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Som svensk standard gäller europastandaraden EN 60601-2-51:2003. Den svenska standarden innehåller 
den officiella engelska språkversionen av EN 60601-2-51:2003. 

 

Nationellt förord 

Europastandarden EN 60601-2-51:2003 

består av: 

� europastandardens ikraftsättningsdokument, utarbetat inom CENELEC 
� IEC 60601-2-51, First edition, 2003 -  Medical electrical equipment - Part 2-51: Particular 

 requirements for safety, including essential performance,  
 of recording and analysing single channel and multichannel 
 electrocardiographs 
 
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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elanläggningar och metoder. Genom att utforma sådana standarder blir 
säkerhetskraven tydliga och utvecklingskostnaderna rimliga samtidigt som 
marknadens acceptans för produkten eller tjänsten ökar.  

Många standarder inom elområdet beskriver tekniska lösningar och 
metoder som åstadkommer den elsäkerhet som föreskrivs av svenska 
myndigheter och av EU. 

SEK är Sveriges röst i standardiseringsarbetet inom elområdet
Svenska Elektriska Kommissionen, SEK, svarar för standardiseringen inom 
elområdet i Sverige och samordnar svensk medverkan i internationell 
och europeisk standardisering. SEK är en ideell organisation med frivilligt 
deltagande från svenska myndigheter, företag och organisationer som 
vill medverka till och påverka utformningen av tekniska regler inom 
elektrotekniken. 

SEK samordnar svenska intressenters medverkan i SEKs tekniska 
kommittéer och stödjer svenska experters medverkan i internationella 
och europeiska projekt. 

Stora delar av arbetet sker internationellt
Utformningen av standarder sker i allt väsentligt i internationellt och 
europeiskt samarbete. SEK är svensk nationalkommitté av International 
Electrotechnical Commission (IEC) och Comité Européen de Normalisation 
Electrotechnique (CENELEC).

Standardiseringsarbetet inom SEK är organiserat i referensgrupper 
bestående av ett antal tekniska kommittéer som speglar hur arbetet inom 
IEC och CENELEC är organiserat. 

Arbetet i de tekniska kommittéerna är öppet för alla svenska 
organisationer, företag, institutioner, myndigheter och statliga verk. Den 
årliga avgiften för deltagandet och intäkter från försäljning finansierar SEKs 
standardiseringsverksamhet och medlemsavgift till IEC och CENELEC.

Var med och påverka!
Den som deltar i SEKs tekniska kommittéarbete har möjlighet att 
påverka framtida standarder och får tidig tillgång till information och 
dokumentation om utvecklingen inom sitt teknikområde. Arbetet och 
kontakterna med kollegor, kunder och konkurrenter kan gynnsamt 
påverka enskilda företags affärsutveckling och bidrar till deltagarnas egen 
kompetensutveckling. 
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Foreword 
 
The text of document 62D/469/FDIS, future edition 1 of IEC 60601-2-51, 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 60601-2-51 on 2003-04-01. 
 
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) 2004-02-01 
 
 – latest date by which the national standards conflicting 
  with the EN have to be withdrawn  (dow) 2006-04-01 
 
Annexes designated "normative" are part of the body of the standard.  
Annexes designated "informative" are given for information only.  
In this standard, annexes GG, HH, ZA and ZB are normative, annexes AA to FF and annex II are 
informative. 
Annexes ZA and ZB have been added by CENELEC. 
 
In this particular standard, the following print types are used: 
– requirements, compliance with which can be tested, and definitions: roman type; 
– notes, explanations, advice, introductions, general statements, exceptions and references: small roman type; 
– test specifications: italic type; 
– TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD: SMALL 

CAPITALS.  
__________ 

 
Endorsement notice 

 
The text of the International Standard IEC 60601-2-51:2003 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 

This European Standard incorporates by dated or undated reference, provisions from other 
publications. These normative references are cited at the appropriate places in the text and the 
publications are listed hereafter. For dated references, subsequent amendments to or revisions of any 
of these publications apply to this European Standard only when incorporated in it by amendment or 
revision. For undated references the latest edition of the publication referred to applies (including 
amendments). 

