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SC 62A/Publication IEC 60601-1-2 (2007), Third edition/I-SH 01
MEDICAL ELECTRICAL EQUIPMENT -

Part 1-2: General requirements for
basic safety and essential performance —
Collateral standard: Electromagnetic compatibility —
Requirements and tests

INTERPRETATION SHEET

This interpretation sheet has been prepared by SC 62A: Comm
equipment used in medical practice.

The text of this interpretation sheet is based on the following d

ISH Report o otm\\
62A/685/ISH /6/2A/694ND ‘\>

Full information on the voting for the gpx roval )
report on voting indicated in the above

Subclause 6.2.2.2 e)

(This is also app@l

The test may~be performed at any input power voltage and frequency within the ME
EQUIPMENT or MEYSYSTEM RATED voltage and frequency range. If the ME EQUIPMENT or ME
SYSTEM is tested at one power input voltage and one power input frequency meeting this
specification, it is not necessary to re-test at additional voltages or frequencies.

Subclause 6.2.3.2 j) (Radiated RF IMMUNITY)
(This is also applicable to Subclause 36.202.3 b) 10) in [IEC 60601-1-2:2001.)

This subclause states the following:

The test may be performed with the ME EQUIPMENT or ME SYSTEM powered at any one of its
NOMINAL input voltages and frequencies.

This is clarified by the following:

1) A consolidated edition 2.1 exists (withdrawn) including IEC 60601-1-2:2001 and its Amendment 1 (2004).
March 2010 ICS 11.040.01; 33.100.10; 33.100.20 French text overleaf
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The test may be performed at any power input voltage and frequency within the ME
EQUIPMENT or ME SYSTEM RATED voltage and frequency range. If the EQUIPMENT or SYSTEM is
tested at one power input voltage and one power input frequency meeting this
specification, it is not necessary to re-test at additional voltages or frequencies.

Subclause 6.2.4.2 e) (EFT/burst IMMUNITY)
(This is also applicable to Subclause 36.202.4 b) 5) in IEC 60601-1-2:2001.)

This subclause states the following:

oltage settings or
aximum RATED
powered at

For ME EQUIPMENT and ME SYSTEMS that have, for power input, multiple
autoranging voltage capability, the test is performed at the minimum 4&
input voltages. The test may be performed with the ME EQUIPMENT of/ME
any one of its NOMINAL power frequencies.

This is clarified by the following:

For ME EQUIPMENT and ME SYSTEMS that have, for power/fRpuX, ye settings or

autoranging voltage capability, the test shall be performed atX Ll and maximum
ME EQUIPMENT or ME SYSTEM RATED power input voltage f performed at any
power input frequency within the ME EQUIPMENT or-ME SYS RASED range. If the ME
EQUIPMENT or ME SYSTEM is tested at power input nd a~power input frequency

This subclause states tf

For ME EQUIP, 3 S ave, for power input, multiple voltage settings or
autoranging 6 ity, t est IS performed at the minimum and maximum RATED
input voltages. TH way be_p ed with the ME EQUIPMENT or ME SYSTEM powered at

ME EQUIPME 1 YSTEM RATED power input voltages. The test may be performed at any
ncy within the ME EQUIPMENT or ME SYSTEM RATED range. If the ME
EQUIPMENT or ME'SYSTEM is tested at power input voltages and a power input frequency
meeting these specifications, it is not necessary to re-test at additional voltages or
frequencies.

Subclause 6.2.6.2 j) (Conducted RF IMMUNITY)
(This is also applicable to Subclause 36.202.6 b) 10) in IEC 60601-1-2:2001.)

This subclause states the following:

The test may be performed with the ME EQUIPMENT or ME SYSTEM powered at any one of its
NOMINAL input voltages and frequencies.

This is clarified by the following:

The test may be performed at any power input voltage and frequency within the ME
EQUIPMENT or ME SYSTEM RATED voltage and frequency range. If the EQUIPMENT or SYSTEM is

March 2010 ICS 11.040.01; 33.100.10; 33.100.20 French text overleaf
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tested at one power input voltage and one power input frequency meeting this
specification, it is not necessary to re-test at additional voltages or frequencies.

