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Recall Name

Hospira Recalls Mitoxantrone

Due to Subpotency and Elevated Impurity Levels

RDe;:taeII Product Description Recalling Firm Recall Reason
12/03/14 | MitoXANTRONE Injection Hospira, Inc. Due to confirmed
(human and veterinary) Lake Forest, IL subpotency and

elevated impurity

levels.
xeeell Product Identification Distribution Affected Dates

Class

N/A Five Lots in the United States*: CA, nationwide Distributed from

MitoXANTRONE Injection, USP,
(concentrate) 20 mg/10 mL, 10 mL
Multi Dose Vial

Lots: Z054636AA,
AO014636AA,
A024636AB

MitoXANTRONE Injection, USP,
(concentrate) 25 mg/12.5 mL, 2 mg/mL
in 12.5 mL, 12.5 mL Multi Dose Vial

Lot: AO014643AA

MitoXANTRONE Injection, USP,
(concentrate) 30 mg/15 mL, 2 mg/mL in
15 mL, 15 mL Multi Dose Vial

Lot: AO014645AA

* An additional five
lots were
distributed
internationally;
see link below for
more information.

February 2013
through
November 2014.

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/Safety/Recalls/ucm427952.htm



http://www.fda.gov/Safety/Recalls/ucm427952.htm