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 

Addition to annex ZB of EN 60601-1:1990/A2:1995 
 
IEC 60601-1 1988 Medical electrical equipment 

Part 1: General requirements for safety 
EN 60601-1 
+ corr. July 

1990 
1994 

A1 1991  A1 
+ corr. July 

1993 
1994 

A2 1995  A2 
+ A13 

1995 
1996 
 

IEC 60601-1-4 1996 Medical electrical equipment 
Part 1-4: General requirements for 
safety - Collateral standard: 
Programmable electrical medical 
systems 
 

EN 60601-1-4 1996 

IEC 60601-2-25 1993 Part 2-25: Particular requirements for 
the safety of electrocardiographs 

EN 60601-2-25 1995 

A1 1999  A1 1999 
 

ENV 1064 1991 Medical Informatics - Standard 
Communication Protocol - Computer-
Assisted Electrocardiopgraphy 
 

- - 
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Annex ZB  
(normative) 

 
Other international publications mentioned in this standard 
with the references of the relevant European publications 

Publication Year Title EN/HD Year 

Addition to annex ZB of EN 60601-1:1990/A2:1995 
 
AAMI EC11 1991 Diagnostic electrocardiographic devices

 
- - 

CSE working 
group 
recommendation 

1985 Recommendation for Measurement 
Standards in Quantitative 
Electrocardiagraphy 
European Heart Journal. 1985, 6, 
p.815-825 
 

- - 

IEEE Computer 
Society Press 

1990 
1991 
1992 
 

Computers in Cardiology: Proceedings 
 

- - 

ISO 1000 1992 SI units and recommendations for the 
use of their multiples and of certain 
other units 
 

- - 
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MEDICAL ELECTRICAL EQUIPMENT –
Part 2-51: Particular requirements for safety, including essential

performance, of recording and analysing single channel
and multichannel electrocardiographs

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, including essential performance,
of RECORDING AND ANALYSING SINGLE CHANNEL AND MULTICHANNEL ELECTROCARDIOGRAPHS as
defined in 2.101, 2.111, 2.117, 2.123, 2.126, hereinafter referred to as EQUIPMENT. The
EQUIPMENT may be attended or unattended.

This Particular Standard complements IEC 60601-2-25 and its Amendment 1 (1999).

1.2 Object

Replacement:

The object of this Particular Standard is to establish particular requirements, in addition to the
requirements of IEC 60601-2-25, for the safety, including essential performance of RECORDING
AND ANALYSING SINGLE CHANNEL AND MULTICHANNEL ELECTROCARDIOGRAPHS.

These requirements shall apply particularly to

− RECORDING ELECTROCARDIOGRAPHS;

− ELECTROCARDIOGRAPHS which are part of other MEDICAL ELECTRICAL EQUIPMENT, for example
exercise testing systems, if this EQUIPMENT is used to record ECGs for diagnostic purposes;

− ELECTROCARDIOGRAPHS which are used as output units for ECG data base management
systems or ELECTROCARDIOGRAPHS which are used as output units located at other places
than the recording unit;

− ANALYSING ELECTROCARDIOGRAPHS, systems, and computing devices which by means of
electronic data processing and pattern recognition derive measurements (e.g. intervals and
amplitudes) and diagnostic statements from the ECG;

− those parts of PATIENT monitors or other specialised ELECTROCARDIOGRAPHS that are
capable of performing the functions of the ANALYSING ELECTROCARDIOGRAPHS.

This standard shall not apply to Holter ELECTROCARDIOGRAPHS, invasive electrocardiography,
PATIENT monitoring systems and high-resolution ELECTROCARDIOGRAPHS (e.g. HIS bundle
ELECTROCARDIOGRAPHS, ELECTROCARDIOGRAPHS for late potential detection) other than
stated above.




