
CENTER FOR DRUG EVALUATION AND RESEARCH 
 

Approval Package for: 
 

APPLICATION NUMBER: 
 

   050616sOrig1s001 
                                              
 

 
Trade Name:  TobraDex, Ophthalmic Ointment 
Generic or Proper 
Name:    
 

(Tobramycin and Dexamethasone) 

Sponsor:  
 Novartis 
Approval Date:   
 

June 27, 1989 
 

Indication:   
 

TOBRADEX Ophthalmic Ointment is indicated for 
steroid-responsive inflammatory ocular conditions for 
which a corticosteroid is indicated and where superficial 
bacteria ocular infection or a risk of bacterial ocular 
infection exists.   
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