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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

Siemens Healthcare Diagnostics Recalls ADVIA Chemistry Urinary/Cerebrospinal Fluid Protein

Recall Date Product Description Recalling Firm Recall Reason
08/30/2023 Siemens Healthcare Siemens Healthcare | There is a potential
Diagnostics. Diagnostics for ADVIA Chemistry
ADVIA Chemistry Tarrytown, Urinary/Cerebrospin
Urinary/Cerebrospinal Fluid New York al Fluid Protein rea-
Protein (UCFP), Material gent carryover impa-
Number 11319151 cting Enzymatic Cre-
atinine_2 (ECRE_2).
Falsely depressed
ECRE_2 results may
be observed.
%?::: Product Identification Distribution Affected Dates
| Siemens Healthcare 3067 Units July 2023 and
Diagnostics. Nationwide including | prior
ADVIA Chemistry California
Urinary/Cerebrospinal Fluid
Protein (UCFP)UDI-DI:
00630414279176; Lot Numbers:
All lots

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 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=202630
www.cdph.ca.gov

