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FOREWORD

The text of document 62B(C0)103, as prepared by sub-committee 62B:
Diagnostic imaging equipment, of IEC techhical committee 62:
Electrical equipment in medical practice, was submitted to the
IEC~CENELEC parallel vote in July 1992.

The reference document was approved by CENELEC as EN 60601-2-28 on
9 March 1993.

The following dates were fixed:

- latest date of publication of
an identical national standard (dop) 1994-03-01

- latest date of withdrawal of
conflicting national standards {dow) 1994-03-01

For products which have complied with the relevant national standard
before 1994-03-01, as shown by the manufacturer or by a certification
body, this previous standard may continue to apply for production
until 1999-03-017

Annexes designated "normative'/larepartiofthe body of the standard.

Annexes designated "informative“ are given only for information.
In this standard, annex AA is informative and annex ZA is normative.

ENDORSEMENT NOTICE

The text of the International Standard IEC 601-2-28:1993 was approved
by CENELEC as a European Standard without any modification.
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EN 50601-2-28:1393

ANNEX ZA (normative)

OTHER INTERNATIONAL PUBLICATIONS QUOTED IN THIS STANDARD
WITH THE REFERENCES OF THE RELEVANT EUROPEAN PUBLICATIONS

Annex ZA of EN 60601:1990/A11:1993 applies with the following

additions:

IEC

Publication Date Title EN/HD

336 1982 Characteristics of focal spots in HD 508 St
diagnostic X-ray tube assemblies for
medical use

522 1876 Inherent filtration of an X-ray tube -
assembly

526 (mod) 1978 High-voltage cable plug and socket HD 364 S2
connections for medical X-ray equipment

601-1-3 - Medical electrical equipment -
Part 1: General requirements for safety
3. Collateral Standard: General
requirements/\for priotection againgt
ionizing radiation f{under consideration)

601-2-7 1987 Part 2: Particular requirements for HD 395.2.7 S1
the safety of;chigh-voltage generators of
diagnostic, X-ray generatorns

601-2~15 1988 Part 2: Particular requirements for . HD 395.2.15 $1
the safety of capacitor discharge
X-ray generators

613 1989 Electrical, thermal and loading EN 60613
characteristics of rotating anode X-ray
tubes for medical diagnosis

788 1884 Medical radioclogy - Terminology HD 501 S1

806 1984 Oetermination of the maximum symmetrical HD 513 St

radiation field from a rotating anode
X-ray tube for medical diagnosis

Date

1388

1983

1988

1989

19390

1988

1988
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INTERNATIONAL ELECTROTECHNICAL COMMISSIQN

MEDICAL ELECTRICAL EQUIPMENT

Part 2: Particular requirements for the safety of X-ray
source assemblies and X-ray tube assemblies
for medical diagnosis

FOREWORD

1) The IEC. (international Electrotechnical Commission) is a worldwide organization for standardization
comprising all national electrotechnical committees (JEC National Committees). The object of the IEC is to
promote international cooperation on all questions concerning standardization in the electrical and
electronic fields. To this end and in addition to other activities, the lEC publishes International Standards.
Their preparation is entrusted to technical committees; any IEC National Committee interested in
the subject dealt with may participate in this preparatory work. International, governmenta! and
non-governmental organizations liaising with the IEC also participate in this preparation. The |EC
collaborates closely with the International Organization for Standardization (ISO) in accordance with
conditions determined by agreement between the two organizations.

2) The formal decisions or agreements of the IEC on technical matters, prepared by technical committees on
which all the National Committees having a special interest thecein are represented, express, as nearly as
possible, an international consensus of opinion.on the subjects dealt with.

3) They have the form of recommendations for international use published in the form of standards, technical
reports or guides and they are accepted'by the Natioral'Committees in that'sense.

4) 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 Standardand|the corresponding national or regional standard shall be clearly
indicated in the latter.

5) The IEC provides no marking procedure to indicate its-approval and cannot be rendered responsible for any
equipment declared to be in conformity with one of its standards.

International Standard IEC 601-2-28 has been prepared by IEC by sub-committee 623:
Diagnostic imaging equipment, of IEC technical committee 62: Electrical equipment in
medical practice.

This Standard integrates IEC 637. Consequently, this Standard cancels and replaces the
first edition of IEC 637, published in 1979.

The text of this Particular Standard is based on the following documents:

DIS Report on Voting

62B(C0O)103 62B(C0O)104

Full information on the voting for the approval of this Particular Standard can be found in
the repornt on voting indicated in the above table.

Ahnex AA is for informétion only.
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In this Particular Standard, the following print types are used:

Requirements, compliance with which can be tested, and definitions: in roman type.

— Explanations, advice, introductions, general statements, and exceptions: in smaller type.
- Test specifications: in italic type.

—~ TERMS USED THROUGHOUT THIS PARTICULAR STANDARD WHICH HAVE BEEN DEFINED IN
CLAUSE 2 OF IEC 601-1 AND [N IEC 788: SMALL CAPITALS.

NOTE - Attention is drawn to the existence in some countries of legislation concerning RADIATION safety
which may not align with the provisions of this Particular Standard.. )
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