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Nationellt förord 

Europastandarden EN 61326-2-6:2013 

består av: 

– europastandardens ikraftsättningsdokument, utarbetat inom CENELEC 
– IEC 61326-2-6, Second edition, 2012 -  Electrical equipment for measurement, control and 

 laboratory use - EMC requirements - Part 2-6: Particular 
 requirements - In vitro diagnostic (IVD) medical equipment 

 
utarbetad inom International Electrotechnical Commission, IEC. 

 

Standarden ska användas tillsammans med SS-EN 61326-1, utgåva 3, 2013. 

 

Tidigare fastställd svensk standard SS-EN 61326-2-6, utgåva 1, 2006, gäller ej fr o m 2016-02-04. 
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Många standarder inom elområdet beskriver tekniska lösningar och 
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myndigheter och av EU. 

SEK är Sveriges röst i standardiseringsarbetet inom elområdet
SEK Svensk Elstandard svarar för standardiseringen inom elområdet i 
Sverige och samordnar svensk medverkan i internationell och europeisk 
standardisering. SEK är en ideell organisation med frivilligt deltagande från 
svenska myndigheter, företag och organisationer som vill medverka till och 
påverka utformningen av tekniska regler inom elektrotekniken. 

SEK samordnar svenska intressenters medverkan i SEKs tekniska 
kommittéer och stödjer svenska experters medverkan i internationella  
och europeiska projekt. 

Stora delar av arbetet sker internationellt
Utformningen av standarder sker i allt väsentligt i internationellt och 
europeiskt samarbete. SEK är svensk nationalkommitté av International 
Electrotechnical Commission (IEC) och Comité Européen de Normalisation 
Electrotechnique (CENELEC).

Standardiseringsarbetet inom SEK är organiserat i referensgrupper 
bestående av ett antal tekniska kommittéer som speglar hur arbetet inom 
IEC och CENELEC är organiserat. 
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årliga avgiften för deltagandet och intäkter från försäljning finansierar SEKs 
standardiseringsverksamhet och medlemsavgift till IEC och CENELEC.

Var med och påverka!
Den som deltar i SEKs tekniska kommittéarbete har möjlighet att 
påverka framtida standarder och får tidig tillgång till information och 
dokumentation om utvecklingen inom sitt teknikområde. Arbetet och 
kontakterna med kollegor, kunder och konkurrenter kan gynnsamt 
påverka enskilda företags affärsutveckling och bidrar till deltagarnas egen 
kompetensutveckling. 
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Foreword 

The text of document 65A/631/FDIS, future edition 2 of IEC 61326-2-6, prepared by SC 65A, "System 
aspects", of IEC TC 65, "Industrial-process measurement, control and automation" was submitted to the 
IEC-CENELEC parallel vote and approved by CENELEC as EN 61326-2-6:2013. 

 

The following dates are fixed: 

• latest date by which the document has 
to be implemented at national level by 
publication of an identical national 
standard or by endorsement 

(dop) 2013-11-04 

• latest date by which the national 
standards conflicting with the 
document have to be withdrawn 

(dow) 2016-02-04 
 

 

This document supersedes EN 61326-2-6:2006. 

EN 61326-2-6:2013 includes the following significant technical change with respect to 
EN 61326-2-6:2006: 

− update of the document with respect to EN 61326-1:2013. 

EN 61326-2-6:2013 is to be used in conjunction with EN 61326-1:2013 and follows the same numbering 
of clauses, subclauses, tables and figures. 
When a particular subclause of EN 61326-1 is not mentioned in this part, that subclause applies as far as 
is reasonable. When this standard states “addition”, “modification” or “replacement”, the relevant text in 
EN 61326-1 is to be adapted accordingly. 
 

NOTE The following numbering system is used: 

– subclauses, tables and figures that are numbered starting from 101 are additional to those in EN 61326-1; 

– unless notes are in a new subclause or involve notes in EN 61326-1, they are numbered starting from 101 including 
those in a replaced clause or subclause; 

– additional annexes are lettered AA, BB, etc. 

 
Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CENELEC [and/or CEN] shall not be held responsible for identifying any or all such patent 
rights. 

This document has been prepared under a mandate given to CENELEC by the European Commission 
and the European Free Trade Association, and supports essential requirements of EU Directive(s). 

For the relationship with EU Directive(s) see informative Annex ZZ, which is an integral part of this 
document. 

Endorsement notice 

The text of the International Standard IEC 61326-2-6:2012 was approved by CENELEC as a European 
Standard without any modification. 

In the official version, for Bibliography, the following note has to be added for the standard indicated: 
ISO 18113-1:2009 NOTE   Harmonized as EN ISO 18113-1:2011 (not modified). 
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Annex ZA  
(normative) 

  
Normative references to international publications 

with their corresponding European publications 
  
The following documents, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated 
references, the latest edition of the referenced document (including any amendments) applies.  
  
NOTE   When an international publication has been modified by common modifications, indicated by (mod), the relevant EN/HD 
applies.  
  
Addition to the Annex ZA of EN 61326-1:2013 
 
Publication Year Title EN/HD Year 
  

IEC 61326-1 2012 Electrical equipment for measurement, control 
and laboratory use - EMC requirements -  
Part 1: General requirements 

EN 61326-1 2013 

 

  

ISO 14971 2007 Medical devices - Application of risk 
management to medical devices 

EN ISO 14971 2012 
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ELECTRICAL EQUIPMENT FOR MEASUREMENT,  
CONTROL AND LABORATORY USE –  

EMC REQUIREMENTS –  
 

Part 2-6: Particular requirements –  
In vitro diagnostic (IVD) medical equipment 

 
 
 

1 Scope 

In addition to the scope of IEC 61326-1, this part of IEC 61326 series specifies minimum 
requirements for immunity and emissions regarding electromagnetic compatibility for in vitro 
diagnostic medical equipment, taking into account the particularities and specific aspects of 
this electrical equipment and their electromagnetic environment. 

2 Normative references 

The following documents, in whole or in part, are normatively referenced in this document and 
are indispensable for its application. For dated references, only the edition cited applies. For 
undated references, the latest edition of the referenced document (including any 
amendments) applies. 

Clause 2 of IEC 61326-1:2012 applies, except as follows: 

Addition: 

IEC 61326-1:2012, Electrical equipment for measurement, control and laboratory use – EMC 
requirements – Part 1: General requirements  

ISO 14971:2007, Medical devices – Application of risk management to medical devices 
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