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National foreword

This British Standard is the UK implementation of

EN IEC 61326-2-6:2025. It is identical to IEC 61326-2-6:2025. It
supersedes BS EN [EC 61326-2-6:2021, which will be withdrawn on 31
August 2028.

The UK participation in its preparation was entrusted to Technical
Committee GEL/65/1, System considerations.

A list of organizations represented on this committee can be obtained on
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no
representation, warranty, assurance or undertaking (express or
implied) is or will be made, and no responsibility or liability is or will be
accepted by BSI in relation to the adequacy, accuracy, completeness or
reasonableness of this publication. All and any such responsibility and
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are
responsible for its correct application.

© The British Standards Institution 2025
Published by BSI Standards Limited 2025
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ICS 11.100.10; 17.220.20; 25.040.40; 33.100.01; 33.100.20

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
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Amendments/corrigenda issued since publication

Date Text affected



https://webstore.ansi.org/Standards/BSI/BSENIEC613262025?source=preview

BSEN IEC 61326-2-6:2025
CILIDNADC AN QTANNADN EALIEC, 1292 2 &2

This is a preview of BS EN IEC 61326-2-6:2025. Click here to purchase the full version from the ANSI store.

EUROPAISCHE NORM August 2025

ICS 17.220.20; 25.040.40; 33.100.20 Supersedes EN |IEC 61326-2-6:2021

English Version

Electrical equipment for measurement, control and laboratory
use - EMC requirements - Part 2-6: Particular requirements - In
vitro diagnostic (IVD) medical electrical equipment
(IEC 61326-2-6:2025)

Matériel électrique de mesure, de commande et de Elektrische Mess-, Steuer-, Regel- und Laborgerate - EMV-
laboratoire - Exigences relatives a la CEM - Partie 2-6: Anforderungen - Teil 2-6: Besondere Anforderungen -
Exigences particulieres - Matériel électromédical de Medizinische In-vitro-Diagnosegerate (IVD)
diagnostic in vitro (DIV) (IEC 61326-2-6:2025)

(IEC 61326-2-6:2025)

This European Standard was approved by CENELEC on 2025-07-23. CENELEC 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 CEN-CENELEC
Management Centre or to any CENELEC member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation

under the responsibility of a CENELEC member into its own language and notified to the CEN-CENELEC Management Centre has the
same status as the official versions.

CENELEC members are the national electrotechnical committees of Austria, Belgium, Bulgaria, Croatia, Cyprus, the Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, the

Netherlands, Norway, Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland,
Turkiye and the United Kingdom.

CENELEC

European Committee for Electrotechnical Standardization
Comité Européen de Normalisation Electrotechnique
Européisches Komitee fiir Elektrotechnische Normung

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2025 CENELEC All rights of exploitation in any form and by any means reserved worldwide for CENELEC Members.

Ref. No. EN IEC 61326-2-6:2025 E


https://webstore.ansi.org/Standards/BSI/BSENIEC613262025?source=preview

BS EN IEC 61326-2-6:2025
EN IEC 61326-2-6:2025 (E)

This is a preview of BS EN IEC 61326-2-6:2025. Click here to purchase the full version from the ANSI store.

European foreword

The text of document 65A/1174/FDIS, future edition 4 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 61326-2-6:2025.

The following dates are fixed:

» latest date by which the document has to be implemented at national (dop) 2026-08-31
level by publication of an identical national standard or by endorsement

+ latest date by which the national standards conflicting with the (dow) 2028-08-31
document have to be withdrawn

This document supersedes EN IEC 61326-2-6:2021 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 is read in conjunction with EN IEC 61326-1:2021.

This document has been prepared under a standardization request addressed to CENELEC by the
European Commission. The Standing Committee of the EFTA States subsequently approves these
requests for its Member States.

Any feedback and questions on this document should be directed to the users’ national committee. A
complete listing of these bodies can be found on the CENELEC website.

