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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-47: Particular requirements for the safety, including essential
performance, of ambulatory electrocardiographic systems

FOREWORD

The IEC (International Electrotechnical Commission) is a world-wide organisation for standardis~tion con arising
all national electrotechnical committees (IEC National Committees). The object of the IEC is > p omote
international co-operation on all questions concerning standardisation in the electrical and electrcnic tields. To
this end and in addition to other activities, the IEC publishes International Standards. Their preparation is
entrusted to technical committees, any IEC National Committee interested in the subjest dealt with may
participate in this preparatory work. International, governmental and non-governmental c-q. nisations liaising
with the IEC also participate in this preparation. The IEC collaborates closely with the Ir 2rnatic nal Organisation
for Standardisation (ISO) in accordance with conditions determined by agr.=me .® bitween the two
organisations.

The formal decisions or agreements of the IEC on technical matters express, .'s nr arly as possible, an inter-
national consensus of opinion on the relevant subjects since each technical comn..ttee has representation from
all interested National Committees.

The documents produced have the form of recommendations for inte==atic hal use and are published in the form
of standards, technical specifications, technical reports or Aauid¢s ard they are accepted by the National
Committees in that sense.

In order to promote international unification, IEC National C. mm.'tees undertake to apply IEC International
Standards transparently to the maximum extent possiLle in ‘their national and regional standards. Any
divergence between the IEC Standard and the correspcadini national or regional standard shall be clearly
indicated in the latter.

The IEC provides no marking procedure to indica = its approval and cannot be responsible for any equipment
declared to be in conformity with one of its stancard..

Attention is drawn to the possibility that some ¢f \he elements of this International Standard may be the subject
of patent rights. The IEC shall not be held responsible for identifying any or all such patent rights.

International Standard IEC. 6(501-2-47 has been prepared by subcommittee 62D:
Electromedical equipment, o IEC technical committee 62: Electrical equipment in medical
practice.

The text of this stancard is based upon the following documents:

[
FDIS Report on voting

62D/408/FDIS 62D/411/RVD

Full info.mation on the voting for the approval of this standard can be found in the report on
voug Inc'cated in the above table.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 3.

Annex AA is for information only.
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In this Particular Standard the following print types are used:

requirements, compliance with which can be tested, and definitions: in roman type,
notes, explanations, advice, introductions, general statements, exceptions and references: in smaller type,
test specifications: in italic type,

TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD: SMALL
CAPITALS.

The committee has decided that the contents of this publication will remain unchanged until
2005. At this date, the publication will be

reconfirmed;

withdrawn;

replaced by a revised edition, or
amended.

A bilingual edition of this publication may be issued at a later date.
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INTRODUCTION

This Particular Standard concerns the safety of AMBULATORY ELECTROCARDIOGRAPHIC SYSTEMS.
It amends and supplements IEC 60601-1 (second edition 1988): Medical electrical equipment —
Part 1: General requirements for safety, as amended by its amendment 1 (1991) and its
amendment 2 (1995), hereinafter referred to as the General Standard. The requirements of this
Particular Standard take priority over those of the General Standard.

A “General guidance and rationale” for the requirements of this Particular Standard is included
in annex AA.

It is considered that a knowledge of the reasons for these requirements will not only facili:ate
the proper application of the standard but will, in due course, expedite any reuisica
necessitated by changes in clinical practice or as a result of developments in tech.olcyy.
However, this annex does not form part of the requirements of this Standard.

An asterisk (*) by a clause or subclause number indicates that some explar.atory notes are
given in annex AA of this Particular Standard.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-47: Particular requirements for the safety, including essential
performance, of ambulatory electrocardiographic systems

SECTION ONE — GENERAL
The clauses and subclauses of this section of the General Standard apply except as follov:s:
1 Scope and object
This clause of the General Standard applies except as follows:
1.1 Scope
Addition:

This Particular Standard specifies the particular safety rzquireinents for AMBULATORY
ELECTROCARDIOGRAPHIC SYSTEMS, as defined in 2.101.

Within the scope of this standard are systems of the foilow. g t pes:

a) systems that provide continuous recording and ~on.nuous analysis of the ECG allowing full
re-analysis giving essentially similar results. "'he systems may first record and store the
ECG and analyse it later on a separate unit, or rccord and analyse the ECG simultaneously.
The type of storage media used is irrelevant with regard to this standard;

b) systems that provide continuous analy<'c.=nd only partial or limited recording not allowing a
full re-analysis of the ECG.

The safety aspects of this standa:id =2n'y to all types of systems falling in one of the above-
mentioned categories.

If the ambulatory electrccnurdiographic system offers automatic ECG analysis, minimal
performance requiremer.ts o= measurement and analysis functions apply. Medical electrical
equipment covered b!EC 60601-2-25 and IEC 60601-2-27 are excluded from the scope of this
standard.

This standard do s not apply to systems that do not continuously record and analyse the ECG
(for examp!s, atermittent event recorders’).

1.2 Obect
inaolacement:

The object of this Particular Standard is to establish particular requirements for the safety,
including essential performance, of AMBULATORY ELECTROCARDIOGRAPHIC SYSTEMS.
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