
 
 
 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 

Approval Package for: 
 
 

APPLICATION NUMBER: 

006488Orig1s027 
 
 

Trade Name:   
 

Xylocaine (lidocaine hydrochloride) Solutions for 
Local Anesthesia in Dentistry 
 

Generic or 
Proper Name: 
 

lidocaine hydrochloride with or without epinephrine 

Sponsor:  
 

Astra Pharmaceutical Products Inc. 

Approval Date:   
 

12/12/1984 

Indication: Xylocaine (lidocaine hydrochloride) Solutions for Local 
Anesthesia in Dentistry are indicated for production of local 
anesthesia by nerve block or infiltration techniques. 
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