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Drill Bits, The CSLP System g 3.0mm Drill Bits and the Fixation Sleeve
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- Drill Bits, The CSLP System ¢ 3.0mm Drill Bits and the Fixation Sleeve
- Trade Mark: Synthes Inc
- Local Representative:
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Synthes GmbH mesmseféi

m&m:
Switzerland

To the ATTENTION of:
Operating room manager

14. August 2012

Urgent: Field Safsty Corrective Action
Part Description_ Part Num

Drill Bit @ 3.0mm, complete, L 196mm 324.087

[ Drill Bit @ 3.0mm, L 196mm, drilling depchﬁmm 1 3240

Fix-Sleeve for Drill Bit 324.089

Dear Sir/Madam

Synthes has initiated a recall of the CSLP Sy
3.0mm and the Fixation Sleeve (324.087,
incidence is low, there is the potential for
adverse event. if the drill stop si:ps on th
posterior cortex, dural tear requiring repair, dar
risk of a petenttaity life-threatening event.

Having established appropriate actions to mitigate the identified
recall the Drill Bit @ 3.0mm complete, Drill Bit- @ 3.0mm
324.088 and 324.089). The products will be re-introduced once th
have been completed.

Instruments and implants [ ot imp «mp
approved by the AQ Wmmbonvm Bpprouvis par FAQ aprobados por ia AO
Foundation dar AQ Foundation “Foundation Foundation




Page 2 of 2

Please tmmedjatety cease use of the Dnil Bit @ 3.0mm ccmpiets Drill Bit @ Omm and the
. Pleas

in compliance with this product recall, please examine your mventory aﬁﬁ refmve* he aboy
part numbers from your shelves. e

We ask you to send back the affected devices.

If you have any questions, please contact your Synthes ‘Sales consutta
We apologize for the inconvenience this may cause.

Thank you for your attention and cooperation.

andling Unit




