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Foreword

The text of document 62D/548/FDIS, future edition 4 of IEC 60601-2-2, prepared by SC 62D,
Electromedical equipment, of IEC TC 62, Electrical equipment in medical practice, was submitted to the
IEC-CENELEC parallel vote and was approved by CENELEC as EN 60601-2-2 on 2006-10-01.

This European Standard supersedes EN 60601-2-2:2000.
Significant revisions in EN 60601-2-2:2007 refer mainly to the following:

— revision of requirements and compliance testing for HF SURGICAL ACCESSORIES t0 make them
independent of specific HF surgical generators;

— revision and expansion of Clause 2 definitions;
— addition of thermal, electrical and adhesive requirements testing for NEUTRAL ELECTRODES;
— revision of dielectric strength requirements for HF SURGICAL ACCESSORIES;

— accommodation of HF surgical generators that don’t require continuous operation of the SwITCH
SENSOR;

— addition of Annex BB to provide EMD information about HF SURGICAL EQUIPMENT.

This Particular Standard amends and supplements EN 60601-1:1990, Medical Electrical Equipment —
Part 1: General requirements for safety, and its amendments, hereinafter referred to as the General
Standard. The requirements of this Particular Standard take priority over those of the General Standard.

The following dates were fixed:

— latest date by which the EN has to be implemented
at national level by publication of an identical
national standard or by endorsement (dop) 2007-10-01

— latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 2009-10-01

In this Particular Standard the following print types are used:

— requirements, compliance with which can be tested, and definitions: in roman type;

— notes, explanations, advice, introductions, general statements, exceptions and references: in smaller type;

— test specifications and headings of items: in italic type;

— TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD: SMALL CAPITALS.

This European Standard has been prepared under a mandate given to CENELEC by the European
Commission and the European Free Trade Association and covers essential requirements of
EC Directive 93/42/EEC (MDD). See Annex ZZ.

Annexes ZA and ZZ have been added by CENELEC.

Endorsement notice

The text of the International Standard IEC 60601-2-2:2006 was approved by CENELEC as a European
Standard without any modification.
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Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

The following referenced documents are indispensable for the application 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 When an international publication has been modified by common modifications, indicated by (mod), the relevant EN/HD
applies.

Publication Year Title EN/HD Year

IEC 60601-1-2 2001 Medical electrical equipment - EN 60601-1-2 2001
Part 1-2: General requirements for safety -
Collateral standard: Electromagnetic
compatibility - Requirements and tests

IEC 60601-2-2 1998 Medical electrical equipment - EN 60601-2-2 2000
Part 2-2: Particular requirements for the
safety of high frequency surgical equipment

IEC 60601-2-4 2005 Medical electrical equipment - - -
Part 2-4: Particular requirements for the
safety of cardiac defibrillators

IEC 60601-2-18 1996 Medical electrical equipment - EN 60601-2-18 1996
Al 2000 Part 2-18: Particular requirements for the Al 2000
safety of endoscopic equipment

IEC 60601-2-34 2000 Medical electrical equipment - EN 60601-2-34 2000
Part 2-34: Particular requirements for the
safety, including essential performance, of
invasive blood pressure monitoring
equipment

IEC 61000-4-3 2006 Electromagnetic compatibility (EMC) - EN 61000-4-3 2006
Part 4-3 : Testing and measurement
techniques - Radiated, radio-frequency,
electromagnetic field immunity test

IEC 61000-4-6 2003  Electromagnetic compatibility (EMC) -

+ Al 2004  Part 4-6: Testing and measurement EN 61000-4-6 200x"
techniques - Immunity to conducted
disturbances, induced by radio-frequency
fields

CISPR 11 (mod) 2003 Industrial scientific and medical (ISM) EN 55011 2007?
radio-frequency equipment - Electromagnetic
disturbance characteristics - Limits and
methods of measurement

1)
2)

To be ratified; will also include A2:2006 to IEC 61000-4-6.
EN 55011 includes A1:2004 to CISPR 11.
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Publication Year Title EN/HD Year

CISPR 16-2-1 2003  Specification for radio disturbance and EN 55016-2-1 2004
immunity measuring apparatus and methods -
Part 2-1: Methods of measurement of
disturbances and immunity - Conducted
disturbance measurements

ANSI/AAMI HF18 2001  Electrosurgical devices -
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-2: Particular requirements for the safety of
high frequency surgical equipment

SECTION ONE — GENERAL

The clauses and subclauses of this section of the General Standard apply except as follows:

1 Scope and object
This clause of the General Standard applies except as follows:

*1.1 Scope

Addition:

This Particular Standard specifies requirements for the safety of HIGH FREQUENCY SURGICAL
EQUIPMENT and HF SURGICAL ACCESSORIES used in medical practice, as defined in 2.1.110 and
hereinafter referred to as HF SURGICAL EQUIPMENT.

HF SURGICAL EQUIPMENT having a RATED OUTPUT POWER not exceeding 50 W (for example for
micro-coagulation, or for use in dentistry or ophthalmology) is exempt from certain of the
requirements of this Particular Standard. These exemptions are indicated in the relevant
requirements.

1.2 Object

Replacement:

The object of this Particular Standard is to establish particular requirements for the safety of
HF SURGICAL EQUIPMENT.

1.3 Particular Standards

Addition:
This Particular Standard amends and supplements a set of IEC publications consisting of

IEC 60601-1:1988, Medical electrical equipment — Part 1: General requirements for safety,
Amendment 1 (1991)
Amendment 2 (1995)

IEC 60601-1-1:2000, Medical electrical equipment — Part 1-1: General requirements for safety
— Collateral Standard: Safety requirements for medical electrical systems

IEC 60601-1-2:2001, Medical electrical equipment — Part 1-2: General requirements for safety
— Collateral Standard: Electromagnetic compatibility — Requirements and tests
Amendment 1 (2004)
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IEC 60601-1-4:1996, Medical electrical equipment — Part 1: General requirements for safety —
4. Collateral Standard: Programmable electrical medical systems
Amendment 1 (1999)

For brevity, IEC 60601-1 is referred to, in this Particular Standard, either as the “General
Standard” or as the “General Requirement(s)’, IEC 60601-1-1, IEC 60601-1-2, and
IEC 60601-1-4 as the Collateral Standard(s).

The term "this Standard" covers the Particular Standard used together with the General
Standard and any Collateral Standards.

The numbering of sections, clauses and subclauses of this Particular Standard corresponds
with that of the General Standard. The changes to the text of the General Standard are
specified by the use of the following words:

“Replacement” means that the clause or subclause of the General Standard is replaced
completely by the text of this Particular Standard.

“Addition” means that the text of this Particular Standard is additional to the requirements of
the General Standard.

“Amendment” means that the clause or subclause of the General Standard is amended as
indicated by the text of this Particular Standard.

Subclauses or figures which are additional to those of the General Standard are numbered
starting from 101, additional annexes are lettered AA, BB, etc., and additional items aa), bb),
etc.

Clauses and subclauses for which there is a rationale are marked with an asterisk *. These
rationales can be found in an informative Annex AA. Annex AA should be used in determining
the relevance of the requirements addressed but should never be used to establish additional
test requirements.

Where there is no corresponding section, clause or subclause in this Particular Standard, the
section, clause or subclause of the General Standard or Collateral Standards applies without
modification. Where it is intended that any part of the General Standard or Collateral
Standards, although possibly relevant, is not to be applied, a statement to that effect is given
in this Particular Standard.

A requirement of this Particular Standard, replacing or modifying requirements of the General
Standard or Collateral Standards, takes precedence over the corresponding General
Requirement(s).






