Information

California Drug Recall

Recall Name

Affymax Recalls OMONTYS (Peginesatide) Injection

Due to Possible Hypersensitivity

Recall Date Product Description Recalling Firm

Recall Reason

2/23/13 OMONTYS (peginesatide) Affymax, Inc.
Injection: Palo Alto, CA

e 10mg Multi-dose Vials —
NDC 64764-610-10

e 20mg Multi-dose Vials —
NDC 64764-620-20

Potential of serious
and life threatening
hypersensitivity
reactions, including
anaphylactic shock,
and death.

Recall Class Product Identification Distribution

Affected Dates

I OMONTYS (peginesatide) CA, nationwide

Injection:

All Lots Recalled Including:

e 10 mg multi-dose vials —
C18685, C18881,
C19258

e 20mg multi-dose vials —
C18686, C18696

Product Labels

All

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://lwww.fda.gov/Safety/Recalls/ucm340893.htm



http://www.fda.gov/Safety/Recalls/ucm340994.htm
http://www.fda.gov/Safety/Recalls/ucm340893.htm

