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CALIFORNIA DEVICE RECALL INFORMATION SHEET

State of California—Health and Human Services Agency

California Department of Public Health

Food and Drug Branch — Device Recalls

Preat Corp Is Recalling Neodent Healing Abutment For Possible Microleakage

Recall Date Product Description Recalling Firm Recall Reason
11/1/2023 | Neodent GM X 2mm Healing PREAT CORP The healing
Abutment Santa Maria, abutments contain a
Preat REF 9007121, Rx Only, California dimensional
Non-Sterile, Single Use Only. condition that may
Dental lead to a gap
between the healing
abutment and the
implant allowing for
microleakage
11/1/2023 | Neodent GM X 4mm Healing PREAT CORP The healing
Abutment Santa Maria, abutments contain a
Preat REF 9007123, Rx Only, California dimensional
Non-Sterile, Single Use Only. condition that may
Dental lead to a gap
between the healing
abutment and the
implant allowing for
microleakage
11/1/2023 | Neodent GM X 4mm Healing PREAT CORP The healing
Abutment (Wide) Santa Maria, abutments contain a
Preat REF 9007124, Rx Only, California dimensional
Non-Sterile, Single Use Only. condition that may
Dental lead to a gap
between the healing
abutment and the
implant allowing for
microleakage



https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx

%?ac:: Product Identification Distribution Affected Dates
Il Neodent GM X 2mm Healing 13 Units 18 July 2023 and
Abutment Nationwide including | prior
UDI-DI: 00842092161364/Lot # | California
OF018356
Il Neodent GM X 4mm Healing 23 Units 18 July 2023 and
Abutment Nationwide including | prior
UDI-DI: 00842092161388/Lot | California
#OF018357
Il Neodent GM x 4mm Healing 4 Units 18 July 2023 and
Abutment (Wide) Nationwide including | prior
UDI-DI: 00842092161395/Lot | California
#0OF018355
FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE
CDPH Food and Drug Branch 2
MS 7602 @ P.O. Box 997435 ® Sacramento, CA 95899-7435 -4

(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=202776
http://www.cdph.ca.gov/



