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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT —

Part 2-23: Particular requirements for the safety,
including essential performance, of transcutaneous partial
pressure monitoring equipment

FOREWORD

The IEC (International Electrotechnical Commission) is a worldwide organization for standai lization comprising
all national electrotechnical committees (IEC National Committees). The object of the 1=C is to promote
international co-operation on all questions concerning standardization in the electrical.-ana &'« ctronic fields. To
this end and in addition to other activities, the IEC publishes International Standara.. Ther preparation is
entrusted to technical committees; any IEC National Committee interested in th> suyject dealt with may
participate in this preparatory work. International, governmental and non-g>ve.n.2enw. organizations liaising
with the IEC also participate in this preparation. The |IEC collaborates <clostly with the International
Organization for Standardization (ISO) in accordance with conditions determine "0y agreement between the
two organizations.

The formal decisions or agreements of the IEC on technical matters express, as nearly as possible, an
international consensus of opinion on the relevant subjects since €ach tec.inical committee has representation
from all interested National Committees.

The documents produced have the form of recommendations \ >r in.rrnational use and are published in the form
of standards, technical specifications, technical reports. .- gu'des and they are accepted by the National
Committees in that sense.

In order to promote international unification, IEC National committees undertake to apply IEC International
Standards transparently to the maximum extent possible in their national and regional standards. Any
divergence between the IEC Standard and the ccrresponding national or regional standard shall be clearly
indicated in the latter.

The IEC provides no marking procedure *u ‘ndic .te its approval and cannot be rendered responsible for any
equipment declared to be in conformity w *h-on» of its standards.

Attention is drawn to the possibility that ~ome of the elements of this International Standard may be the subject
of patent rights. The IEC shall not be hela responsible for identifying any or all such patent rights.

International Standard I:C° 60601-2-23 has been prepared by subcommittee 62D:
Electromedical equipment, >f4EC technical committee 62: Electrical equipment in medical
practice.

This second edition o~r IEC 60601-2-23 cancels and replaces the first edition published
in 1993, and_co: stitutes a technical revision. This second edition also covers the scope of
IEC 60601-3-1 nublished in 1996.

The texi of this standard is based on the following documents:

FDIS Report on voting

62D/335/FDIS 62D/345/RVD

Full information on the voting for the approval of this Particular 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.

A bilingual version of this standard may be issued at a later date.
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Appendix L forms an integral part of this Standard.
Annex AA is for information only.

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, instructions, general statements, exceptions and references: in smaller roman
type,

— test specifications: in italic type;

— TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD IEC 60601-1 OR THIS PART!CUL. AR
STANDARD: SMALL CAPITALS.

The committee has decided that this publication remains valid until 2005. At' this da.e, in
accordance with the committee’s decision, the publication will be

¢ reconfirmed;

e withdrawn;

« replaced by a revised edition, or
¢ amended.
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MEDICAL ELECTRICAL EQUIPMENT —

Part 2-23: Particular requirements for the safety,
including essential performance, of transcutaneous partial
pressure monitoring equipment

SECTION ONE - GENERAL

The clauses and subclauses 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:

This Particular Standard specifies requirements for the safety, including essential
performance, of TRANSCUTANEOUS PARTIAL PRESSURE N ONITORING EQUIPMENT, as defined
in 2.101 and hereinafter referred to as EQUIPMENT, :vhethe tliis EQUIPMENT is stand alone or
part of a system.

It applies to transcutaneous monitors used with adu'*z, children and neonates, and it includes
the use of these devices in foetal monitoring during birth.

It does not apply to haemoglobin satura.ar. oximeters or to devices applied to surfaces of the
body other than the skin (for example cr.njunictiva, mucosa).

1.2 Object
Replacement:

The object of this Faricuiar Standard is to establish particular requirements for the safety,
including essential . performance, of TRANSCUTANEOUS PARTIAL PRESSURE MONITORING
EQUIPMENT as dafined 12 2.101.

1.3 Particular standards
Additan.
This Particular Standard amends and supplements a set of IEC publications consisting of:

!EC 60601-1:1988, Medical electrical equipment — Part 1: General requirements for safety,
amendment 1, amendment 2,

IEC 60601-1-2:1993, Medical electrical equipment — Part 1: General requirements for safety —
2. Collateral Standard: Electromagnetic compatibility — Requirements and tests and

IEC 60601-1-4:1996, Medical electrical equipment — Part 1. General requirements for safety —
4. Collateral Standard: Programmable electrical medical systems.
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