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FOREWORD

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

IEC 601-2-20:1990 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 2.20 S1 on 24 March 1992. .

The follow1ng dates were fixed:
= latest date of announcement
. of the 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 shown'by the ' manufacturer 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 601-2-20:1990 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.

I1EC

Publication Date Title EN/HD Date

601-1 1877 Safety of medical electrical equipment HD 395.1 S1 1978
Part 1: General requirements

601-1 1988 Medical electrical equipmernt” EN 60601-1 1890
Part t: General requirements for safety

601-2-19 1880 Part 2: Particular requirements for HD 395.2.19 S1 1992
safety of baby incubators

651 1979 Sound level meters HD 425 S1 1983

Other publications
ISO 32:1977 - Gas cylinders for medical use - Marking for identification of content
[SO 407:13883 - Small medical ‘gas 'cylinders - ‘Yoke=-type valve connections
Amendment 1986
ISO 3743:1388 - Acoustics - Determination’of| sound power levels of noise sources
Engineering imethods  for  special reverberation test rooms
ISO 7767:1988 - Oxygen analyzers: farsmonitoringspatient breathing mixtures
Safety requirements
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o INTERNATIONAL ELECTROTECHNICAL COMMISSION

|
. |

MEDICAL ELECTRICAL EQUIPMENT -

Part 2+ Particular réquirements ,f(_)'r: safety of transport incubators-

- FOREWORD

1). The formal decisions or agreemcms of Lhe IEC on technical mauers prepared b) Technical Commmees on whu.h all lht
‘National Committees having a special interest therein are represemcd cxpress as ncarl) as posmble aninternational eonsensm
of opinion on the SUb_]CC[S dealt wnh . k

2) They have the form ofrecommendauons for mternauonal use and they are aecepled by lhe Nauonal Com mittees in that sense.

3) {n order 10 promote mlcmauonal umﬂeauon the lEC e\presses the wnsh that all’ Nauonal Commmees should adopt the
text of Lhe 1EC recomniendation for their: nauonal rules in. so far as national ‘conditions will permit. Any divergence between
the IEC recommendauon and the correspondmg nauona] rules should as far as p0551ble, be clearly indicated in the latter.

P REFACE

Thls Partlcular Sl;andard has been prepared by Sub Comxmttee 62D: Electromedxcal equlpment of
1EC Technical Commlttee No. 62: Elecmcal equ1pment in medlcal pracuce. - P

| _The_text of this St_andardtls_ba'se_d upon‘the fol_lo\_vmg dpcumems-. -

~ Six Months' Rule. _Report: Q'l)v_\‘/ofing 9 ‘_"'T\u'ci_lxdox‘uhs:,’ ,_Pr'oi':e"dure " | . Report on Voting .

62D(COM4 .- 62D(CO)S3 62D(¢O)55 o ~ 62D(CON2

Full mformanon on the voting . for the approval of this Standard can be found'in the Votmg Repm 1§
mdlcated in the above Lable '

The fol/owmg IEC publlcatlons are quotea’ in this Slandard

Publications Nos. 601-1 (1977): Safety of xmdxca] elecmca] equxpmem Parl L General reguirements.
- 6011 (1988): Medical electrical equipiment. Part 1: General requirements for safety.
601-2-19 (1990): Medical electrical equipnient. Pan'> Paxm.ular requirements for safety of baby 1m.uba101>

651 (1979):' S’ound- tevel meters..
- Other pub/ica'rions.‘ o o
1SO 32 (1977): Gas cylmders for medical use - Markmg for ldenufcanon of content.
ISO 407 (1983): Small medical gas cvlmders — Yoke-1ype valve connecuons - Amendmem 1986.

ISO 3743 (1988): Acousucs - Delermmauon of sound power levels ofnoxscsources — Engineering methods
for special reverberauon test rooms.. )
1SO 7767 (1988): Oxygen analyzers for monitoring pauenl breathmq mixtures — Safety requnremem:




that of the General Standard L

601-2-20 © 1EC ‘ -9 -

'~ MEDICAL ELECTRICAL EQUIPMENT
Part 2 Particular requirement_s.for safety of transport incubulors

INTRODUCTION

Thrs Partrcular Standard concerns the safely of lransport mcubators It amcnds and. supplements
IEC Publrcauon 601 1 (frrsl edmon 1977) Safety of medical electrrcal equipment, Part }: General

.. requirements, herernafter refcrred 10-as ‘the Genéral Standard The requrrcmcnts 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) 1o read: “Medlcal electrical equrpment Part 1: Gcncral requrre-‘

' Jments for safety”’. Thrs change is anucxpated in the title of this Partrcular Standard

Where it is lntended that any part of the General Standard although possrbly relevant 1s not 1o
" be applied, a statement to that effect is grven in thrs Pamcular Standard.

