
7/22/2019 Drugs@FDA: FDA Approved Drug Products

https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=204275 1/2

Drugs@FDA: FDA Approved Drug Products

Home (index.cfm) | Previous Page

New Drug Application (NDA): 204275 
Company: GLAXO GRP LTD
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Approval Date(s) and History, Letters, Labels, Reviews for NDA 204275

Labels for NDA 204275
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Drug
Name Active Ingredients Strength

Dosage
Form/Route

Marketing
Status

TE
Code RLD RS

BREO
ELLIPTA

FLUTICASONE FUROATE;
VILANTEROL TRIFENATATE

0.1MG/INH;EQ 0.025MG
BASE/INH

POWDER;INHALATION Prescription None Yes Yes

BREO
ELLIPTA

FLUTICASONE FUROATE;
VILANTEROL TRIFENATATE

0.2MG/INH;EQ 0.025MG
BASE/INH

POWDER;INHALATION Prescription None Yes Yes
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