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European foreword

The text of document 62D/693/CDV, future edition 3 of IEC 60601-2-5, prepared by SC 62D 
"Electromedical equipment", of IEC/TC 62 "Electrical equipment in medical practice" was submitted to 
the IEC-CENELEC parallel vote and approved by CENELEC as EN 60601-2-5:2015.

The following dates are fixed:

latest date by which the document has to be implemented at 
national level by publication of an identical national 
standard or by endorsement

(dop) 2016-06-15

latest date by which the national standards conflicting with 
the document have to be withdrawn

(dow) 2018-09-15

This document supersedes EN 60601-2-5:2000.

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CENELEC [and/or CEN] shall not be held responsible for identifying any or all such 
patent rights.

This document has been prepared under a mandate given to CENELEC by the European Commission 
and the European Free Trade Association, and supports essential requirements of EU Directive(s).

For the relationship with EU Directive 93/42/EEC, see informative Annex ZZ, which is an integral part 
of this document.

Endorsement notice

The text of the International Standard IEC 60601-2-5:2009 was approved by CENELEC as a 
European Standard without any modification.

In the official version, for Bibliography, the following notes have to be added for the standards indicated:

IEC 60601-2-36:1997 NOTE Harmonized as EN 60601-2-36:1997 (not modified).

IEC 61161:2006 NOTE Harmonized as EN 61161:2007 (not modified).
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Annex ZA

(normative)

Normative references to international publications

with their corresponding European publications

The following documents, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated 
references, the latest edition of the referenced document (including any amendments) applies.

NOTE 1 When an International Publication has been modified by common modifications, indicated by (mod), 
the relevant EN/HD applies.

NOTE 2 Up-to-date information on the latest versions of the European Standards listed in this annex is 
available here: www.cenelec.eu.

Annex ZA of EN 60601-1:2006 applies, except as follows:

Publication Year Title EN/HD Year

Replacement in Annex ZA of EN 60601-1:2006:

IEC 60601-1-2 (mod) 2007 Medical electrical equipment -
Part 1-2: General requirements for basic 
safety and essential performance -
Collateral standard: Electromagnetic 
compatibility - Requirements and tests

EN 60601-1-2 2007 

- - + corrigendum Mar. 2010 

Addition to Annex ZA of EN 60601-1:2006:

IEC 61689 2007 Ultrasonics - Physiotherapy systems -
Field specifications and methods of 
measurement in the frequency range 
0,5 MHz to 5 MHz

EN 61689 2007 

IEC 62127-1 2007 Ultrasonics - Hydrophones -
Part 1: Measurement and 
characterization of medical ultrasonic 
fields up to 40 MHz

EN 62127-1 2007 

IEC 62127-2 2007 Ultrasonics - Hydrophones -
Part 2: Calibration for ultrasonic fields up 
to 40 MHz

EN 62127-2 2007 
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Annex ZZ

(informative)

Coverage of Essential Requirements of EU Directives

This European Standard has been prepared under a mandate given to CENELEC by the European 
Commission and the European Free Trade Association, and within its scope the Standard covers all 
relevant essential requirements given in Annex I of EU Directive 93/42/EEC of 14 June 1993 
concerning medical devices.

Compliance with this standard provides one means of conformity with the specified essential 
requirements of the Directive concerned.

WARNING: Other requirements and other EU Directives can be applied to the products falling within 
the scope of this standard.

