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FOREWORD

This amendment has been prepared by subcommittee 62B: Diagnostic imaging equipment, of
IEC technical committee 62: Electrical equipment in medical practice.

The text of this amendment is based on the following documents:

FDIS Report on voting
62B/1089/FDIS 62B/1097/RVD

Full information on the voting for the approval of this amendment can be
on voting indicated in the above table.

Rd in the report

asion will
£ under
8 date, the

The committee has decided that the contents of this amendment aR
remain unchanged until the stability date indicated op
"http://webstore.iec.ch" in the data related to the specific ‘p
publication will be

e reconfirmed,

e withdrawn,

e replaced by a revised edition, or

e amended.

The purpose of
which take the ¢

nt to IEC 60601-2-54:2009 is to introduce changes
into account. Therefore, X-RAY EQUIPMENT specified for

MANUFACTY \ ized. Specific attention is paid to EXAMINATION PROTOCOLS in a new
subclause whi h differentiate between adult and paediatric applications, in particular for
X-RAY EQUIPMENT Wwithout an AUTOMATIC CONTROL SYSTEM. In addition, fixed periods for
termination of LOADING after release of the RADIATION control by the OPERATOR are stipulated
for RADIOSCOPY.

A new subclause on electronic documentation of EXAMINATION PROTOCOLS is introduced. It
recommends providing access to electronic documentation containing relevant parameters of
the PRE-PROGRAMMED EXAMINATION PROTOCOL. In another new subclause, the creation of basic
documentation of the RADIATION DOSE STRUCTURED REPORT (RDSR) according to IEC 61910-1 is
recommended. Furthermore, the subclause describing the LAST IMAGE HOLD RADIOGRAM has
been revised and requires that the last image in RADIOSCOPY be displayed rather than provide
just a means to display it.

This amendment recommends providing a graphical DISPLAY of the position of the BEAM
LIMITING DEVICE blades on the IMAGE DISPLAY DEVICE in the subclause "Indication on the X-RAY
EQUIPMENT".
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