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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-5: Particular requirements for the basic safety and essential
performance of ultrasonic physiotherapy equipment

FOREWORD

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization coi. nris.ng
all national electrotechnical committees (IEC National Committees). The object of IEC is to. prcmote
international co-operation on all questions concerning standardization in the electrical and electronic fi.!lds. To
this end and in addition to other activities, IEC publishes International Standards, Technice Spc-ificaiions,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter referrel to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National Committe » interested
in the subject dealt with may participate in this preparatory work. International, gove.nmental and non-
governmental organizations liaising with the IEC also participate in this preparation. IET ccllaborates closely
with the International Organization for Standardization (ISO) in accordance with ccnditioi.s determined by
agreement between the two organizations.

2) The formal decisions or agreements of IEC on technical matters express, as ©:e7i1y 3s pussible, an international
consensus of opinion on the relevant subjects since each technical commi. 2e has representation from all
interested IEC National Committees.

3) IEC Publications have the form of recommendations for internationa. us2 and are accepted by IEC National
Committees in that sense. While all reasonable efforts are made to en. ire that the technical content of IEC
Publications is accurate, IEC cannot be held responsible for thz way .n which they are used or for any
misinterpretation by any end user.

4) In order to promote international uniformity, IEC National Comr ittees undertake to apply IEC Publications
transparently to the maximum extent possible in their ~._tior>l and regional publications. Any divergence
between any IEC Publication and the corresponding natical o: regional publication shall be clearly indicated in
the latter.

5) IEC provides no marking procedure to indicateits approval and cannot be rendered responsible for any
equipment declared to be in conformity with an !EC Pubi.zation.

6) All users should ensure that they have the latast »divon of this publication.

7) No liability shall attach to IEC or its dire :tors, employees, servants or agents including individual experts and
members of its technical committees #nd  -C 'lational Committees for any personal injury, property damage or
other damage of any nature whatshev >r, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of the publicction, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

8) Attention is drawn to the No. mutivs references cited in this publication. Use of the referenced publications is
indispensable for the correct a.>'*Cation of this publication.

9) Attention is drawn to-...» puasibility that some of the elements of this IEC Publication may be the subject of
patent rights. IEC si Il nc be held responsible for identifying any or all such patent rights.

International <iandard IEC 60601-2-5 has been prepared by |IEC subcommittee 62D:
Electromedicc! equipment, of IEC technical committee 62: Electrical equipment in medical
practice.

Tris<third edition cancels and replaces the second edition published in 2000. This edition
~onctitutes a technical revision.

1he numbering was revised to agree with IEC 60601-1:2005 (third edition). Beyond this,
essential performance characteristics are defined in 201.4.3.101, guidance on maintenance is
added in 201.7.9.2.1, a new requirement regarding dielectric withstand was added in
201.8.8.3. The clause on transducer surface temperature rise, 201.11, has been modified to
allow for simulated use conditions. Measurements of ultrasound-related parameters are now
referenced to IEC 61689:2007 (second edition). The most important change in the ultrasound-
related parameters is the definition of EFFECTIVE RADIATING AREA, 201.3.207. This change will
also affect the value of the EFFECTIVE INTENSITY and its uncertainty.


https://www.stdhive.com/standards/iec-60601-2-5-ed-30-b2009-pdf/

-4 - 60601-2-5 © IEC:2009

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

Enquiry draft Report on voting
62D/693/CDV 62D/766/RVC

Full information on the voting for the approval of this particular 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 Directives, Part 2.

In this standard, the following print types are used:

— Requirements and definitions: roman type.
— Test specifications: italic type.

— Informative material appearing outside of tables, such as notes, examples and references: in s.naller type.
Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICU' AR C" ANDARD OR AS
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term
“clause” means one of the seventeen numbered divisicns within the table of contents,
inclusive of all subdivisions (e.g. Clause 7 includes subz'au.es 7.1, 7.2, etc.);

— “subclause” means a numbered subdivision of a clauze e.g. 7.1, 7.2 and 7.2.1 are all
subclauses of Clause 7).

