RB8C

Urgent Field Safety Notice

Mustang walking aids manufactured by R82 A/S
FSCA-identifier 10" July 2012
Corrective Action: Change of information in IFU

Date: 10" July 2012

Attention: Danish Medicines Agency
CA (in markets where the Mustangs have been distributed)
National dealers
End users/institutions/suppliers (via the national dealers)

Details of change of information in IFU:
Two warning stickers have been added to the front of the Mustang to point out the potential risk of
finger entrapment:

HEIGHT ADJUSTMENT
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P chest support bar

Be careful not to get your fingers caught
when height adjusting the chest support.

Details of affected devices:
Mustang walking aids manufactured by R82 A/S with the following article numbers:

869010, 869011, 869015, 869020, 869021, 869025, 869031 and 869041

Description of the problem:
A slight risk of finger entrapment has been identified and as of Monday the 9™ July 2012 we have
added two warning stickers on all four sizes of Mustang and updated the IFU as shown above.

If you have any further questions please get more comprehensive information from R82 or by
contacting your national dealer.

Transmission of this Field Safety Notice: (if appropriate)

This notice needs to be passed on to all those who need to be aware within your organisation and
to any organisation where the devices have been transferred (if appropriate).
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RB8C

Please maintain awareness on this notice and resulting action for an appropriate period to ensure
effectiveness of the corrective action (if appropriate).

Contact reference person:
Kent Aatofte Rasmussen
Quality Manager

R82 A/S

Parallelvej 3

DK-8751 Gedved

e-mail: kar@R82.com
Phone: +45 79685888

R82 A/S

Kent Aatofte Rasmussen
Quality Manager
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