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Foreword

The text of document 62D/367/FDIS, future edition 2 of IEC 60601-2-34, prepared by SC 62D,
Electromedical equipment, of IEC TC 62, Electrical equipment in medical practice, was submitted to the
IEC-CENELEC parallel vote and was approved by CENELEC as EN 60601-2-34 on 2000-11-01.

This European Standard supersedes EN 60601-2-34:1995.

The following dates were fixed:

– latest date by which the EN has to be implemented
at national level by publication of an identical
national standard or by endorsement (dop) 2001-08-01

– latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 2003-11-01

Annexes designated "normative" are part of the body of the standard.
Annexes designated "informative" are given for information only.
In this standard, annexes AA and BB are informative.

__________

Endorsement notice

The text of the International Standard IEC 60601-2-34:2000 was approved by CENELEC as a European
Standard without any modification.

__________
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MEDICAL ELECTRICAL EQUIPMENT –

Part 2-34: Particular requirements for the safety,
including essential performance, of invasive blood

pressure monitoring 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:

This Particular Standard applies to INVASIVE BLOOD PRESSURE MONITORING and measuring
EQUIPMENT as defined in 2.101, hereinafter referred to as EQUIPMENT.

This Particular Standard does not apply to catheter tubing, catheter needles, Luer locks, taps
and tap tables.

This Particular Standard also does not apply to NON-INVASIVE BLOOD PRESSURE MONITORING
EQUIPMENT.

1.2  Object

Replacement:

The object of this Particular Standard is to establish particular requirements for the safety,
including the essential performance of EQUIPMENT, as defined in 2.101.

1.3  Particular Standards

Addition:

This Particular Standard refers to IEC 60601-1:1988, Medical electrical equipment – Part 1:
General requirements for safety as amended by its amendment 1 (1991) and its amendment 2
(1995).

The General Standard takes into account 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: Collateral Standard: Programmable electrical medical systems.

For brevity, IEC 60601 is referred to in this Particular Standard either as the “General
Standard” or as the “General Requirement(s)”.


