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CALIFORNIA DEVICE RECALL INFORMATION SHEET

Length Mislabeling for LimaCorporate Self-tapping Titanium Alloy Bone Screw

Recall Date Product Description Recalling Firm Recall Reason

10/27/2021 | Bone Screw/Vite - Ti6Al4V, Self | LimaCorporate USA, | There is a potential

Tapping/Autofilettante, Arlington, Texas that the length of
Dia=6.5mm, h=25mm bone screws
identified on labeling
151 units may not correspond

to the actual length
of the screw
included.

10/27/2021 | Bone Screwl/Vite - Ti6Al4V, Self | LimaCorporate USA, | There is a potential

Tapping/Autofilettante, Arlington, Texas that the length of
Dia=6.5mm, h=20mm bone screws
identified on labeling
200 Units may not correspond

to the actual length
of the screw
included.

Recall

Class Product Identification Distribution Affected Dates

Voluntary Self-Tapping Titanium Alloy 1 25mm implanted September 2021
Bone Screw 1 20mm implanted and prior

1 25/20 mm stock
in California

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE

EALTH
oW O&,q

& o

CDPH Food and Drug Branch
MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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http://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=189606
www.cdph.ca.gov

