® ‘/ ® State of California—Health and Human Services Agency
" California Department of Public Health
) CDPH
Food and Drug Branch — Drug Recalls
CALIFORNIA DRUG RECALL INFORMATION SHEET!

Hospira, Inc. Issues a Voluntary Nationwide Recall for 4.2% Sodium Bicarbonate Injection, USP
and 1% and 2% Lidocaine HCI Injection, USP Due to the Potential for Presence of Glass Particulate

Matter
Recall Date Product Description Recalling Firm Recall Reason
10/02/2023 | 4.2% Sodium Bicarbonate Hospira, Inc., Potential for_presence
Injection, USP, 5 mEq/10mL vial | a Pfizer company | of glass particulate

matter

1% Lidocaine HCI Injection, Potential complications

USP, 50 mg/5mL vial related to injection of
9 v visible and subvisible

inert particles include

2% Lidocaine HCI Injection, inflammation of a vein,

USP, 100 mg/5mL vial granuloma, and
blockage of blood

vessels or life-
threatening blood clot
events.

The frequency and
severity of these
adverse events could
vary depending upon a
variety of factors
including the size and
number of particles in
the drug product,
patient comorbidities
(such as age,
compromised organ
function), and
presence or absence
of vascular anomalies.



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

Recall Class

Product Identification

Distribution

Affected Dates

N/A

4.2% Sodium Bicarbonate
Injection, USP, Glass
ABBOJECT® Syringe

5 mEqg/10mL, (0.5 mEg/mL)
1 vial and injector/ carton
10 cartons/ bundle

Case pack 5 X 10- 10mL

NDC #: Carton 0409-5534-24
Case 0409-5534-14
Lot Number: 42290DK

Nationwide

Product Expiration
Date: 1 August 2024

N/A

1% Lidocaine HCI Injection,
USP, LIFESHIELD® Glass
ABBOJECT® Syringe

50 mg/5mL (10 mg/mL)
1 vial and injector/ carton
10 cartons/ bundle

Case pack 5 X 10- 5mL

NDC #: Carton 0409-4904-11
Case 0409-4904-34
Lot Number: 42290DK

Nationwide

Product Expiration
Date: 1 June 2024

N/A

2% Lidocaine HCI Injection, USP
LIFESHIELD, Glass ABBOJECT
Syringe

100 mg/5mL (20 mg/mL)

1 vial and injector/ carton

10 cartons/ bundle

Case pack 5 X 10- 5mL

NDC #: Carton 0409-4903-11
Case 0409-4903-34
Lot Number: GH6567

Nationwide

Product Expiration
Date: 1 July 2024

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE

CDPH Food and Drug Branch

MS 7602 e P.O. Box 997435 e Sacramento, CA 95899-7435

(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov

WEALTH g
o
N f»ﬂq

aand * Ac,
F Cr,
",
D
& Ay
Otk o 1

5]
T
¥ >

W

%
e, o
H Accren™”



http://www.cdph.ca.gov/
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/hospira-inc-issues-voluntary-nationwide-recall-42-sodium-bicarbonate-injection-usp-and-1-and-2?utm_medium=email&utm_source=govdelivery
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