ORTIKOS - ()
Generic Name BUDESONIDE Innovator
Dosage Branded US Sales
Probable FTF None Known Para IV Filers
Other ANDA developers None Tentative Approvals
Final Approvals None Generic Launches
Indication None
Complexities No
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Generic Name
Dosage
Probable FTF
Other ANDA developers

Final Approvals
Indication

Complexities

Chronology Of Events

BUDESONIDE
6MG, 9MG
None

None

None

ORTIKOS - (MG, 9MG)

Innovator
Branded US Sales
Known Para IV Filers
Tentative Approvals

Generic Launches

RESEARCH DELTA

None
Less Than $1000 mn
None
None

None

ORTIKOS is a corticosteroid indicated for: « Treatment of mild to moderate active Crohn’s disease involving the ileum and/or the ascending
colon, in patients 8 years and older. « Maintenance of clinical remission of mild to moderate Crohn'’s disease involving the ileum and/or the
ascending colon for up to 3 months in adults.
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