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Drug Name(s) BACLOFEN
FDA Application No. (ANDA) 091193
Active Ingredient(s) BACLOFEN
Company SINTETICA SA
Original Approval or Tentative Approval Date May 3, 2016

» Therapeutic Equivalents » Labels are not available

- Approval History, Letters, Reviews, and Related
Documents

Products on Application (ANDA) #091193
Click on a column header to re-sort the table:

Drug Name Active Ingredients Strength Dosage Form/Route

BACLOFEN BACLOFEN 0.05MG/ML INJECTABLE;INTRATHECAL
BACLOFEN BACLOFEN 0.5MG/ML INJECTABLE;INTRATHECAL
BACLOFEN BACLOFEN 2MG/ML INJECTABLE;INTRATHECAL
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U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993
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