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CALIFORNIA DEVICE RECALL INFORMATION SHEET

State of California—Health and Human Services Agency

Food and Drug Branch — Device Recalls

Baxter Healthcare Corporation Recalls Abacus TPN Calculation Software for Potential
Medication Error

(01)05413765577345(10)3.3.2.1,
Release date 20-Sep-2019; to
Product Code 8300-3393, UDI
(01)05413765577369(10)3.3.2.1,
Release date 20-Sep-2019;
Product Codes: 8300-0167, V3.1
CE, Release date 20-May-2013,
8300-0168, V3.1 SE, Release
date 20-May-2013 to 8300-0193,
V3.2 ME, Release date 17-Dec-
2015, No UDIs

Recall Date Product Description Recalling Firm Recall Reason
6/22/2022 | ABACUS TPN (Total Parenteral | Baxter Healthcare There is a potential
Nutrition) Calculation software | Corporation risk of medication
Product codes: 8300-0167 Deerfield, lllinois error when using
(Abacus V3.1 CE), 8300-0168 specific Abacus
to Order Entry &
(Abacus V3.3 SE), 8300-3393 Calculation software.
(Abacus V3.3 ME). Commonly
used with ExactaMix automated
compounding devices
(ExactaMix 1200 and
ExactaMix 2400).
%?::: Product Identification Distribution Affected Dates
I Product Code 8300-3391, UDI Nationwide June 2022 and

prior

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE

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=193835
www.cdph.ca.gov

