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Date of This Review: May 11, 2016

Application Type and Number: NDA  208798 

Product Name and Strength: ArmonAir RespiClick (Fluticasone Propionate)  
 55 mcg, 113 mcg, and 232 mcg

Product Type: Drug-Device Combination Product

Rx or OTC: Rx

Applicant/Sponsor Name: Teva Pharmaceuticals Inc.

Panorama #: 2016-3178603

DMEPA Primary Reviewer: Lissa C. Owens, PharmD

DMEPA Team Leader: Mishale Mistry, PharmD, MPH

Reference ID: 3930014

(b) (4)





3.1 COMMENTS TO THE APPLICANT

We have completed our review of the proposed proprietary name, ArmonAir RespiClick, and 
have concluded that this name is acceptable. 

If any of the proposed product characteristics as stated in your March 28, 2016 submission are 
altered prior to approval of the marketing application, the name must be resubmitted for review.
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4 REFERENCES 

1. USAN Stems (http://www.ama-assn.org/ama/pub/physician-resources/medical-
science/united-states-adopted-names-council/naming-guidelines/approved-stems.page) 
USAN Stems List contains all the recognized USAN stems.  

2. Electronic Drug Registration and Listing System (eDRLS) Database 
The electronic Drug Registration and Listing System (eDRLS) was established to supports 
the FDA’s Center for Drug Evaluation and Research (CDER) goal to establish a common 
Structured Product Labeling (SPL) repository for all facilities that manufacture regulated 
drugs.  The system is a reliable, up-to-date inventory of FDA-regulated, drugs and 
establishments that produce drugs and their associated information
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