
 
 
Dear HealthCare Provider,       
 
On March 30, 2009, the U.S. Food and Drug Administration (FDA) issued warning 
letters to various manufacturers informing them to cease shipments of all unapproved 
immediate release Morphine solutions and tablets as of June 30, 2009.  Details of these 
warning letters can be found at the following website:  
 
http://www.accessdata.fda.gov/scripts/wlcfm/date.cfm?MONTH=3&YEAR=2009  
 
Roxane is currently the only manufacturer who has an FDA approval for Morphine 
Immediate Release products. Roxane currently has the following approved SKUs.  
 

• Morphine Sulfate Oral Solution, 10mg/5mL 100mL Bottle 
• Morphine Sulfate Oral Solution, 10mg/5mL 500mL Bottle 
• Morphine Sulfate Oral Solution, 10mg/5mL 40x5mL PC 
• Morphine Sulfate Oral Solution, 20mg/5mL 100mL Bottle 
• Morphine Sulfate Oral Solution, 20mg/5mL 500mL Bottle 
• Morphine Sulfate Tablets 15mg Bottle of 100 
• Morphine Sulfate Tablets 15mg 4x25 RN Blister 
• Morphine Sulfate Tablets 30mg Bottle of 100 
• Morphine Sulfate Tablets 30mg 4x25 RN Blister 

 
The health and well being of the patient population is the highest priority at Roxane 
Laboratories and we will continue to supply the patient needs of the products listed 
above.  Roxane is not experiencing any backorders on its Morphine Sulfate products and 
will continue to maintain inventories to ensure there is no interruption in the supply of 
these critical products.   
 
If you have any questions please contact Roxane’s Technical Product Information group 
at 1-800-962-8364.   
 
Roxane would like to thank you for your continued support. 
 
Paul Kersten 

 
General Manager 
Sales and Marketing 
Roxane Laboratories 
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