SVENSK STANDARD  SS-EN IEC 61326-2-6

Utgava 3

SVENSK
ELSTANDARD 2021-09-22

© Copyright SEK Svensk Elstandard. Reproduction in any form without permission is prohibited.

REDLINE VERSION

Elektrisk utrustning for méatning, styrning och for laboratorieandamal —
EMC-fordringar —
Del 2-6: Sarskilda fordringar —

Medicinsk utrustning for in vitro-diagnostik

Electrical equipment for measurement, control and laboratory use —
EMC requirements —

Part 2-6: Particular requirements —

In vitro diagnostic (IVD) medical equipment

En sa kallad "Redline version” (RLV) innehaller bade den faststallda IEC-standarden och en
andringsmarkerad standard. Alla tillagg och borttagningar sedan den tidigare utgavan ar markerade med
farg. Med en RLV sparar du mycket tid nar du ska identifiera och bedéma aktuella dndringar i standarden.
SEK Svensk Elstandard kan bara ge ut en RLV i de fall den finns tillganglig fran IEC.



IEC 61326-2-6

Edition 3.0 2020-10

INTERNATIONAL
STANDARD

Electrical equipment for measurement, control and laboratory use —
EMC requirements —

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

INTERNATIONAL
ELECTROTECHNICAL
COMMISSION

ICS 17.220.20; 25.040.40; 33.100.20 ISBN 978-2-8322-9014-9

Warning! Make sure that you obtained this publication from an authorized distributor.

® Registered trademark of the International Electrotechnical Commission

SEK Svensk Elstandard SS-EN IEC 61326-2-6, utg 3:2021




-2 - IEC 61326-2-6:2020 RLV © |IEC 2020

CONTENTS
FOREWORD ...c ittt ettt ettt ettt et e e e e e e e e e et anas 3
S ToT 0] o PP 6
2 NOIMALIVE TEIEIENCES .ot et 6
3 Terms and defiNitiONS ... 6
A GBNEIAL e e aaas 8
D EMC 1S PlaN et 8
5.1 LT 1o -1 PPN 8
5.2 Configuration of EUT during teStiNg .......ceuiiniiiiii e 8
5.3 Operation conditions of EUT during te€StiNg .....ovvvvuiiieei e 8
5.4 Specification of FUNCTIONAL PERFORMANCE ....c.uituituiiiaii et aeiaeiaaie e e e e eaaeaeaaeeneens 9
5.5 B I= 153 Ao (=1 | ) 4 o TS 9
6 IMMUNILY FEQUITEIMENTS .ot e e e e e e e e e e e e e et et et r e e e e e e e enaeens 9
6.1 Conditions dUNNG the 1eStS. . i e 9
6.2 IMMUNItY tEST FEQUITEMENTS ...t ea e 9
6.3 =T o] =Ty o 1= £ 10
6.4 PerfOrmManCe CrItEIIA ...iun i 13
7 EMISSION FEQUITEIMENTS ..ottt ettt e e e et et e et et et et e e e enaenaaanas 14
8  TeSt resuUlts and tESE FEPOI .. .. et 14
S B [ E] AU Tod A To Y E=h (o] U] = PPN 14
Annex A (normative) Immunity test requirements for PORTABLE TEST AND MEASUREMENT
EQUIPMENT powered by battery or from the circuit being measured ............occoeiiiiiiiinineenn, 16
Annex B (informative) Guide for analysis and assessment for electromagnetic
[odoY 20T o F= 141 o1 11 Y2 PP 17
27T o o = Y o /2 18

Table 101 — Immunity test requirements for equipment intended to be used in
PROFESSIONAL HEALTHCARE FACILITY ENVIRONMENT ... tttuttttetttnaeetiaeeeiaeeti e aeieeean e aeiaeeanaeeennnas 11

Table 102 — Immunity test requirements for equipment intended to be used in a HOME
HEALTHCARE ENVIRONMENT ...uutitttetit ettt et e e e e e e e e et e e e e e e e e e et e e e e e e et e e e e e et eeeannes 12

Table 103 — Immunity test requirements for equipment intended to be used in a HOME
HEALTHCARE ENVIRONMENT L. ttuittttttette ettt ettt ettt e et ettt e et et et e e e ea e e e 13

SEK Svensk Elstandard SS-EN IEC 61326-2-6, utg 3:2021



IEC 61326-2-6:2020 RLV © IEC 2020 -3-

1)

