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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

international co-operation on all questions concerning standardization in t e Ietrlc i€ fields. To
this end and in addition to other activities, IEC publishes Internationak Stantards, i pecifications
Technical Reports, Publicly Available Specifications (PAS) and /GQuide 2 d to as “IEC

governmental organizations liaising with the IEC also participate i iIS™F ian. collaborates closely
with the International Organization for Standardization (I i onditions determined by
agreement between the two organizations.

2) The formal decisions or agreements of IEC or

3) IEC Publications have the form of recommendati

Publications is accurate, IEC cannot be
misinterpretation by any end
4) In order to promote intern
transparently to the maxi

the latter.

5) IEC itself does vie any
assessment services a i

services carried out b

6) All users should ensuxe F ave the Jatest edition of this publication.

7) No liability sha A C on\ts directors, employees, servants or agents including individual experts and
members oKts techpi nittees and IEC National Committees for any personal injury, property damage or
other damage atiye whatsoever, whether direct or indirect, or for costs (including legal fees) and
expenges axising publication, use of, or reliance upon, this IEC Publication or any other IEC

8) Attention is dre the Normative references cited in this publication. Use of the referenced publications is
indispensable forthe cotrect 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 second edition cancels and replaces the first edition published in 2005. This edition
constitutes a technical revision.
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This edition includes the following significant technical change with respect to the previous
edition:
— update of the document with respect to IEC 61326-1:2012.

The text of this standard is based on the following documents:

FDIS Report on voting
65A/631/FDIS 65A/640/RVD

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

This publication has been drafted in accordance with the ISO/IEC Dir,

When a particular subclause of IEC 61326-1 is not
applies as far as is reasonable. When this stand

— subclauses, tables and figures thak_are\nuw S i 101 are additional to those in
IEC 61326-1;

A list of all parts of the IEC v the general title Electrical equipment for
measurement, control use, control and laboratory use — EMC requirements can
be found on the '

¢ ohtents of this publication will remain unchanged until
the stability datée ica C web site under "http://webstore.iec.ch" in the data
related to the s K Qn. At this date, the publication will be

* replaced by sed edition, or

¢ amended.
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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 s
requirements for immunity and emissions regarding electromagnetj

minimum
in vitro

The following documents, in whole or in part, are nofma(iv erenced’in this document and
are indispensable for its application. For dated y he edition cited applies. For
undated references, the Ilatest i document (including any
amendments) applies.

Addition:

IEC 61326-1:2012, El

requirements — I@:

except as fONQ
Addition:

3.101

in vitro diagnostic medical equipment

instruments and apparatus intended for use in the diagnosis of disease or other conditions,
including a determination of the state of health, in order to cure, mitigate, treat, or prevent
disease

Note 1 to entry: Such instruments or apparatus are intended for use in the collection, preparation, and examination
of specimens taken from the human body.

3.102
analyte
constituent of a sample with a measurable property

EXAMPLES In “mass of protein in 24-hour urine”, “protein” is the analyte and “mass” is the property. In

“concentration of glucose in plasma”, “glucose” is the analyte and “concentration” is the property. | t
the full phrase designates the measurand. U’&&ﬁsﬁlents
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[SOURCE: ISO 18113-1:2009, 3.3]

4 General
Clause 4 of IEC 61326-1:2012 applies, except as follows:
Addition:

4101 Electromagnetic environment of IVD medical equipment

Similar to conventional medical electrical equipment, in-vitro diagnostic medical equipment is
used in a wide variety of electromagnetic environments. IVD devices shall furction properly
and safely in home environments, as well as in typical healthcare epvifonments (hospitals,
clinics, doctor’s offices). This means that the device shall have a miQimum\lexel of immunity
appropriate for these areas.

aircpaft, cars or
helicopters, can require a higher level of immunity afe and effective

performance of the device.

5 EMC test plan

5.1 General

Subclause 5.1 of IEC 61326-1:2012 app

5.2 Configuration of

Addition:

5.3.101

The device

When different input power modes are available (e.g. battery, a.c. options), the manufacturer
shall specify these mode(s) of operation, which cover(s) the most severe condition in
accordance with the product risk analysis.

5.4 Specification of functional performance

Subclause 5.4 of IEC 61326-1:2012 applies.

5.5 Test description

Subclause 5.5 of IEC 61326-1:2012 applies.
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