
 
 
 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 

Approval Package for: 
 
 

APPLICATION NUMBER: 

019430Orig1s001 
 
 

Trade Name:   
 

EpiPen Auto Injector and EpiPen Jr. Auto Injector 
 

Generic or 
Proper Name: 
 

epinephrine injection, USP 

Sponsor:  
 

Survival Technology, Inc. 

Approval Date:   
 

03/02/1989 

Indication: Epinephrine is indicated in the emergency treatment of allergic 
reactions (anaphylaxis) to insect stings or bites, foods drugs and 
other allergens as well as idiopathic or exercise-induced 
anaphylaxis.  The EpiPen and EpiPen Jr. Auto-Injectors are 
intended for immediate self-administration by a person with a 
history of an anaphylactic reaction. 
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