
 

       

    
       

 

    
 

      
 
 

        
 

 
 

 
 

 

 

 
 

 

 

 
 

 
 

 
 

 
 

 
 

 
      

 
 

 
 

 
 

 
 

 

 
  

 

 

 

        
 
 
 
 

 
 
 
 
 
 

     
         

      
   

State of California—Health and Human Services Agency 

California Department of Public Health 
Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Abbott Ireland Limited Alinity i Anti-TPO Reagent Kit for Manufacturing Fill Volume Error 

Recall Date Product Description Recalling Firm Recall Reason 

6/14/2023 Alinity i Anti-TPO Reagent Kit
List Number 09P3521 

Abbott Ireland 
Limited 

Sligo, Ireland 

Due to a 
manufacturing fill 
volume error, Alinity i 
Anti-TPO Reagent 
contains a marginally 
lower fill volume than 
detailed in the Kit 
Contents section of 
the Instructions for 
Use (IFU). 

Recall 
Class Product Identification Distribution Affected Dates 

III Alinity i Anti-TPO Reagent Kit
UDI Number: 
(01)00380740153892(17)24072 
0(10)46009FN00; List Number: 
09P3521; Lot Number: 
46009FN00; Expiration Date: 
07/20/2024 

5 Units 
in California 

April 2023 and 
Prior 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE 

CDPH Food and Drug Branch 
MS 7602  P.O. Box 997435  Sacramento, CA 95899-7435 

(916) 650-6500 ● (916) 650-6650 FAX
Internet Address: 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?dev?Product=200031
http://www.cdph.ca.gov/