Endorsement notice

The text of the International Standard IEC 61326-2-6:2025 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 standard indicated:

IEC 60601-1-2:2014 NOTE Approved as EN 60601-1-2:2015 (not modified)

IEC 60601-1-11:2015 NOTE Approved as EN 60601-1-11:2015 (not modified)

IEC 61010-2-101:2018 NOTE Approved as EN IEC 61010-2-101:2022 (not modified)
ISO 18113-1:2022 NOTE Approved as EN ISO 18113-1:2024 (not modified)
ISO/TR 24971:2020 NOTE Approved as CEN ISO/TR 24971:2020 (not modified)
ISO 14971:2007 NOTE Approved as EN ISO 14971:2019 (not modified)
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(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 maodifications, 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.cencenelec.eu.

Annex ZA of Part 1 is applicable except as follows:

Addition:
Publication Year Title EN/HD Year
IEC 61010 series Safety requirements for electrical ENIEC 61010 series

equipment for measurement, control, and
laboratory use

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


https://www.cencenelec.eu/
https://webstore.ansi.org/Standards/BSI/BSENIEC613262025?source=preview

BSEN IEC 61326-2-6:2025

IEC._AR122AR-2-A2N25 © IEC 2N25”

This is a preview of BS EN IEC 61326-2-6:2025. Click here to purchase the full version from the ANSI store.

L T AT ] 3
1 T oo o1 5
2 NOMMAtIVE TEIEIENCES .. et 5
3 Terms, definitions and abbreviations...... ... 5
3.1 Terms and definitioNS. ... 5
3.2 ADDDreVIatioNS ... 8
N €1 =Y o V= - | 8
4.101 ESSENTIAL PERFORMANCE ... tutt ittt ettt et e et et e e et e e e e e et et e et et e et et e et e e enaaeens 8
4102 BASIC SAFETY ittt ittt et et 8
B EM O ST Plan o 9
5.1 LT =Y 1= - | 9
5.2 Configuration of EUT during testing ........ocoiiiiiii e 9
B5.2.101  SUDSY S EMS. . 9
5.3 Operation conditions of EUT during testing...........coooiiiiiiiii e 9
5.3.101  Operation CONAItIONS ... 9
5.4 Specification of FUNCTIONAL PERFORMANCE .......tuiuieieinttntteeeeaeeaeaeaeneneneeenens 10
5.5 Test eSS Pl ON . e 10
6 IMMUNILY FeQUIrEMENTS .. 10
6.1 Conditions during the tests ... ... 10
6.101 Conditions during the tests ... 10
6.2 Immunity test reqUIremMeENtS. .. ... 10
6.201 Risk assessment and consideration of EMC immunity requirements.................... 11
6.3 RaANAOM @S PO S . o e 16
6.4 Performance Criteria........coiii i 17
6.401 Pass/fail CrtEIia. . ..o 17
7 EmiSSiON FeqUIrEMENES ... e 17
8 Testresults and test repPort ... .o 17
O INSIIUCTIONS fOr US o .iiiii i 17
9.101 General requirements for the IvD MEE instructions foruse .....................col. 18

9.102 Additional requirements for the instructions for use for equipment to be used
iN @ HOME HEALTHCARE ENVIRONMENT ...utuitittiit et eat et eete e ete e eaea et eaaeaaeeaeaenas 19

9.103 Additional requirements for the instructions for use for equipment to be used
in @ PROFESSIONAL HEALTHCARE FACILITY ENVIRONMENT ....uuuuiiitiiiiiiteiieaieieeeaeaenas 19

Annex A (normative) Immunity test requirements for PORTABLE TEST AND MEASUREMENT
EQUIPMENT powered by battery or from the circuit being measured....................... 20

Annex B (informative) General guidance and rationale for updating the IEC 61326-2-

6:2020 — Background for maintenance leading to edition 4 of this document....................... 21
Annex C (informative) How to apply this document and its intended use environments ....... 22
Annex D (informative) Guidance: Test plan ..o 23
Annex E (informative) Power input voltages and frequencies during tests.......................... 25

Annex F (informative) Guidance on the application of risk management with regard to
electromagnetic disturbances and the Identification of immunity pass/fail criteria risks

of EUT to identify critical immunity testing...........oooi i 26
F.1 INtrOdUCTONY FEMAIKS .. ettt aeaas 26
F.2 Immunity pass/fail criteria prinCiples .........ccoiiiiiiiii 26

F.2.1 LT =Y = - | 26


https://webstore.ansi.org/Standards/BSI/BSENIEC613262025?source=preview