2)

3)

4)

5)

6)

7

8)

9)

INTERNATIONAL ELECTROTECHNICAL COMMISSION

ELECTRICAL EQUIPMENT FOR MEASUREMENT,
CONTROL AND LABORATORY USE -
EMC REQUIREMENTS -

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

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising
all national electrotechnical committees (IEC National Committees). The object of IEC is to promote
international co-operation on all questions concerning standardization in the electrical and electronic fields. To
this end and in addition to other activities, IEC publishes International Standards, Technical Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National Committee interested
in the subject dealt with may participate in this preparatory work. International, governmental and non-
governmental organizations liaising with the IEC also participate in this preparation. IEC collaborates closely
with the International Organization for Standardization (ISO) in accordance with conditions determined by
agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international
consensus of opinion on the relevant subjects since each technical committee has representation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for international use and are accepted by IEC National
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications
transparently to the maximum extent possible in their national and regional publications. Any divergence
between any IEC Publication and the corresponding national or regional publication shall be clearly indicated in
the latter.

IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any
services carried out by independent certification bodies.

All users should ensure that they have the latest edition of this publication.

No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and
members of its technical committees and IEC National Committees for any personal injury, property damage or
other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is
indispensable for the correct application of this publication.

Attention is drawn to the possibility that some of the elements of this IEC Publication may be the subject of
patent rights. IEC shall not be held responsible for identifying any or all such patent rights.

This redline version of the official IEC Standard allows the user to identify the changes
made to the previous edition. A vertical bar appears in the margin wherever a change
has been made. Additions are in green text, deletions are in strikethrough red text.

SS-EN IEC 61326-2-6, utg 3:2021 SEK Svensk Elstandard
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International Standard IEC 61326-2-6 has been prepared by subcommittee 65A: System
aspects, of IEC technical committee 65: Industrial-process measurement, control and
automation.

This third edition cancels and replaces the second published in 2012. This edition constitutes
a technical revision.

This edition includes the following significant technical change with respect to the previous
edition:

— update of the document with respect to IEC 61326-1:2020.

The text of this International Standard is based on the following documents:

FDIS Report on voting

65A/979/FDIS 65A/990/RVD

Full information on the voting for the approval of this International Standard can be found in
the report on voting indicated in the above table.

This document has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this document the following print types are used:

— Terms used throughout this document which have been defined in Clause 3 of this
document and of IEC 61326-1:2020: SMALL CAPITALS.

This part of IEC 61326 is to be used in conjunction with IEC 61326-1:2020 and follows the
same numbering of clauses, subclauses, tables and figures.

When a particular subclause of IEC 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 IEC 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
IEC 61326-1,

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

— additional annexes are lettered AA, BB, etc.

A list of all parts of the IEC 61326 series, under the general title Electrical equipment for
measurement, control and laboratory use — EMC requirements, can be found on the IEC
website.

SEK Svensk Elstandard SS-EN IEC 61326-2-6, utg 3:2021
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The committee has decided that the contents of this document will remain unchanged until the
stability date indicated on the IEC website under "http://webstore.iec.ch” in the data related to
the specific document. At this date, the document will be

e reconfirmed,

e withdrawn,

o replaced by a revised edition, or

e amended.

IMPORTANT — The 'colour inside' logo on the cover page of this publication indicates
that it contains colours which are considered to be useful for the correct
understanding of its contents. Users should therefore print this document using a
colour printer.

SS-EN IEC 61326-2-6, utg 3:2021 SEK Svensk Elstandard
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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 specifies minimum
requirements for immunity and emissions regarding electromagnetic compatibility for IN VITRO
DIAGNOSTIC (IVD) MEDICAL EQUIPMENT, taking into account the particularities and specific
aspects of this electrical equipment and their electromagnetic environment.

2 Normative references
Clause 2 of IEC 61326-1:20122020 applies, except as follows:
Addition:

IEC 61326-1:20122020, Electrical equipment for measurement, control and laboratory use —
EMC requirements — Part 1: General requirements

ISO 14971:26072019, Medical devices — Application of risk management to medical devices

SEK Svensk Elstandard SS-EN IEC 61326-2-6, utg 3:2021
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kommittéer och stodjer svenska experters medverkan i internationella
och europeiska projekt.
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Utformningen av standarder sker i allt vasentligt i internationellt och
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Electrotechnical Commission (IEC) och Comité Européen de Normalisation
Electrotechnique (CENELEC).
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IEC och CENELEC &r organiserat.
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kontakterna med kollegor, kunder och konkurrenter kan gynnsamt
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kompetensutveckling.
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European foreword

The text of document 65A/979/FDIS, future edition 3 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 IEC 61326-2-6:2021.