Subclause 6.2.7.2 c) (Voltage dips and interruptions IMMUNITY)
(This is also applicable to Subclause 36.202.7 b) 4) in IEC 60601-1-2:2001.)

This subclause states the following:

For ME EQUIPMENT and ME SYSTEMS that have, for power input, multiple voltage settings or
autoranging voltage capability, the test is performed at the minimum and maximum RATED
input voltages. The test is performed at the minimum RATED power frequency.

This is clarified by the following:

ME EQUIPMENT or ME SYSTEM RATED input voltages. The test
EQUIPMENT or ME SYSTEM powered at the minimum RA
EQUIPMENT or ME SYSTEM is tested at power input vol
meeting these specifications, it is not necessary
frequencies.

Subclause 6.2.8.1.2 (Power-frequency

fE SYSTEM iS INTERNALLY POWERED or powered from an
the test is performed at both 50 Hz and 60 Hz, wn‘h the

The test may Be performed with the ME EQUIPMENT or ME SYSTEM powered at any one of
its NOMINAL power voltages.

Item b) is clarified by the following:
The test may be performed at any power input voltage within the ME EQUIPMENT or ME

SYSTEM RATED power input voltage range. If the EQUIPMENT or SYSTEM is tested at one
power input voltage, it is not necessary to re-test at additional voltages.

For EMISSIONS, IEC 60601-1-2 references CISPR 11. IEC 60601-1-2 does not add any
clarification regarding the power input voltage and frequency during EMISSIONS testing.

Subclause 7.5.3 of CISPR 11:2009 states the following:
Mains power at the nominal voltage shall be supplied.

This is clarified by the following:

March 2010 ICS 11.040.01; 33.100.10; 33.100.20 French text overleaf
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The test may be performed at any input power voltage and frequency within the ME
EQUIPMENT or ME SYSTEM RATED voltage and frequency range. If the ME EQUIPMENT or ME
SYSTEM is tested at one power input voltage and one power input frequency meeting this
specification, it is not necessary to re-test at additional voltages or frequencies.

Subclause 9.1 of CISPR 11:2009 states the following:
Power at the nominal voltage shall be supplied.

This is clarified by the following:

The test may be performed at any input power voltage and frequency within the ME

March 2010 ICS 11.040.01; 33.100.10; 33.100.20 French text overleaf
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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 1-2: General requirements for basic safety
and essential performance —
Collateral standard:
Electromagnetic compatibility — Requirements and tests

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organizatiq
all national electrotechnical committees (IEC National Committees).
international co-operation on all questions concerning standardization in the>e
this end and in addition to other activities, IEC publishes International\Standatds
Technical Reports, Publicly Available Specifications (PAS) and e 2 &
Publication(s)”). Their preparation is entrusted to technical committées; \Nati ommittee interested
in the subject dealt with may participate in this preparatory N ' rnmental and non-
governmental organizations liaising with the IEC also participate i is™p ioQ. collaborates closely
with the International Organization for Standardization (I i onditions determined by
agreement between the two organizations.

Publications is accurate, IEC cannot be
misinterpretation by any end us

SI e Yor the way in which they are used or for any
In order to promote internati C Nationgl 2ommittees undertake to apply IEC Publications
transparently to the maxi ble N i i i icati . i
the latter.

IEC provides
equipment dec

indispensablefor the dorrect application of this publication.

Attention is drawn~o te 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 60601-1-2 has been prepared by IEC subcommittee 62A: Common
aspects of electrical equipment used in medical practice, of IEC technical committee 62:
Electrical equipment in medical practice.

This third edition constitutes a collateral standard to IEC 60601-1: Medical electrical
equipment — Part 1. General requirements for safety and essential performance hereafter
referred to as the general standard.

