California Medical Device CBPH
Recall Information ) S,

Recall Name

Cook Medical Recalls Zilver PTX Drug Eluting Stent
Due to a Possible Defect

Recall Date Product Description Recalling Firm Recall Reason
4/24/13 Zilver PTX Drug Eluting Cook Medical, Inc. Potential for inner
Stent Bloomington, IN delivery catheter
breakage.
Recall Class Product Identification Distribution Affected Dates
I Zilver PTX Drug Eluting CA, global Distributed between
Stent December 13, 2012

and April 16, 2013
Suspected Catalog Number
Recalled:

o ZIV6*****PTX

Recall includes all sizes,
diameters and lot numbers

Product Labels

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://lwww.fda.gov/Safety/Recalls/lucm349421.htm?source=govdelivery



http://www.fda.gov/Safety/Recalls/ucm349422.htm
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