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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

ARJOHUNTLEIGH POLSKA Sp. Z.0.0. Recalls Arjo Medical Beds for Faulty Bed Wheels

Recall Date Product Description Recalling Firm Recall Reason
12/22/2023 | Arjo Medical Beds ARJOHUNTLEIGH This product is being
Models Enterprise 5000X, POLSKA SP. recalled due to
Enterprise 8000X, Enterprise | Z.0.0. unintended
9000X and Citadel, assembled Komorniki, Poland | movement of the bed
with IndiGo Drive Assistance wheels.
module and retrofitted with
IndiGo Drive Assistance
modules
12/22/2023 | Arjo Medical Beds ARJOHUNTLEIGH This product is being
Models Enterprise 5000X, POLSKA Sp. recalled due to
Enterprise 8000X, Enterprise | z.0.0. unintended
9000X and Citadel, assembled Komorniki,Poland movement of the bed
with IndiGo Drive Assistance wheels.
module and retrofitted with
IndiGo Drive Assistance
modules
%?ac:: Product Identification Distribution Affected Dates
Il Arjo Medical Beds 83 Units December, 2023
UDI/DI 0505609734548 Nationwide including | and prior
California
Il Arjo Medical Beds 846 Units December, 2023 and
UDI/DI 050560973512 Nationwide including | prior
California

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE Arjo Medical Bed

0505609734548, Arjo Medical Bed 050560973512

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/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204426
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204426
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204427
www.cdph.ca.gov



