California Drug Recall ﬁ)H
Information )

Recall Name

Bracco Diagnostics Inc. Recalls Isovue Pre-Filled Injector Syringes
Due to Presence of Particulates

R[()-:tactaéll Product Description Recalling Firm Recall Reason
11/27/12 | Isovue (iopamidol injection) Bracco Diagnostics, Inc. | Potential presence
Pre-Filled Power Injector Syringes Milan, Italy of particles in
syringes.
%?acil Product Identification Distribution Affected Dates
I Isovue 370 FLS2 CA, nationwide Distributed from
Power Injector Syringes, Stellant: January 21, 2010

through May 9, 2012
e NDC #0270-1316-66:

10 x 75 mL Expiry dates from
Lot: 9L40746 November 30, 2012
through May 31,
e NDC #0270-1316-67 2013
10 x 100 mL

Lots: 0A43705; 0C57509

e NDC #0270-1316-68
10 x 125 mL
Lots: 9K37791; 0C57521; OE62913

Isovue 300 FLS2
Power Injector Syringes, Stellant:

e NDC #0270-1315-67:
10 x 100 mL
Lots: 9K34572; 0A43282; 0C56283

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/Safety/Recalls/ucm329740.htm



http://www.fda.gov/Safety/Recalls/ucm329740.htm

