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FOREWORD

At the request of CENELEC Technical Committee TC 62, Electrical
equipment in medical practice, the International Standard

IEC 601-2-19:1990 was submitted to the CENELEC Unique Acceptance
Procedure (UAP) in July 1991 for acceptance as a Harmonization
Document.

The'text of the reference document was approved by CENELEC as
HD 395.2.19 S1 on 24 March 1992.
Thé following dates were fixed:

-~ latest date-of announcement
"of ‘thé HD at national level (doa) 1992-09-01

- latest date of publication of
a harmonized national standard (dop) 1993-03-01

~ latest date of withdrawal of
conflicting national standards (dow) 1993-03-01

For products which have complied with the relevant national standard
before 1993-03-01, as showntbypthe)manufa¢tuner,or by a certification
body, this previous standard may continue to apply for production
until 1998-03-01.

ENDORSEMENT NOTICE

The text of the International Standard 601-2~19:1990 was approved by
CENELEC as a Harmonization Document without any modification.
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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 Title ‘ EN/HD Date

601-1 1977 Safety of medical electrical equipment HD 395.1 S1 1979
Part 1: General requirements

60 t=t—~ 1388 Medical electrical equipment EN 60601-1 i -1 1 it
Part t: General requirements for safety

601-2-20 1990 Part 2: Particular requirements for HD 395.2.20 S1 1992
safety of transport incubators

651 1979 Sound level meters HD 425 S1 1983

Other publications

IS0 3743:1988 - Acoustics - Determination of sound power levels of noise sources
Engineering methods( for (specidl |réverberation test rooms

ISO 7767:1988 - Oxygen analyzers for monitoring patient breathing mixtures
Safety requirements
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- _ MEDICAL ELECTRICAL EQUIPMENT

: Port 2: Particular requirements for safety of baby incubato'rs :

———

FOREWORD L

1) The formal decisions or agreements of the IEC on techmcal matters, prepared by Technical Committees on which all the
Nauonal Commmees having a special interest therein are represented, express asnearly as possrble, an mtemauonal consensus
of opinion on the subjects dealt with, o

2) They have the form of recommendauons for mternanonal use and rhey are accepted by the Nanonal Committees in that sense

3) In order o promote international umﬁcauon the IEC expresses the “wish that all National Commmees should adopt rhe
_ text of the IEC recommendation for their national rules in so far as national conditions will permit, Any: divergence between”

the IEC reeommendauon and the corrospondmg nauonal rules should, as far as possrble, be clearly. mdrcated in the lauer

L O ' PREFACE
Thrs Pamc1r1ar Standard has béen prepared by Sub- Commrttee 62D Electromedlcal eqmpment of
1EC Techrucal Committee No 62: Elecmcal equrpment in mmedical pracnce i o

n The ‘text’ of this Standard is based upon the followmg documents- »

" Six M’omhs" ‘Ru_l-'e' | Report on Voting

6AD(COYE: ko stalilards s 5 62D(E0W3

Full mformatwn on-the voting for the approval of thlS ‘Standard can be found in the Votmg Report o

mdlcated in the above table

77ze fo[lowmg IEC publications are quoted in tlus Standard

Publrcauons Nos. 601-1 (1977) Safety of medrcal elecmcal ‘equipment. Part 1: "General rcqurrements
-601-1 (1988) Medical electncal equrpment Part 1: General Tequirements for safety. :
601-2-20 (1990) ‘Medical " electrical equrpment Part 2: Particular requirements for safety of transport
_incubators. . . e
651 (1979) Sound level meters.

Other publtcauons

- ISO 3743 (1988) Acousucs - Derermmauon of sound power levels of ﬂorse sources. Engmeermg melhods

for specml reverberauon test rooms
ISO 7767 '(1988): Oxygen analyzers for monitoring patient brearhmg mixtures — Safely requrremenrs
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MEDICAL ELECTRICAL EQUIPMENT

Part 2: Particular requirements for safety of_;baby_ln_cubators

_ INTRODUCTION

This Partrcular Standard conceris the safety of baby 1ncubators It amends and supplements IEC

' Publrcatton 601-1 (ﬁrst edition 1977) Safety of medical electncal equipment, Part 1: General require- o

ments, hereinafter referred to as the General Standard The requtrements of this Parttcular Standard - .
" take prronty over those of the General Standard The title of the General Standard has been changed .
in the second edmon (1988) to read: ‘““Medical electrical equtpment Part 1: General requtrements for

safety”’. This change is antrcrpated in the title of thls Partlcular Standard.

