
CENTER FOR DRUG EVALUATION AND RESEARCH 

Approval Package for: 

APPLICATION NUMBER: 

205718Orig1s000 

Trade Name: Akynzeo 

Generic Name: Netupitant and Palonosetron 

Sponsor: Helsinn Healthcare SA. 

Approval Date:  October 10, 2014 

Indications:   AKYNZEO is a fixed combination of netupitant, a substance 
P/neurokinin 1 (NK1) receptor antagonist, and palonosetron, a 
serotonin-3 (5-HT3) receptor antagonist indicated for the prevention 
of acute and delayed nausea and vomiting associated with initial and 
repeat courses of cancer chemotherapy, including, but not limited to, 
highly emetogenic chemotherapy. Oral palonosetron prevents nausea 
and vomiting during the acute phase and netupitant prevents nausea 
and vomiting during both the acute and delayed phase after cancer 
chemotherapy. 

HELSINN EXHIBIT 2005 
Azurity Pharmaceuticals, Inc. v. Helsinn Healthcare S.A. 
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