The numbermg of” sectrons ‘clduses and’ sub clauses of thls Parucular Standard corresponds with

Sub-clauses or figures which are addmonal to those of the General Standard are numbered starting
from 101; addmonal appendrces are lettered AA BB etc:, and addmonal items da), bb), etc.

ln this srandard [he followmg prmr types are used

——requrrements complrance wrth whrch can be tested and deﬁnmons in fdéman [ype

"— explanations, advice, mtroducuons general sratemenls, excepnons and references in smaller [vpe

— fest specrfzcanons in I[G/IC type

— TERMS DEFlNED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD S\IALL '
- CAPITALS. - : S :

The requrrements are followed by specrfrcatrons for the relevant tests

A rationale for the niore 1mportant rcquxrements where approprrate is grven in Appendm AA It
is considered that a Lnowledge of the reasons for these requrrements will not only facrlrtate the proper
applrcauon of the standard but w111 in due course expedrte any revision necessitated by chanoes in
clinical practrce or as a result of developments in technology ‘However this appendrx does. nor forrn
partofthe requrrements of this standard The sub—clauses whrch have correspondmo ratlonale statements
.are marked with an * after therr number : : : I

SECTION ONE — GENERAL

1. Scope and object
Thls clause of the General Slandard appltes except as follow
1.1 Scope ' '

Addition:

This Pamcular Standard specifies safe[y requrrements for TRANSPORT INCUBATORS as deﬁncd
in Sub-clauses 2.1.101, 2.1.103 and 2.1.104 of this standard
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Tlr_is standard does not apply.to EQUIPMENT which uses ra'diam heaters.*
. Sec¢ also requirements ¢oncerning BABY INCUBATORS.** .
12 Object - R |
'.'Aa'drtlon - - ‘ o -

The Ob_]CCl of thrs Partrcular Standard 1sto establlsh requrrements for TRANSPORT INCUBATORS,

_whrch mlmmrze hazards to PATlENT and USER, and. lO spemfy tests by which compllance with

the requxrements can be venfred

2. Termmoloov and defmtllons
Thrs clause of the General Standard applnes except as follow
2 L. s APPLIED PART
Replacement

" All.parts.within the BABY COMPARTMENT which ¢an intentionally or umntenuonally come .nto
contact with the baby shall be consrdered as APPLIED PARTS.,

Addltlonal def nmons ‘ B
2 1. 101 TRAMPORT INCUBATOR T ’ » ‘ . _

An enclosure mtended to. contam ‘a baby and havmg transparent section(s) which allow(s) for
vtewmg of the baby, provrded with rieans to control the environment of the baby prtmarllv by
heated air. wrthtn the enclosure and suitable for the safe conveyance of a baby:.

2.1, 107 BAB}’ COMPARTMENT _
The portron of a TRANSPORT [NCUBATOR 1ntended to contarn a baby :
2 l 103 AIR CONT ROLLED TRANSPORT INCUBATOR

TRANSPORT INCUBATOR in whrch the air | temperature 1s automaucally controlled by an air

temperature sensor close to a value set by the USER.

2.1. 104 BABY CONTROLLED TRANSPORT INCUBATOR

An air controlled TRANSPORT INCUBATOR Wthh has the addmonal capabtlxty of automaucall\'
controllma the INCUBATOR air temperature i order to maintain the temperature as measured by
a SRIN TEMPERATURE SENSOR close 1o a value set by the USER.

2.9.101- SKIN TEMPERATURE SENSOR

A sensing dev1ce mtended to measure the baby s skm temperature

2.9.102° SKIN TEMPERATURE

The temperature of the skin of the baby at a point on whrch the Sl\ll\ TLMPERATURE SENSOR -~

1S placed

* 1EC 601-2:21.
= |EC 601-2-19..
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