EVS-EN 60601-2-5:2015

This document is a preview generated by EVS



 – 2 – 60601-2-5  IEC:2009 

CONTENTS 

FOREWORD........................................................................................................................... 0H3

INTRODUCTION..................................................................................................................... 1H6

201.1 Scope, object and related standards ......................................................................... 2H7

201.2 Normative references ................................................................................................ 3H9

201.3 Terms and definitions ................................................................................................ 4H9

201.4 General requirements.............................................................................................. 5H12

201.5 General requirements for testing of ME EQUIPMENT................................................... 6H13

201.6 Classification of ME EQUIPMENT and ME SYSTEMS ...................................................... 7H13

201.7 *ME EQUIPMENT identification, marking and documents ............................................ 8H13

201.8 *Protection against electrical HAZARDS from ME EQUIPMENT ...................................... 9H14

201.9 Protection against MECHANICAL HAZARDS of ME EQUIPMENT and ME SYSTEMS .............. 10H15

201.10 Protection against unwanted and excessive radiation HAZARDS................................ 11H15

201.11 Protection against excessive temperatures and other HAZARDS................................ 12H16

201.12 Accuracy of controls and instruments and protection against hazardous 
outputs .................................................................................................................... 13H19

201.13 HAZARDOUS SITUATIONS and fault conditions............................................................. 14H21

201.14 PROGRAMMABLE ELECTRICAL MEDICAL SYSTEMS (PEMS) ............................................... 15H21

201.15 Construction of ME EQUIPMENT ................................................................................. 16H21

201.16 ME SYSTEMS ............................................................................................................ 17H22

201.17 *Electromagnetic compatibility of ME EQUIPMENT and ME SYSTEMS ............................ 18H22

202 Electromagnetic compatibility – Requirements and tests ......................................... 19H22

Annexes ............................................................................................................................... 20H23

Annex AA (informative)  Particular guidance and rationale .................................................... 21H24

Annex BB (informative)  Example set-up to measure surface temperature of externally 
applied TRANSDUCER ASSEMBLIES ........................................................................................... 22H29

Bibliography.......................................................................................................................... 23H32

Index of defined terms used in this particular standard.......................................................... 24H33

Figure BB.1 – Set-up of an example test object to measure the surface temperature  of 
externally applied transducers .............................................................................................. 25H31

Table 201.101 – List of symbols............................................................................................ 26H12

Table 201.102 – Distributed ESSENTIAL PERFORMANCE requirements ...................................... 27H13

Table 201.103 – Overview of the tests noted under 201.11.1.3 ............................................. 28H19

Table BB.1 – Acoustic and thermal properties of tissues and materials ................................. 29H29

Table BB.2 – Weight % pure components ............................................................................. 30H30

EVS-EN 60601-2-5:2015

This document is a preview generated by EVS



 – 6 – 60601-2-5  IEC:2009 

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 is 
considered that a knowledge of the reasons for these requirements will not only facilitate the 
proper application of the particular standard but will, in due course, expedite any revision 
necessitated by changes in clinical practice or as a result of developments in technology. 
However this annex does not form part of the requirements of this standard. 

The clauses and subclauses which have corresponding rationale statements are marked 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 0F

1) applies, except as follows: 

201.1.1 Scope 

Replacement: 

This International Standard applies to the BASIC SAFETY and ESSENTIAL PERFORMANCE of 
ULTRASONIC PHYSIOTHERAPY EQUIPMENT as defined in 201.3.216, hereafter referred to as 
ME EQUIPMENT.

This standard only relates to ULTRASONIC PHYSIOTHERAPY EQUIPMENT employing a single plane 
unfocused circular transducer per TREATMENT HEAD, producing static beams perpendicular to 
the face of the TREATMENT HEAD.

This standard can also be applied to ULTRASONIC PHYSIOTHERAPY EQUIPMENT used for 
compensation or alleviation of disease, injury or disability. 

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

If a clause or subclause is specifically intended to be applicable to ME EQUIPMENT only, or to 
ME SYSTEMS only, the title and content of that clause or subclause will say so. If that is not the 
case, the clause or subclause applies both 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 standard are not covered by specific requirements in this standard 
except in 7.2.13 and 8.4.1 of the general standard. 

NOTE 1 See also 4.2 of the general standard. 

This particular standard does not apply to: 

– EQUIPMENT in which a tool is driven by ULTRASOUND (for example EQUIPMENT used in 
surgery or dentistry); 

– EQUIPMENT in which focused ULTRASOUND pulse waves are used to destroy conglomerates 
such as 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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