

Date Text affected 

This British Standard is the English language version of EN 12286,1998, including 
amendment A1:2000. 

The UK participation in its preparation was entrusted to Technical Committee 
W69, In vitro diagnostic systems, which has the responsibility to: 

11034 

- aid enquirers to understand the text; 

- present to the responsible European committee any enquiries on the 

- monitor related international and European developments and promulgate 

interpretation, or proposals for change, and keep the UK inkrests informe 

them in the UK. 

~ 

JL- 2OOÏAddition of informative anneFu 

A iist of organizations represented on this committee 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 ”Intemational standards Correspondence Index”, or by using the 
“Find” faciiity 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 14, an inside back cover and a back cover. 

This British Standard, having 
been prepared under the 
direction of the Health and 
Environment Sector Committee, 
was published under the 
authority of the Standards 
Commime and comes into effect 
on 15 January 2001 
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EUROPEAN STANDARD 

NORME EUR0PEE”E 
EUROP&CTE Nom 

EN 12286 

+Al 
November 1998 

May 2Ooo 

ICs 11.100 

Descriptors: medicine, bioassay, in vitro diagnostics, sampiing, measurements, procedure 

In vim dmgmstic medical devices - Measurement of qyntities in 
samples of biological origin - Presentation of reference 

measurement procedures 
(includes amendment Ak2ûûû) 

Ihspoatifs médicaux de dmgnostic in vitro - 
Mesure des grandeurs dans des échantillons 
d‘origine biologique - F’&entaî.ion des modes 
opératoires de mesure de r é f h c e  
(inclut l’amendement A1:ZOoo) 

In-Vitrdhagnostika - Messung von GröBen in 
Proben biologischen U ~ ~ ~ r u n g s  - Darstellung von 
ReferenZmeBveEahren 
(enthäit Änderung A12000) 

This European standard was approved by CEN on 14 October 1998. Amendment A l  
was approved by CEN on 9 April 2000. 
CEN members are bound to comply with the CEN/CENELEC Intemai Regulations 
which stipuiate the conditions for giving this European Standard the status of a 
national standard without any alteration. Uptedaî~ lists and bibliographicai 
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). 
Aversion in any other language made by kinslation under the responsibility of a 
CEN member into its own language and notiñed to the Central Secretariat has the 
same status as the officiai versions. 
CENmembers are the national standards bodies of Austria, Belgium, Czech 
Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy, 
Luxembourg, Netherìands, Norway, Portugal, Spain, Sweden, Switzerland and 
United Kingdom. 

CEN 
European Committee for S t a n e o n  

Comité Européen de Normalisation 
Europäisches Komitee für Normung 

Central Secretariat: rue de Stassart 36, B-1060 Brussels 

O 1998 CEN AU rights of exploitation in any form and by any means reserved worldwide for CEN national 
Members. 
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