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Drug Details

Drug Name(s) IBUPROFEN

FDA Application No. (ANDA) 203599

Active Ingredient(s) IBUPROFEN

Company SOFGEN PHARMS

Original Approval or Tentative Approval Date September 7, 2016
o Other OTC Drugs with the same Active « Labels are not available

Ingredient, Strength and Dosage Form/Route

- Approval History, Letters, Reviews, and Related
Documents

Products on Application (ANDA) #203599
Click on a column header to re-sort the table:

Drug Active Strength Dosage Marketing

Name Ingredients Form/Route Status

IBUPROFEN IBUPROFEN EQ 200MG FREE ACID AND POTASSIUM CAPSULE;ORAL Over-the-
SALT counter
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FDA/Center for Drug Evaluation and Research
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U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA
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Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency Preparednes
International Programs News & Events Training and Continuing Education Inspections/Compliance State & Local Officials
Consumers Industry Health Professionals FDA Archive
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