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EN 60601-2-25:1995

Foreword

The text of the International Standard IEC 601-2-25:1993, prepared by SC 62D,
Electromedical equipment, of IEC TC 62, Electrical equipment in medical practice, was
submitted to the formal vote and was approved by CENELEC as EN 60601-2-25 on
1995-05-15 without any modification.

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) 1996-07-01

- latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 1996-07-01

Annexes designated ”informative” are given for information only.
In this standard, annexes AA and ZAA are informative.
Annex ZAA has been added by CENELEC.

Endorsement notice

The text of the International Standard IEC 601-2-25:1993 was approved by CENELEC as
a European Standard without any modification.
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MEDICAL ELECTRICAL EQUIPMENT

Part 2: Particular requirements for the safety
of 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 International Standard specifies the particular safety requirements for
ELECTROCARDIOGRAPHS as defined in 2.102, intended for the production of detachable
ELECTROCARDIOGRAMS for diagnostic purposes. It also applies to vector-cardiographs and
EQUIPMENT for stress testing.

This Particular Standard covers minimum safety requirements.

Special requirements concerning use in ambulances, phono-cardiographs, cardiographic
monitors, polygraphs, telemetering, special tests (for example, His bundle electrocardio-
graphs), etc. are not covered by this Particular Standard.

EQUIPMENT with microelectrodes used directly in the fibres of the heart muscle is also
excluded.

1.2 Object

Replacement:

The object of this Particular International Standard is to establish particular requirements
for the safety of ELECTROCARDIOGRAPHS as defined in 2.102.

1.3 Particular Standards

Addition:

This Particular Standard refers to IEC 601-1 (1988): Medical electrical equipment – Part 1:
General requirements for safety.

For brievity Part 1 is referred to in this Particular Standard either as the ”General
Standard” or as the ”General Requirement(s)”.

     



     

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

”Replacement” means that the clause or subclause of the General Standard is replaced
completely by the text of this Particular Standard.

”Addition” means that the text of this Particular Standard is additional to the requirements
of the General Standard.

”Amendment” means that the clause or subclause of the General Standard is amended as
indicated by the text of this Particular Standard.

Subclauses or figures which are additional to those of the General Standard are numbered
starting from 101, additional appendices are lettered AA, BB, etc., and additional items
aa), bb), etc.

The term ”this Standard” is used to make reference to the GeneraI Standard and this Par-
ticular Standard taken together.

Where there is no corresponding section, clause or subclause in this Particular Standard,
the section, clause or subclause of the General Standard, although possibly not relevant,
applies without modification; where it is intended that any part of the General Standard,
although possibly relevant, is not to be applied, a statement to that effect is given in this
Particular Standard.

 

   

  

   

 

   

     




