
CENTER FOR DRUG EVALUATION AND RESEARCH

Approval Package for:

APPLICATION NUMBER:

212028Orig1s000

Trade Name: Dayvigo

Generic or Proper 
Name:

lemborexant

Sponsor: Eisai Inc.

Approval Date: December 20, 2019

Indication: For the treatment of adult patients with insomnia, 
characterized by difficulties with sleep onset and/or sleep 
maintenance.
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SPL Standard for Content of Labeling 
Technical Qs and As.

Providing Regulatory Submissions in Electronic Format — Certain Human 
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