
            
           

       

 

     

    

         

 

 
           

 

          

 

      
      

 

 
 

 
     

 
   

  
  
  

           
           

 
 

 
     

 
   

  
  
  
  

 
 
 

 
 

 
 
 

 
     

 
 
 

 
   

  

  
  
  
  
  

  
  

 

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 5ppm as stipulated 

by the FDA. 

This product was shipped between the dates of 03/16/2023 – 10/29/2024. 

The recall involves the following batches of Duloxetine DR Capsules, USP 20mg, 30mg and 60mg: 

NDC Number Product Name and Dosage 
Strength Package Size Lot Number Expiration 

Date 

57237-017-60 Duloxetine DR Capsules USP 20mg 60's HDPE Bottle 
DT2023003A Jan-25 
DT2023007A Jan-25 
DT2023008A Jan-25 

57237-018-99 Duloxetine DR Capsules USP 30mg 1000's HDPE Bottle DT3023025A Jan-25 
57237-018-30 Duloxetine DR Capsules USP 30mg 30's HDPE Bottle DT3023051A Apr-25 

57237-019-99 Duloxetine DR Capsules USP 60mg 1000's HDPE Bottle 

DT6023002A Dec-24 
DT6023048A Jan-25 
DT6023016A Dec-24 
DT6023036A Dec-24 

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

DT6023053A Jan-25 

DT6023061A Jan-25 
DT6023068A Jan-25 
DT6023074A Jan-25 
DT6023078A Feb-25 
DT6023076A Feb-25 
DTC24043A Dec-25 
DTC24044A Dec-25 
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