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Recall Name

Greatbatch, Inc. Recalls Standard Offset Cup Impactors

Due to Lack of Sterility Assurance

Recall Date

Product Description

Recalling Firm

Recall Reason

01/29/14

Standard Offset Cup Impactors

Greatbatch, Inc.

Plymouth, MN

The sterilization
recommendation in
the Instructions For
Use did not meet
requirements for
sterility assurance,
which has the
potential to result in
surgical infection.

Recall
Class

Product Identification

Distribution

Affected Dates

Affected Product List

CA, nationwide

Manufactured and
distributed from:

2004 to 2013.

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm388883.htm



http://cdphinternet/certlic/device/Documents/fdbMrGa2.pdf
http://cdphinternet/certlic/device/Documents/fdbMrGa2.pdf
http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm388883.htm