References to clauses within this standard are pre~ed:d by the term “Clause” followed by the
clause number. References to subclauses within this particular standard are by number only.

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

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

“shall” means that cem iiar ce with a requirement or a test is mandatory for compliance
with this standard;

— “should” means: ha. compliance with a requirement or a test is recommended but is not
mandatory for corn =liance with this standard;

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

An asteisk (*) as the first character of a title or at the beginning of a paragraph or table title
indicat=s that there is guidance or rationale related to that item in Annex AA.

A st of all parts of the IEC 60601 series, published under the general title Medical electrical
e xuipment, can be found on the IEC website.
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The committee has decided that the contents of this publication will remain unchanged until
the maintenance result date indicated on the IEC web site under "http://webstore.iec.ch” in
the data related to the specific publication. At this date, the publication will be

* reconfirmed,

* withdrawn,

» replaced by a revised edition, or
*+ amended.
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INTRODUCTION

In this particular standard, safety and performance requirements additional to those in the
general standard are specified for ULTRASONIC PHYSIOTHERAPY EQUIPMENT.

This particular standard takes into account IEC 61689.
The requirements are followed by specifications for the relevant tests.

A rationale for the more important requirements, where appropriate, is given in Annex AA. It i
considered that a knowledge of the reasons for these requirements will not only facilitat> the
proper application of the particular standard but will, in due course, expedite any rovisian
necessitated by changes in clinical practice or as a result of developments in techno.ngy.
However this annex does not form part of the requirements of this standard.

The clauses and subclauses which have corresponding rationale statements are mec-ked with
an asterisk * after their number.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-5: Particular requirements for the basic safety and essential
performance of ultrasonic physiotherapy equipment

201.1 Scope, object and related standards

Clause 1 of the general standard?) applies, except as follows:

201.1.1 Scope

Replacement:

This International Standard applies to the BASIC SAFETY and ESSENTIAL2EXFORMANCE of
ULTRASONIC PHYSIOTHERAPY EQUIPMENT as defined in 201.3.216, hereai=r referred to as
ME EQUIPMENT.

This standard only relates to ULTRASONIC PHYSIOTHERAPY EQUIPMEN1 em)loying a single plane
unfocused circular transducer per TREATMENT HEAD, producing static veams perpendicular to
the face of the TREATMENT HEAD.

This standard can also be applied to ULTRASONIC Pi'YSIOTHERAPY EQUIPMENT used for
compensation or alleviation of disease, injury or disahilii;:

In the case of combined EQUIPMENT (e.g. EQUIPMEN T addidonally provided with a function or an
APPLIED PART for electrical stimulation) such EQUIF.*F!.T shall also comply with any particular
standard specifying safety requirements for the additional function.

If a clause or subclause is specifically <ntenucd to be applicable to ME EQUIPMENT only, or to
ME SYSTEMS only, the title and contert o™ thei clause or subclause will say so. If that is not the
case, the clause or subclause applies vota to ME EQUIPMENT and to ME SYSTEMS, as relevant.

HAzARDS inherent in the intended physiological function of ME EQUIPMENT or ME SYSTEMS
within the scope of this stinc.ard are not covered by specific requirements in this standard
exceptin 7.2.13 and 8.4/1 ¢ th: general standard.

NOTE 1 See also 4.2 ¢ the »eneral standard.
This particular.ztandaru does not apply to:
— EQUIPMLNT ‘n which a tool is driven by ULTRASOUND (for example EQUIPMENT used in

surgery or dentistry);

—+ E2UILMENT in which focused ULTRASOUND pulse waves are used to destroy conglomerates
cuch 3as stones in the kidneys or the bladder (lithotripters) (for information refer to
IEC 60601-2-36);

- ULTRASONIC PHYSIOTHERAPY EQUIPMENT in which focused ultrasound pulse waves are used.

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