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Del 2-37: Särskilda fordringar på ultraljudsutrustning  
för diagnos och övervakning 
Medical electrical equipment �  
Part 2-37: Particular requirements for the safety of ultrasonic medical diagnostic  
and monitoring equipment 

 

Som svensk standard gäller europastandarden EN 60601-2-37:2001. Den svenska standarden innehåller den 
officiella engelska språkversionen av EN 60601-2-37:2001. 

 

Nationellt förord 

Europastandarden EN 60601-2-37:2001 

består av: 

� europastandardens ikraftsättningsdokument, utarbetat inom CENELEC 
� IEC 60601-2-37, First edition, 2001 -  Medical electrical equipment - Part 2-37: Particular 

 requirements for the safety of ultrasonic medical diagnostic 
 and monitoring equipment 
 

 utarbetad inom International Electrotechnical Commission, IEC. 
 

Standarden skall användas tillsammans med SS-EN 60601-1, Elektromedicinsk utrustning - 
Säkerhet - Del 1: Allmänna fordringar, och dess separat utgivna ändringar och tillägg. 

Till SS-EN 60601-1 utges en serie tilläggsstandarder som anger allmänna fordringar på säkerhet som 
är tillämpliga på 

� en grupp av elektrisk utrustning för medicinskt bruk, t ex radiologisk utrustning 
� särskilda egenskaper hos all elektrisk utrustning för medicinskt bruk, ej särskilt 

behandlade i SS-EN 60601-1, t ex elektromagnetisk kompatibilitet. 
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Foreword

The text of document 62B/428/FDIS, future edition 1 of IEC 60601-2-37, prepared by SC 62B,
Diagnostic imaging 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 60601-2-37 on
2001-09-25.

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) 2002-07-01

� latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 2004-10-01

Annexes designated "normative" are part of the body of the standard. 
Annexes designated "informative" are given for information only. 
In this standard, annexes AA and DD are normative and annexes BB, CC, EE, FF, GG and HH are
informative.

In this standard, the following print types are used:
� requirements, compliance with which can be tested, and definitions: roman type;
� explanations, advice, notes, general statements and exceptions: smaller roman type;

� test specifications and headings of subclauses: italic type;
� TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD, IN THIS STANDARD OR IN OTHER IEC

STANDARDS REFERENCED IN ANNEX AA: SMALL CAPITALS.

__________

Endorsement notice

The text of the International Standard IEC 60601-2-37:2001 was approved by CENELEC as a
European Standard without any modification.

__________
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MEDICAL ELECTRICAL EQUIPMENT �

Part 2-37: Particular requirements for the safety
of ultrasonic medical diagnostic and monitoring 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 particular safety requirements for ULTRASONIC DIAGNOSTIC
EQUIPMENT as defined in 2.1.145.

This standard does not cover ultrasonic therapeutic equipment; however, equipment used for
the imaging of body structures by ultrasound in conjunction with therapeutic modalities is
covered.

1.2  Object

Replacement:

The object of this Particular Standard is to establish particular requirements for the safety of
ULTRASONIC DIAGNOSTIC EQUIPMENT and those aspects thereof which are directly related to
safety.

1.3  Particular Standards

Addition:

This Particular Standard amends and supplements a set of IEC publications, hereinafter
referred to as the �General Standard�, consisting of

IEC 60601-1:1988, Medical electrical equipment � Part 1: General requirements for safety and
its Amendments 1 (1991) and 2 (1995)

IEC 60601-1-2:1993, Medical electrical equipment � Part 1: General requirements for safety �
2. Collateral Standard: Electromagnetic compatibility � Requirements and tests

IEC 60601-1-4:1996, Medical electrical equipment � Part 1-4: General requirements for
safety � 4. Collateral Standard: Programmable electrical medical systems and its Amendment 1
(1999)

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