This document cancels and replaces the second edition of IEC 60601-1-2, and constitutes a
technical revision.
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This edition of IEC 60601-1-2 was revised to structurally align it with the 2005 edition of
IEC 60601-1 and to implement the decision of IEC subcommittee 62A that the clause
numbering structure of collateral standards written to IEC 60601-1:2005 would adhere to the
form specified in ISO/IEC Directives, Part 2:2004. The principle technical changes are in
Clause 4, which now recognizes that there is a general requirement for a risk management
process in IEC 60601-1:2005.

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

FDIS Report on voting
62A/560/FDIS 62A/567/RVD

Full information on the voting for the approval of this standard can be e report on

voting indicated in the above table.

This publication has been drafted in accordance with the ISO/IE

Normative text of tables

— TERMS DEFIN
NOTED: SMALL

“subclause” meanils a numbered subdivision of a clause (e.g. 6.1, 6.2 and 6.2.1 are all
subclauses of Clause 6).

References to clauses within this standard are preceded by the term “Clause” followed by the
clause number. References to subclauses within this standard are by number only.

In this standard, the conjunctive “or” is used as an “inclusive or” so a statement is true if any
combination of the conditions is true.

The verbal forms used in this standard conform to usage described in Annex H of the ISO/IEC
Directives, Part 2. For the purposes of this standard, the auxiliary verb:

“shall” means that compliance with a requirement or a test is mandatory for compliance
with this standard;
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- “should” means that compliance with a requirement or a test is recommended but is not
mandatory for compliance with this standard;

- “may” is used to describe a permissible way to achieve compliance with a requirement or
test.

Clauses, subclauses, items and definitions for which a rationale is provided in informative
Annex A are marked with an asterisk (*).

A list of all parts of the IEC 60601 series, under the general title: Medical electrical
equipment, can be found on the IEC website.

The committee has decided that the contents of this publication will remain unshanged until
the maintenance result date indicated on the IEC web site under "hi{p://webstore.iec.ch" in

* reconfirmed;
* withdrawn;
» replaced by a revised edition, or

B
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INTRODUCTION

The need for establishing specific ELECTROMAGNETIC COMPATIBILITY standards for MEDICAL
ELECTRICAL EQUIPMENT and MEDICAL ELECTRICAL SYSTEMS is well recognized.

In particular, the existence of ELECTROMAGNETIC EMISSION standards is essential for the
protection of:

— safety services;
— other MEDICAL ELECTRICAL EQUIPMENT and MEDICAL ELECTRICAL SYSTEMS;

— electrical equipment that is not ME EQUIPMENT (e.g. computers);

— telecommunications (e.g. radio/TV, telephone, radio-navigation).

Of even more importance, the existence of ELECTROMAGNETIC IMMU
to assure safety of MEDICAL ELECTRICAL EQUIPMENT and MEDI
ELECTROMAGNETIC COMPATIBILITY (see Definition 3.4) differs
covered by IEC 60601-1 because the electromagnetic phenom
of severity, in the normal use environment of all MEDICAL
ELECTRICAL SYSTEMS and by definition the equipment mu
intended environment in order to establish ELECTROMA

the conventional single fault approach to safet
ELECTROMAGNETIC COMPATIBILITY standards. The

torily” within its
” This means that
for application to

MEDICAL ELECTRIX ELECTRICAL SYSTEMS are used in the practice of
medicine because” {/ ¢\l needed >FUNCTIONS. If MEDICAL ELECTRICAL EQUIPMENT or a
MEDICAL ELECTRICA provide its needed FUNCTION, because of a lack of
IMMUNITY to even mal use environment, this interferes with the practice of

medicine and dered an acceptable situation.
This ed izes \that there is a shared responsibility between MANUFACTURERS,
RESPONSI IONS and OPERATORS to ensure that MEDICAL ELECTRICAL EQUIPMENT

design and manufacture to meet the requirements of this collateral standard and to disclose
information to the RESPONSIBLE ORGANIZATION or OPERATOR so that a compatible
ELECTROMAGNETIC ENVIRONMENT can be maintained in order that the MEDICAL ELECTRICAL
EQUIPMENT or MEDICAL ELECTRICAL SYSTEM will perform as intended.
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