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Recall Name

Fresenius Kabi USA Recalls Benztropine Mesylate Injection, USP 2 mg/2 mL (1 mg/mL)
Due to Glass Particles in the Vials

Recall Date

Product Description

Recalling Firm

Recall Reason

06/30/13

Benztropine Mesylate Injection, USP
2 mg/2 mL (1 mg/mL)
[in 2 mL single dose vials]

Fresenius Kabi USA
Lake Zurich, IL
(distributor)

Potential presence of
glass particles in the
vials.

Administration of
glass particulate
poses life -
threatening safety
risks.

Recall Class

Product Identification

Distribution

Affected Dates

N/A

APP Pharmaceuticals Label
NDC #63323-970-02:

o Lot#111412, expiry 11/2014
Nexus Pharmaceuticals Label
NDC #14789-300-02:
e Lot# 030712, expiry 03/2014
e Lot# 071212, expiry 07/2014
e Lot# 090512, expiry 09/2014

Product Labels

CA, nationwide

APP labeled product
distributed:

02/06/13 to 05/31/13
Nexus labeled product
distributed:

05/18/12 to 11/20/12

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://lwww.fda.gov/Safety/Recalls/ucm359299.htm



http://www.fda.gov/Safety/Recalls/ucm359305.htm
http://www.fda.gov/Safety/Recalls/ucm359299.htm

