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Foreword

E edical equipment, of IEC TC 62, Electrical equipment in medical practice, was submitted to the

The (text of document 62D/726/FDIS, future edition 5 of IEC 60601-2-2, prepared by SC 62D,
Iew
I @ELEC parallel vote and was approved by CENELEC as EN 60601-2-2 on 2009-04-01.
*

This Eean Standard supersedes EN 60601-2-2:2007.

Revisions’in EN 60601-2-2:2009 include new language for preconditioning accessories prior to insulation
testing, refi he requirements for electromagnetic compatibility testing and correcting some of the
equations u iR, deriving the thermal test for NEUTRAL ELECTRODES.

The following da@vere fixed:

— latest date by whi e EN has to be implemented

at national level b ication of an identical

national standard or dorsement (dop) 2010-01-01
— latest date by which the rétignal standards conflicting

with the EN have to be wit n (dow) 2012-04-01

*
This European Standard has b@repared under a mandate given to CENELEC by the European
Commission and the European™Free Trade Association and covers essential requirements of
EC Directive MDD (93/42/EEC). See A@x Z7.

In this standard, the following print types;@
type./s

ed:
— Requirements and definitions: roman ®
— Test specifications: italic type. ‘ "

— Informative material appearing outside of tables, such as n(@xamples and references: in smaller type. Normative text of
tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STAND , IN THIS PARTICULAR STANDARD OR AS NOTED:

SMALL CAPITALS. 0

In referring to the structure of this standard, the term

“clause” means one of the seventeen numbered divisions withipsthe table of contents, inclusive of all
subdivisions (e.g. Clause 7 includes subclauses 7.1, 7.2, etc.);

“subclause” means a numbered subdivision of a clause (e.g. 7.1, 7 d 7.2.1 are all subclauses of
Clause 7).

References to clauses within this standard are preceded by the term “CI@” followed by the clause
number. References to subclauses within this particular standard are by numb .

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

The verbal forms used in this standard conform to usage described in Annex H of the ISO/ 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 compliarL!Nh this
standard;

- “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.
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An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title indicates that
there is guidance or rationale related to that item in Annex AA.

A%s ZA and ZZ have been added by CENELEC.

.

{.p Endorsement notice

The text of International Standard IEC 60601-2-2:2009 was approved by CENELEC as a European
Standard any modification.

In the official , for Bibliography, the following note has to be added for the standard indicated:

IEC 60601-2-18"+ A1 NOTE Harmonized as EN 60601-2-18:1996 + A1:2000 (not modified).
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Annex ZA
(normative)

)\ Normative references to international publications
with their corresponding European publications

*
The oh‘g ing referenced documents are indispensable for the application of this document. For dated
referen&s,vonly the edition cited applies. For undated references, the latest edition of the referenced

document (wmg any amendments) applies.

NOTE When ar@national publication has been modified by common modifications, indicated by (mod), the relevant EN/HD

applies.

Annex ZA of EN 1:2006 applies, except as follows:

Publication @ Title EN/HD Year
Replace the references @) 60601-1-2 and IEC 60601-1-8 by:

IEC 60601-1-2 2007 @dical electrical equipment - EN 60601-1-2 2007
(mod)

fI-Z: General requirements for basic
fety,and essential performance - Collateral
Stané : Electromagnetic compatibility -
Requitements and tests

IEC 60601-1-8 2006  Medical rical equipment - EN 60601-1-8 2007
Part 1-8:"@&eneral requirements for basic

safety and tial performance - Collateral
Standard: requirements, tests and
r

guidance for a stems in medical
electrical equip d medical electrical
systems ﬁ .

