
 

 

 

 
    

  
 

 
 

    
     

             
 

 
            

  
                  

 
 

 
 

     
 

 
  

 
   

 
 
 
 
 

 

 
 
 
 
 

     

 
 
 

 
 

 

  
  
  
  
  
  
  
  
  

 
 
 
 
 
 

 
 

 
 
 
 
 
 

 
     

 
 
 
 
 

 
  

 

  
  
  
  
  
  
  
  
  
  
  
  
  

The Board of Pharmacy has received notice of the following product recall. The Board strongly encourages 
pharmacies to immediately review their quality assurance and recall policies and procedures to determine if any 
corrective action is required. 

Rising Health LLC has initiated a voluntary drug product recall for the product Duloxetine DR Capsules 
USP 20 mg/30 mg/60 mg from USA market due to presence of Nitrosamine Drug Substance Related 
Impurity (NDSRI), N-Nitroso-Duloxetine above the interim acceptable intake limit of Sppm as stipulated 
by the FDA. 

This product was shipped between the dates of March 2023 to August 2024. 

This recall is being conducted at a retail level with the knowledge of the U.S. Food and Drug 
Administration. 

NDCNumber Product Name and Dosage 
Strength Package Size Lot Number Expiration 

Date 

57237-017-60 Duloxetine DR Capsules USP 20mg 60'sHDPE 
Bottle 

DT2022023A Nov-24 
DT2022024A Nov-24 
DT2022025A Nov-24 
DT2022026A Nov-24 
DT2022027A Nov-24 
DT2023001B Jan-25 
DT2023004A Jan-25 
DT2023005A Jan-25 
DT2023006A Jan-25 

57237-018-99 Duloxetine DR Capsules USP 30mg l000's HDPE 
Bottle 

DT3022108A Nov-24 
DT3022107A Nov-24 
DT3022106A Nov-24 
DT3022111A Nov-24 
DT3022109A Nov-24 
DT3023001A Dec-24 
DT3023003A Dec-24 
DT3023024A Jan-25 
DT3023020B Jan-25 
DT3023027A Feb-25 
DT3023028A Feb-25 
DT3023034A Mar-25 
DT3023049A Apr-25 



 

 

 
 

     
 

 
  

 
   

  

       
 

  
  

       
   

 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 

 
     

 
 
 
 
 
 
 
 

 
  

 

  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  

        
 

  
  

 
 
 
 

 

 
 
 
 

     

 
 

 
 

 

  
  
  
  
  
  
  
  

   

NDCNumber Product Name and Dosage 
Strength Package Size Lot Number Expiration 

Date 
DT3023095A Jul-25 

57237-018-30 Duloxetine DR Capsules USP 30mg 30'sHDPE 
Bottle 

DT3023019A Jan-25 
DT3023050A Apr-25 

57237-018-90 Duloxetine DR Capsules USP 30mg 90'sHDPE 
Bottle DT3023022A Jan-25 

57237-019-99 Duloxetine DR Capsules USP 60mg l000's HDPE 
Bottle 

DT6022160A Nov-24 
DT6022165A Nov-24 
DT6022162A Nov-24 
DT6022164A Nov-24 
DT6022163A Nov-24 
DT6022171A Nov-24 
DT6022169A Nov-24 
DT6022170A Nov-24 
DT6022173A Nov-24 
DT6023009A Dec-24 
DT6023007A Dec-24 
DT6023008A Dec-24 
DT6023011A Dec-24 
DT6023034B Dec-24 
DT6023067C Jan-25 
DT6023114A Apr-25 
DTC23243A Oct-25 
DTC24040A Dec-25 

57237-019-90 Duloxetine DR Capsules USP 60mg 90's HDPE 
Bottle 

DT6023108A Apr-25 
DTC23201A Aug-25 

57237-019-30 Duloxetine DR Capsules USP 60mg 30'sHDPE 
Bottle 

DT6023059A Jan-25 
DT6023060A Jan-25 
DT6023065A Jan-25 
DT6023069A Jan-25 
DT6023070A Jan-25 
DT6023080A Feb-25 
DT6023093A Mar-25 
DTC24012A Dec-25 
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