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Foreword

The text of document 62B/401/FDIS, future edition 1 of IEC 60601-2-43, prepared by SC 62B, Diagnostic
imaging 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 60601-2-43 on 2000-08-01.

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) 2001-06-01

— latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 2003-08-01

Annexes designated "normative” are part of the body of the standard.

Annexes designated "informative" are given for information only.

In this standard, annexes AA, EE, FF and ZA are normative and annexes BB, CC, DD and ZB are
informative.

Annexes ZA and ZB have been added by CENELEC.

Endorsement notice

The text of the International Standard IEC 60601-2-43:2000 was approved by CENELEC as a European
Standard without any modification.
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Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

This European Standard incorporates by dated or undated reference, provisions from other publications.
These normative references are cited at the appropriate places in the text and the publications are listed
hereafter. For dated references, subsequent amendments to or revisions of any of these publications
apply to this European Standard only when incorporated in it by amendment or revision. For undated
references the latest edition of the publication referred to applies (including amendments).

NOTE When an international publication has been modified by common modifications, indicated by (mod), the relevant EN/HD
applies.

Publication Year Title EN/HD Year
Addition to annex ZA of EN 60601-1:1990/A2:1995:

IEC 60601-2-32 1994 Medical electrical equipment EN 60601-2-32 1994
Part 2: Particular requirements for the
safety of associated equipment of X-ray
equipment

IEC 60788 1984 Medical radiology - Terminology HD 501 S1 1988

Annex ZB
(informative)

Other international publications mentioned in this standard
with the references of the relevant European publications

Publication Year Title EN/HD Year
Addition to annex ZB of EN 60601-1:1990/A2:1995:

IEC 60601-2-7 1998 Medical electrical equipment EN 60601-2-7 1998
Part 2-7: Particular requirements for the
safety of high-voltage generators of
diagnostic X-ray generators

IEC 60601-2-28 1993 Part 2: Particular requirements for the EN 60601-2-28 1993
safety of X-ray source assemblies and
X-ray tube assemblies for medical
diagnosis
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-43: Particular requirements for the safety of
X-ray equipment for interventional procedures

SECTION 1: 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 X-RAY EQUIPMENT declared by the MANUFACTURER to be
suitable for prolonged RADIOSCOPICALLY GUIDED INTERVENTIONAL PROCEDURES. Its scope
excludes, in particular:

— equipment for RADIOTHERAPY;

— equipment for COMPUTED TOMOGRAPHY;

— ACCESSORIES intended to be introduced into the PATIENT,;

— mammographic X-RAY EQUIPMENT.

NOTE 1 Examples of prolonged RADIOSCOPICALLY GUIDED INTERVENTIONAL PROCEDURES, for which the use of
EQUIPMENT complying with this standard is recommended, are given in annex BB.

NOTE 2 The particular requirements of this standard are not essential for EQUIPMENT used in all RADIOSCOPICALLY
GUIDED INTERVENTIONAL PROCEDURES. Examples of procedures, for which the use of EQUIPMENT complying with this
standard is considered not to be essential, are given in annex BB.

EQUIPMENT declared by the MANUFACTURER to be suitable for RADIOSCOPICALLY GUIDED
INTERVENTIONAL PROCEDURES, which does not include a PATIENT SUPPORT as part of the
system, is exempt from the PATIENT SUPPORT provisions of this standard.

1.2 Object
Replacement:
The object of this standard is:

— to establish safety requirements for the design and manufacture of X-RAY EQUIPMENT for
prolonged RADIOSCOPICALLY GUIDED INTERVENTIONAL PROCEDURES;

— to specify information which is to be provided with such EQUIPMENT for the assistance of
the USER and OPERATOR in managing the RADIATION risk arising from these procedures
which could affect PATIENTS and staff.