Addition:

IEC 61000-4-3 2006  Electromagnetic comp ity (EMC) - EN 61000-4-3 2006
Part 4-3: Testing and me ement + 181 2009
techniques - Radiated, radio-frequency,
electromagnetic field immunit @

IEC 61000-4-6 2003  Electromagnetic compatibilit Q) EN 61000-4-6" 2007
Part 4-6: Testing and measurement + corr. August 2007
techniques - Immunity to conducte + 151 2009

disturbances, induced by radio-freque

fields V)

CISPR 11 (mod) 2003  Industrial scientific and medical (ISM) @;N 2007
e

radio-frequency equipment - Electromagn
disturbance characteristics - Limits and

55011%
methods of measurement SO,

EN 61000-4-6:2007 includes A1:2004 + A2:2006 to IEC 61000-4-6:2003. It is superseded by EN 61000-4-6:2009, which is
based on IEC 61000-4-6:2008.

EN 55011:2007 includes A1:2004 (mod) to CISPR 11:2003 (mod).

1)

2)
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Annex ZZ
(informative)

)\ Coverage of Essential Requirements of EC Directives

This@bean Standard has been prepared under a mandate given to CENELEC by the European
Com @1 and the European Free Trade Association and within its scope the standard covers all
relevantiessential requirements as given in Annex | of the EC Directive 93/42/EEC.

Compliaan’ this standard provides one means of conformity with the specified essential
requirements e Directive concerned.

WARNING: Oth &jrements and other EC Directives may be applicable to the products falling within

the scope of this st @d
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INTRODUCTION

TheN\minimum safety requirements specified in this particular standard are considered to
provide for a practical degree of safety in the operation of high frequency surgical equipment.

This ?ni'cular standard amends and supplements IEC 60601-1 (third edition, 2005): Medical
e/ectr@equipment — Part 1. General requirements for basic safety and essential
perfori ce, hereinafter referred to as the general standard (see 201.1.4).

The require are followed by specifications for the relevant tests.

A "Particular Q nce and rationale" section giving some explanatory notes, where
appropriate, abo more important requirements is included in annex AA.

Clauses or subclause which there are explanatory notes in annex AA are marked with an
asterisk (*).

It is considered that a kno gdﬁe of the reasons for these requirements will not only facilitate
the proper application of thé standard but will, in due course, expedite any revision neces-
sitated by changes in clinical gg’ce or as a result of developments in technology. However,
this annex does not form part of¥ie requirements of this standard.
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MEDICAL ELECTRICAL EQUIPMENT -

)art 2-2: Particular requirements for the basic safety and essential
performance of high frequency surgical equipment and

. high frequency surgical accessories

(Q
201.1 S@e, object and related standards

Clause 1 of the g@al standard?) applies, except as follows:

201.1.1 * Scope@

Replacement: %

This International Standard @ppligs to the BASIC SAFETY and ESSENTIAL PERFORMANCE of HF
SURGICAL EQUIPMENT as defineqa%01.3.222.

micro-COAGULATION, or for use in istry or ophthalmology) is exempt from certain of the
requirements of this particular stan% These exemptions are indicated in the relevant

requirements. .

201.1.2  Object QL
s

HF SURGICAL EQUIPMENT having a P&D OUTPUT POWER not exceeding 50 W (for example for

.

o

The object of this particular standard is to establiShpparticular BASIC SAFETY and ESSENTIAL
PERFORMANCE requirements for HF SURGICAL EQUIPM s defined in 201.3.222.

Replacement:

Addition:

201.1.3  Collateral standards %

This particular standard refers to those applicable collater@?pdards that are listed in
Clause 2 of the general standard and Clause 2 of this particular wrd.

IEC 60601-1-2 and IEC 60601-1-8 apply as modified in Clauses 2/ d 208 respectively.
IEC 60601-1-3, IEC 60601-1-10 and IEC 60601-1-112) do not app | other published
collateral standards in the IEC 60601-1 series apply as published.

201.1.4 Particular standards 6

Replacement:
In the IEC 60601 series, particular standards may modify, replace or delete r§£ments
contained in the general standard and collateral standards as appropriate for the (ﬁr

1) The general standard is IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for
basic safety and essential performance.

2) |EC 60601-1-11, Medical electrical equipment — Part 1-11: General requirements for basic safety and essential
performance — Collateral Standard: Requirements for medical electrical equipment and medical electrical

systems used in the home healthcare environment (in preparation).





