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Attachment 1: Finalized labels and labeling 

1. Package Insert 

(a) “Highlights” Section 

(b) “Full Prescribing Information” Section 

#3. Dosage Form and Strength 

#11. Description 





Attachment 2: Concurrence from LNC 

  

 
 

 
 

 

   

  

   
      

  
      

       

  

 

                 

   
      

         
             

               
     

          
    

                 
              

     

                      
     

 
 























































































































































OFFICE OF PHARMACEUTICAL QUALITY  
FILING REVIEW 

Drug Substance and Drug Product Summary 

Acetylcysteine, USP is manufactured by . The detailed 
CMC information is provided in DMF . The DMF was reviewed by Dr. Xavier J. 
Ysern on April 27, 2015 for this application and deemed adequate.  

The drug product, acetylcysteine effervescent tablet, is indicated to prevent or lessen 
hepatic injury  injection of potentially hepatotoxic quantity of 
acetaminophen. The drug product is supplied as 0.5 g and 2.5 g effervescent tablets. Each 
effervescent tablet contains 0.5 g or 2.5 g of active ingredient, acetylcysteine, USP. The 
other inactive ingredients are sodium bicarbonate, maltodextrin, sucralose, edetate 
disodium, lemon and peppermint flavors. The 0.5g effervescent tablets are debossed with 
“I” on one side and the 2.5 g effervescent tablets are debossed with “O” on one side. The 
white, round, flat effervescent tablets are packaged in blister packs. Each blister contains 
2 effervescent tablets in separate cavities. The applicant has provided stability data for 
three registration batches of both strength tablets. Based on the stability results the 
applicant has proposed 24-month expiration dating period.

Acetylcysteine, USP is manufactured by . The detailed 
CMC information is provided in DMF . The DMF was reviewed by Dr. Xavier J. 
Ysern on April 27, 2015 for this application and deemed adequate.  
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