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B N AMD 7319
. = Amendment No. 1
LAY .2 = published and effective from 15 December 1992
STANDARDS to BS 5724 : Section 2.119 : 1991
| STANDARDS |

Medical electrical equipment
Part 2. Particular requirements for safety
Section 2.119 Specification for baby incubators

NOTE. This amendment implements CENELEC HD 395.2.19.81.

Revised text

AMD 7319 Front cover
Immediately below the title of Section 2.119, insert the following.
'(mplementation of CENELEC HD 395.2.19.S1)'.

AMD 7319 Contents

Immediately after the reference to appendix AA insert the following text.

'ZA  Other international publications quoted in this standard with the references of
the relevant European publications.'

AMD 7319 National foreword
December 1992

At the end of paragraph 1 insert the following text.

'This Section of BS 5724 also implements Harmonization Document HD 395.2.19.51,
which was published by the European Committee for Electrotechnical
Standardization (CENELEC) on 24 March 1992. There are no CENELEC
modifications in HD 3956.2.19.S1.

Annex ZA to HD 395.2.19.S1, which is normative, is appended to this Particular
Standard.'

AMD 7319 New annex page
December 1992

Immediately after appendix AA insert the attached new annex ZA.
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Annex ZA (normative)

OTHER INTERNATIONAL PUBLICATIONS QUOTED IN THIS STANDARD
WITH THE REFERENCES OF THE RELEVANT EUROPEAN PUBLICATIONS

When the international publication has been modified by CENELEC common modifications, indicated by (mod), the

relevant EN/HD applies.
IEC publication Date
601-1 1977
601-1 1988
601-2-20 1990
651 1979

Other publications

ISO 3743 : 1988

ISO 7767 : 1988

Full document details: BS 5724-2-2.119:1991

Title

Safety of medical electrical equipment
Part 1: General requirements

Medical electrical equipment
Part 1: General requirements for safety

Part 2: Particular requirements for safety of
transport incubators

Sound level meters

Acoustics — Determination of sound power levels of noise sources
Engineering methods for special reverberation test rooms

Oxygen analyzers for monitoring patient breathing mixtures
Safety requirements

EN/HD Date
HD 395.1 S1 1979
EN 60601-1 1990
HD 395.2.20 S1 1992
HD 425 S1 1983
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National foreword

This revision of this Section of BS 5724 has been prepared under the direction of
the Health Care Standards Policy Committee. It supersedes BS 5724 :

Section 2.20 : 1982 which is withdrawn, the numbering system has been
amended to maintain alignment with the IEC numbering system. It is identical
with IEC Publication 601-2-19 ‘Medical electrical equipment’ Part 2 ‘Particular
requirements for safety of baby incubators’, published in 1990 by the
International Electrotechnical Commission (IEC). This Particular Standard
amends and supplements BS 5724 : Part 1 : 1979 hereinafter called the General
Standard. As stated in 1.3 of the General Standard, the requirements of this
Particular Standard take precedence over those of the General Standard.

As in the General Standard, the requirements are followed by compliance tests.
The numbers of the sections and clauses in this standard refer to the related
sections and clauses in the General Standard. Clauses, subclauses or figures that
are additional to those of the General Standard are numbered starting from 101;
additional appendices are lettered AA, BB, etc. and additional items are lettered
aa), bb), etc. The changes from the text of the General Standard are specified by
the use of the following words.

‘Replacement’ means that the clause, subclause or specified paragraph of the
General Standard is replaced by the text of this standard.

‘Amendment’ means that the clause, subclause or specified paragraph of the
General Standard is amended as indicated by the text of this standard.

‘ Addition’ means that the text of this standard is additional to the
requirements of the General Standard.

A rationale for the most important requirements is given in appendix AA. It is
considered that a knowledge of the reasons for the requirements will not only
facilitate the proper application of the standard, but will expedite any
subsequent revision. This appendix does not form part of the standard.

BS 5724 : Part 1 : 1979 has now been revised and this Particular Standard will be
revised in due course to refer to the new edition, BS 5724 : Part 1 : 1989.
BS 5724 : Part 1 : 1979 is expected to remain in effect until at least 1991.

