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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-50: Particular requirements for the safety
of infant phototherapy equipment

FOREWORD

1) The IEC (International Electrotechnical Commission) is a worldwide organization fgr stangdardizatien comprising

to promote

entrusted to technical committees; any IEC National Committee inter
participate in this preparatory work. International, anizations liaising
with the IEC also participate in this preparation. The IEC collaborates
for Standardization (ISO) in accordance with conditions determmi
organizations.

between the two

of standards, technical specifications, teck
Committees in that sense.

4) In order to promote international unificatin IE Natioga Com |ttees undertake to apply IEC International

6) Attention is dra
of patent rights.

International St8
Electromedica
practice.

8060142-50 has been prepared by subcommittee 62D:

The text 0 andard is based on the following documents:

FDIS Report on voting
62D/363/FDIS 62D/369/RVD

Full information on the voting for the approval of this standard can be found in the report on
voting indicated in the above table.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 3.
Annex AA is for information only.

The contents of the corrigendum of March 2001 have been included in this copy.
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In this Particular Standard the following print types are used:

requirements, compliance with which can be tested, and definitions: roman type;

— notes, explanations, advice, introductions, general statements, exceptions and references: smaller type,

— test specifications: in italic type,

— TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD IEC 60601-1 OR IN 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¢ withdrawn;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 version of this publication may be issued at a later d4

@%
S


https://standards.iteh.ai/catalog/standards/iec/2867d592-2775-41a9-be82-1b76365d9b76/iec-60601-2-50-2000

~6-— 60601-2-50 O IEC:2000(E)

INTRODUCTION

This Particular Standard concerns the safety of INFANT PHOTOTHERAPY EQUIPMENT. The
minimum requirements specified in this Particular Standard shall ensure a reasonable degree
of safety during operation. This Particular Standard 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 guidance and rationale for the requirements of this Particular Standard is included in

annex AA.

the proper application of the standard but will, in due coursg, & \ evision
necessitated by changes in clinical practice or as a result q Y
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-50: Particular requirements for the safety
of infant phototherapy equipment

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:

1.2 Object

Replacement:

The object of this Par
EQUIPMENT which redu
and to specify te ro

1.3 Particular Stg

Addition:

This PartCulan Sts to IEC 60601-1 (1988): Medical electrical equipment — Part 1:
y afety, as amended by its amendment 1 (1991) and its amendment 2

For brevity, IEC 60601-1 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 corresponds 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.
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"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 annexes are lettered AA, BB, etc. and additional items aa), bb),
etc.

The term "this Standard" is used to make reference to the General Standard and this Particular
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 potxelevant, applies
without modification; where it is intended that any part of the Genera dard, although
possibly relevant, is not to be applied, a statement to that effect i 9 5. Particular
Standard.

1.5 Collateral Standards

Addition:

IEC 60601-1-1:1992, Medical electrical equipment —
1. Collateral standard: Safety requirements for mee

3. Col/ateral standard
equipment

IEC 60601-1-4:1996
4. Collateral sta ~@o ;

Additional definitiors:

*2.1.101

INFANT PHOTOTHERAPY EQUIPMENT (hereinafter referred to as PHOTOTHERAPY EQUIPMENT)
irradiation equipment which emits in the main radiation spectrum in the range between 400 nm
and 550 nm for reducing the concentration of bilirubin in the body of infants

2.1.102

EFFECTIVE SURFACE AREA

surface on which the PATIENT rests according to the intended position and which is radiated by
the PHOTOTHERAPY EQUIPMENT

NOTE The EFFECTIVE SURFACE AREA is the intended treatment surface which is illuminated by the phototherapy
light. The area of 60cm x 30cm is used as a standard-sized surface unless specified differently in the
ACCOMPANYING DOCUMENTS.
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2.12 Miscellaneous

2.12.4 PATIENT

Replacement:

infant who is being treated by means of visible radiation from equipment as specified under 2.1.102.
Additional definitions:

2.12.101
RADIOMETRIC PARAMETERS

NOTE See IEC 60050(845).

2.12.102
TOTAL IRRADIANCE FOR BILIRUBIN Ep;

irradiance equal to the evaluated irradiance in the range betweer 400 M axd , given by
an integration

Epi = (1)
where Ej(A) is the measured irradianc
2.12.103
UNIFORMITY Gy OF THE TOTA %
ratio of the lowest TOTAL 1R LI N .EbP’min to the highest TOTAL IRRADIANCE FOR
BILIRUBIN Epj max ON the\EFFE : AREA, gi n by the expression

(2)

Additions:

*4.6.101 Pre-ageing

The following general operating conditions shall be taken into account for radiation
measurements of therapeutical PHOTOTHERAPY EQUIPMENT for the human body.

After 5 h of pre-ageing of the radiator source, or after operating the pre-ageing time specified
by the manufacturer, if the manufacturer has specified a different pre-ageing time in the
ACCOMPANYING DOCUMENTS, the initial values of the PHOTOTHERAPY EQUIPMENT shall be
measured at normal load without exceeding the given tolerances for the temperature rise.
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