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Ref. FSN-201201
TO WHOM IT MAY CONCERN

Urgent: Field Safety Notice ref. FSCA-201201

Subject: Elbow Hinge, code 93410

Date ‘ October 23", 2012
Reference Contact  9rthofix Customer Care
Orthofix Srl Via delle Nazioni, 9 - 37012 Bussolengo (Veraona) taly
e-mail; CustomerCare@Orthofix.it - tel.+39 045 6719000 - fax.+39-045-6719380

Products Involved

V1257488
V1257207
V1264020
V1264353 °
V1272691
| V1274341
V1275689
V1276233

Elbow Hinge 93410

Details of the FSCA  This is a precautionary action initiated to avoid that potentially defected clamps
are used. A defected clamp may feature decreased performances.

Risk for patient Potential loss of elbow position.
For Distributors Immediately identify the products in Your warehouse which are involved in this

action, remove them from inventory and return to Orthofix Srl (see contact
details above).

Please ensure that all who received, or who may have received, affected units
fzom You are provided immediately with this Field Safety Notice.

" Please fill in the REPLY FORM with all the above information and send to Orthofix.
For Hospitals Do not use any products involved in this action and immediately return to your
Llocal distributor or directly to Orthofix Srl (see contact details above)

Orthofix recommends continuing prescribed post-operative activities and follow-
up. Any removed clamps 93410 should not be re-used but Immedlately returned to
Orthofix Srl {see contact details above)

Products on patient

Orthofix Srl - Via delle Nazioni, 9 - 37012 Bussolengo - Verona (Itaty)
www.orthofix.com




