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FOREWORD

The text of document 62B(C0)103, as prepared by sub-committee 62B:
Diagnostic imaging equipment, of IEC technical 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 1999-03-01.

Annexes designated "normative" are part of the 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.



EN 60601-2-29;:
ANNEX ZA (normative)
OTHER INTERNATIONAL PUBLICATIONS QUOTED IN THIS STANDARD

WITH THE REFERENCES OF THE RELEVANT EUROPEAN PUBLICATIONS

Annex ZA of EN 60601:1930/A11:1993 applies with the following

additions:

[EC

Publication Date Title EN/HD

336 1982 Characteraistics of focal spots 1n HD 509 S1
diagnostic X-ray tube assemblies for
medical use

522 1976 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 protection against
ionizing radiation {(under consideration)

601-2-7 1387 Part 2: Particular requirements for HD 395.2.7 S1
the safety of high-voltage generators of
diagnostic X-ray generators

601-2-15 1988 Part 2: Particular requirements for HD 395.2.15 S1
the safety of capacitor discharge
X-ray generators

613 1889 €Electrical, thermal and loading EN 60613
characteristics of rotating anode X-ray
tubes for medical diagnosis

788 1984 Medical radiology - Terminology HD 501 St

806 1984 Determination of the maximum symmetrical HD 513 St

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

Date

1988

1883

1989

1989

1993

1968

1989
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MEDICAL ELECTRICAL EQUIPMENT

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

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
Replacement:

This Standard applies to X-RAY SOURCE ASSEMBLIES and X-RAY TUBE ASSEMBLIES for medical
diagnosis, and to components thereof, specified for use in medical X-RAY EQUIPMENT
including equipment for COMPUTED TOMOGRAPHY, that incorporates a specified HIGH-VOLTAGE
GENERATOR complying with IEC 601-2-7 or IEC 601-2-15.

1.2 Object
Replacement:

The object of this Particular Standard is to establish particular requirements for design and
manufacture, to ensure safety and to specify methods for demonstrating compliance.

1.3 Particular Standards
Addition:

This Particular Standard refers to IEC 601-1 (1988): Medical electrical equipment — Part 1:
General requirements for safety, and to IEC 601-1-3: Medical electrical equipment -
Part 1: General requirements for safety - 3. Collateral Standard: General requirements for
protection against ionizing radiation (under consideration).

For brevity, IEC 601-1 is referred to in this Particular Standard either as the General
Standard or as the General Requirement(s), and IEC 601-1-3 as the Collateral Standard.

The numbering of sections, clauses and subclauses of this Particular Standard corre-
sponds with 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.
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"Addition” means that the text of this Particular Standard is additional to the requirements
of the General Standard.

“"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 appendices are lettered AA, etc., and additional items aa),
bb), etc.

The term “this Standard” is used to make reference to the General Standard, the Collate-
ral Standard and this Particular Standard taken together.

A requirement of this Particular Standard replacing or modifying requirements of the
General Standard or the Collateral Standard takes precedence over the corresponding
General Requirement(s).

Where there is no corresponding clause or subclause in this Particular Standard, the
clause or subclause of the General Standard or the Collateral Standard applies without
modification.

Where it is intended that any part of the General Standard or the Collateral Standard,
although possibly relevant, is not to be applied to X-RAY SOURCE ASSEMBLIES, a statement
to that effect is given in this Particular Standard.