The following dates are fixed:

» latest date by which the document has to be implemented at national (dop) 2021-12-04
level by publication of an identical national standard or by endorsement

» latest date by which the national standards conflicting with the (dow) 2024-06-04
document have to be withdrawn

This document supersedes EN 61326-2-6:2013 and all of its amendments and corrigenda (if any).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CENELEC 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.

Endorsement notice

The text of the International Standard IEC 61326-2-6:2020 was approved by CENELEC as a
European Standard without any modification.

In the official version, for Bibliography, the following notes have to be added for the standards
indicated:

IEC 60601-1-2:2014 NOTE Harmonized as EN 60601-1-2:2015 (not modified)
ISO 18113-1:2009 NOTE Harmonized as EN ISO 18113-1:2011 (not modified)

SS-EN IEC 61326-2-6, utg 3:2021 SEK Svensk Elstandard
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Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any amendments)
applies.

NOTE 1 Where an International Publication has been modified by common modifications, indicated by (mod),
the relevant EN/HD applies.

NOTE 2 Up-to-date information on the latest versions of the European Standards listed in this annex is
available here: www.cenelec.eu.

The Annex ZA of EN IEC 61326-1:2021 applies with the following addition:

Publication Year Title EN/HD Year
IEC 61326-1 2020 Electrical equipment for measurement, EN IEC 61326-1 2021
control and laboratory use - EMC
requirements - Part 1: General
requirements
ISO 14971 2019 Medical devices — Application of risk EN ISO 14971 2019

management to medical devices

SEK Svensk Elstandard SS-EN IEC 61326-2-6, utg 3:2021


http://www.cenelec.eu/

IEC 61326-2-6:2020-10(en-fr)

IEC 61326-2-6

Edition 3.0 2020-10

INTERNATIONAL
STANDARD

NORME
INTERNATIONALE

Electrical equipment for measurement, control and laboratory use —
EMC requirements —
Part 2-6: Particular requirements — In vitro diagnostic (IVD) medical equipment

Matériel électrique de mesure, de commande et de laboratoire —
Exigences relatives a la CEM —
Partie 2-6: Exigences particulieres — Matériel médical de diagnostic in vitro (IVD)




-2 - IEC 61326-2-6:2020 © IEC 2020

CONTENTS

a b~ 0N
®
D
>
(1)
=
=

6.1 Conditions dUring the 1eStS. ...
6.2 IMMUNItY teST FEQUIrEMENTS ... e
6.3 L =Y 0] 0= Ty o 1= £
6.4 PerfOrmanCe CrItEIIA .. ocuu i
7 EMISSION FEQUITEIMENTS ..euiiit ittt e e et et et et e e e eneeneeens

8  TeStresults and teSt FEPOIt ... ...
O INSTIUCTIONS FOF USE ..ttt ettt r e e et e e eees

Annex A (normative) Immunity test requirements for PORTABLE TEST AND MEASUREMENT

EQUIPMENT powered by battery or from the circuit being measured.............cccoovviiviiinennnnn.

Annex B (informative) Guide for analysis and assessment for electromagnetic

(odaYa 0T o F= 141 o1 11 Y2 PP
L2 TT o1 Lo o = Y o1

Table 101 — Immunity test requirements for equipment intended to be used in

PROFESSIONAL HEALTHCARE FACILITY ENVIRONMENT ..ttt sisssssnnnn s nnaanaaaaaas

Table 102 — Immunity test requirements for equipment intended to be used in a HOME

HEALTHCARE ENVIRONMEN T L1ttt ettt et a et e sttt e st e st taaaaaaaaaaaaaaaaaaans

Table 103 — Immunity test requirements for equipment intended to be used in a HOME

HEALTHCARE ENVIRONMENT L.ttt s e e e e e e s aa e aaes

EMC 1St Pl e e

5.1 GBIl it
5.2 Configuration of EUT during teStiNg ....c.vuuieiiiiiiiiii e
5.3 Operation conditions of EUT during teSting .......cccovvviviiiii e
5.4 Specification of FUNCTIONAL PERFORMANCE .....uuuititiiaiaieeieeie e etaeiaaaaeneenaennas
5.5 JLI= 153 Ao 1= 1Yo ] o) o TS

