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URGENT FIELD SAFETY NOTICE

PLATINUM
Field Safety Corrective Action n° A13060061AA
Advice regarding the safe use of the foot rest

Date: 1° July 2013
Attention: Potential risk while using the PLATINUM foot rest

Details on affected devices:
‘PLATINUM x-ray system, Trademark APELEM, with foot rest Ref. Z6F35081

Description of the problem and action to be taken: »
A use error while setting up the foot rest has been observed that may result in a patient injury.

To address this hazard a service bulletin has been issued. It describes the safe setting up of the foot
rest. ; ‘é

Should you have any question, please contact the after sales service team.

Transmission of this Field Safety Notice:
This safety notice needs to be passed on to all those who need to be aware within your organization.
Please transfer this notice to other organisations on which this action has an impact.

The undersign confirms that this notice has been notified to the appropriate Regulatory Agencies.

Laure Landucci
Quiality and Regulatory Affairs Manager

Apelem - DMS Group
175 Allée Yon Neumann - 30035 Nimes Cedex 1 - France
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