








                           March 19, 2004

 
Item:  
Potential bacterial contamination of Twice-A-Day Nasal Spray manufactured by Propharma Inc., with Lot No. K4496.
Specific Incident:
Propharma Inc. has informed its distributors, Harvard Drug Group and Major Pharmaceutical that it is recalling Twice-A-Day Nasal Spray, 15 mL and 30 mL because of possible bacterial contamination. The product’s generic name is Oxymetazoline HCl 0.05% with the following additional identifiers: NDC# 0904-5217-35 and 0904-5217-30, Lot number K4496, expiration date 10/06. The attached RETAIL LEVEL recall letter is the first notification of this issue.
Actions:
Immediately remove and quarantine the affected nasal spray bottles from inventory. 
Addl. Information:
The Food and Drug Administration is reviewing this matter for further potential action. Additional information will be provided as it becomes available from either or both the FDA and the product manufacturer.

Source:   

Product manufacturer and distributor(s).


Contact: 

Tom Borysek, Pharmacy Benefits Management Program at (708)-786-7876



Or



Bryanne Patail or Mary Burkhardt, National Center for Patient Safety at (734)-930-5890





