Where it is intended that any part of the General Standard although p0551bly relevant, is not to:
be apphed a statement to that effect is given in this_Particular- Standard

‘ The numbertng of sections, clauses and sub-clauses of this Parttcular Srandard corresponds w1th'
that of-the General: Standard.

Sub-clauses or ﬁgures which are addrttonal to those of the General Standard are numbered startmg_‘_ o
from 101; addttrona] appendices are lettered AA BB, etc., and additional ttems aa), bb) etc.

: In this standard, the followmg print types are used

- requtrements compltance with whtch can be tested and deﬁmtlons in roman type
- explanatrons advrce, mtroducttons general statements excepnons and references in smaller type,

- te.st speczf cations: in ttalrc type; ' A

C= TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STA_NDARD OR TFHIS PARTICULAR STANDARD SMALL_ '
CAPITALS '

The requrrements are followed by specxfrcattons for the relevant tests.

" A rationale for the more important requirements, where approprtate, is gtven in Appendt). AA lt ‘
is consrdered thata knowledge of the reasons for these requirements will not only fac111tate the proper_
apphcatlon of the standard but will, in due course expedite.any revision necessuated by changes in

- clinical practice or'as a result of developments in technology However this appendix does not form - B

" part of the requirernents of this standard. The sub- clauses whrch have corresponding rattonale statements
are marked with an * aftcr their number : :

SECTION ONE — GENERAL

1. Scope and object
o This clause of the General Standard applies except as follows:
pe! Scope ' v
,Addmon A . o o : o

This Particular Standard specrﬁes safety requrrements l'or INCUBATORS as defmed in Sub
clause 2.1.101 -of [hlS standard.-



601-2-19 © 1EC : -1 -

This standard docs not—apply to EQUIPMENT which uses radlant hcaters.

It also does not apply to transport mcubators* used for the transportation of tnfants

12 Object D BT
Addition: T e - - o

The ob_|ect of [hlS Partrcular Standard is. to estabhsh requlrements for INCUBA’IORS whrch
minimize hazards 1o PATIENT and USER and to specu"y tests by whrch comphance wrth the requrre—
ments can be venﬁed :

2 Termmologv and deflmtlons
This clause of the General Standard apphes except as follows

2 l 5 APPLIED PART

Replacemenl

All parts wrthrn the BABY COMPARTMENT Wthh can 1ntent10nally or umntentlonally come into
contact with the baby, shall be consrdered an APPLIED PART.

Additional definitions: =~ ST
21101  INCUBATOR '

An enclosure, mtended to contarn a baby and havrng transparent sectxon(s) whrch allow(s) for
viewing of the baby provided with mieans to control the environment of the baby prlmarrly by
heated air within the enclosure : ' ' :

: 2 1 102 BABY COMPARTMENT
' The portion of an INCUBATOR mtended to contam a baby
2.1 103 CAIR CONTROLLED INCUBATOR

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

- 2 1.104 BABY CONTROLLED [NCUBATOR

A air controlled INCUBATOR whrch has the addmonal capablhty of’ automatrcally controllrng
the INCUBATOR air temperature in order to maintain the ternperature as. rneasured by a SRIN TEM-
PERATURE SENSOR close to a value set by the USER : : : :

29 Controls and limiring devices
Additional defi nitions: : . _
: '2.9.10'1 SKIN TEMPERATURE SENSOR T ‘ - - _
- A sensing devrce rntcnded to measure the baby s SKIN TEMPERATURE
2.9.102 -SKIN TEMPERATURE '

-The temperature of the skin of the baby at a poirit on' which the SKIN TEMPERATURE SENSOR
is placed. B}

" * For these, see IEC 601-2-20.
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