6 IMMUNILY FEQUITEMENTS .euieiitii e e e e e e e et e et et e e e e e e enaeeas

SEK Svensk Elstandard SS-EN IEC 61326-2-6, utg 3:2021



IEC 61326-2-6:2020 © IEC 2020 -3-

INTERNATIONAL ELECTROTECHNICAL COMMISSION

ELECTRICAL EQUIPMENT FOR MEASUREMENT,
CONTROL AND LABORATORY USE -
EMC REQUIREMENTS -

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

FOREWORD

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising
all national electrotechnical committees (IEC National Committees). The object of IEC is to promote
international co-operation on all questions concerning standardization in the electrical and electronic fields. To
this end and in addition to other activities, IEC publishes International Standards, Technical Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National Committee interested
in the subject dealt with may participate in this preparatory work. International, governmental and non-
governmental organizations liaising with the IEC also participate in this preparation. IEC collaborates closely
with the International Organization for Standardization (ISO) in accordance with conditions determined by
agreement between the two organizations.

2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international
consensus of opinion on the relevant subjects since each technical committee has representation from all
interested IEC National Committees.

3) IEC Publications have the form of recommendations for international use and are accepted by IEC National
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any
misinterpretation by any end user.

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications
transparently to the maximum extent possible in their national and regional publications. Any divergence
between any IEC Publication and the corresponding national or regional publication shall be clearly indicated in
the latter.

5) IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any
services carried out by independent certification bodies.

6) All users should ensure that they have the latest edition of this publication.

7) No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and
members of its technical committees and IEC National Committees for any personal injury, property damage or
other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

8) Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is
indispensable for the correct application of this publication.

9) Attention is drawn to the possibility that some of the elements of this IEC Publication may be the subject of
patent rights. IEC shall not be held responsible for identifying any or all such patent rights.

International Standard IEC 61326-2-6 has been prepared by subcommittee 65A: System
aspects, of IEC technical committee 65: Industrial-process measurement, control and
automation.

This third edition cancels and replaces the second published in 2012. This edition constitutes
a technical revision.

This edition includes the following significant technical change with respect to the previous
edition:

— update of the document with respect to IEC 61326-1:2020.

SS-EN IEC 61326-2-6, utg 3:2021 SEK Svensk Elstandard
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The text of this International Standard is based on the following documents:

FDIS Report on voting
65A/979/FDIS 65A/990/RVD

Full information on the voting for the approval of this International Standard can be found in
the report on voting indicated in the above table.

This document has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this document the following print types are used:

— Terms used throughout this document which have been defined in Clause 3 of this
document and of IEC 61326-1:2020: SMALL CAPITALS.

This part of IEC 61326 is to be used in conjunction with IEC 61326-1:2020 and follows the
same numbering of clauses, subclauses, tables and figures.

When a particular subclause of IEC 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 IEC 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
IEC 61326-1;

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

— additional annexes are lettered AA, BB, etc.

A list of all parts of the IEC 61326 series, under the general title Electrical equipment for
measurement, control and laboratory use — EMC requirements, can be found on the IEC
website.

The committee has decided that the contents of this document will remain unchanged until the
stability date indicated on the IEC website under "http://webstore.iec.ch" in the data related to
the specific document. At this date, the document will be

e reconfirmed,

e withdrawn,

o replaced by a revised edition, or

e amended.

SEK Svensk Elstandard SS-EN IEC 61326-2-6, utg 3:2021
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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 specifies minimum
requirements for immunity and emissions regarding electromagnetic compatibility for IN VITRO
DIAGNOSTIC (IVD) MEDICAL EQUIPMENT, taking into account the particularities and specific
aspects of this electrical equipment and their electromagnetic environment.

2 Normative references
Clause 2 of IEC 61326-1:2020 applies, except as follows:
Addition:

IEC 61326-1:2020, Electrical equipment for measurement, control and laboratory use — EMC
requirements — Part 1. General requirements

ISO 14971:2019, Medical devices — Application of risk management to medical devices

SS-EN IEC 61326-2-6, utg 3:2021 SEK Svensk Elstandard
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