Cross-references

International standard

IEC 601-1 : 1977

IEC 601-1 : 1988

IEC 601-2-20 : 1990

JEC 651 : 1979

Corresponding British Standard

BS 5724 Medical electrical equipment

Part 1 : 1979 Specification for general safety
requirements

(Technically equivalent)

Part 1 : 1989 General requirements for safety
(Identical)

Part 2 Particular requirements for safety
Section 2.120 : 1991 Specification for transport
incubators

(Identical)

BS 5969 : 1981 Specification for sound level meters
(Identical)
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International standard Corresponding British Standard

ISO 3743 : 1988 BS 4196 Sound power levels of noise sources
Part 3 : 1981 Engineering methods for determination of
sound power levels for sources in special reverberation
test rooms
(Identical)

ISO 7767 : 1988 BS 5724 Medical electrical equipment
Part 2 Particular requirements for safety
Section 2.27 : 1989 Specification for oxygen analyzers for
monitoring patient breathing mixtures
(Identical)

Compliance with a British Standard does not of itself confer immunity from
legal obligations.
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MEDICAL ELECTRICAL EQUIPMENT

Part 2: Particular requirements for safety of baby incubators

INTRODUCTION

This Particular Standard concerns the safety of baby incubators. It amends and supplements IEC
Publication 601-1 (first edition 1977): Safety of medical electrical equipment, Part 1: General require-
ments, hereinafter referred to as the General Standard. The requirements of this Particular Standard
take priority over those of the General Standard. The title of the General Standard has been changed
in the second edition (1988) to read: ‘‘Medical electrical equipment, Part 1: General requirements for
safety’’. This change is anticipated in the title of this Particular Standard.

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.

The numbering of sections, clauses and sub-clauses of this Particular Standard corresponds with
that of the General Standard.

Sub-clauses 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.

In this standard, the following print types are used:
— requirements, compliance with which can be tested and definitions: in roman type;
— explanations, advice, intr@uctions, general statements, exceptions and references: in smaller type;
— lest specifications: in italic type;

— TERMS DEF[NED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD: SMALL
CAPITALS.

The requirements are followed by specifications for the relevant tests.

A rationale for the more important requirements, where appropriate, is given in Appendix AA. It
is considered that a knowledge of the reasons for these requirements will not only facilitate the proper
application of the 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 appendix does not form
part of the requirements of this standard. The sub-clauses which have corresponding rationale statements
are marked with an * after their number.

SECTION ONE - GENERAL

1. Scope and object
This clause of the General Standard applies except as follows:
1.1  Scope
Addition:

This Particular Standard specifies safety requirements for INCUBATORS, as defined in Sub-
clause 2.1.101 of this standard.
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This standard does not apply to EQUIPMENT which uses radiant heaters.

It also does not apply to transport incubators* used for the transportation of infants.

1.2 Object
Addition:

The object of this Particular Standard is to establish requirements for INCUBATORS which
minimize hazards to PATIENT and USER, and to specify tests by which compliance with the require-
ments can be verified.

2. Terminology and definitions
This clause of the General Standard applies except as follows:
2.1.5 APPLIED PART

Replacement :

All parts within the BABY COMPARTMENT, which can intentionally or umntentlonally come into
contact with the baby, shall be considered an APPLIED PART.

Additional definitions:
2.1.101 INCUBATOR

An enclosure, intended to contain a baby and having transparent section(s) which allow(s) for
viewing of the baby, provided with means to control the environment of the baby primarily by
heated air within the enclosure.

2.1.102 BABY COMPARTMENT
The portion of an INCUBATOR intended to contain a baby.
2.1.103 AIR CONTROLLED INCUBATOR

INCUBATOR in which the air temperature is automatically controlled by an air temperature
sensor close to a value set by the USER.

2.1.104 BABY CONTROLLED INCUBATOR

An air controlled INCUBATOR which has the additional capability of automatically controlling
the INCUBATOR air temperature in order to maintain the temperature as measured by a SKIN TEM-
PERATURE SENSOR close to a value set by the USER.

2.9 Controls and limiting devices
Additional definitions:
2.9.101 SKIN TEMPERATURE SENSOR
A sensing device intended to measure the baby’s SKIN TEMPERATURE.
2.9.102 SKIN TEMPERATURE

The temperature of the skin of the baby at a point on which the SKIN TEMPERATURE SENSOR
is placed.

* For these, see | EC 601-2-20.
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