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Action
Date Submission

Action
Type

Submission
Classification

Review
Priority;
Orphan
Status Letters, Reviews, Labels, Patie

03/16/2001 ORIG-1 Approval Type 3 - New
Dosage Form

STANDARD Label (PDF) (https://www.accessda
Letter (PDF) (https://www.accessda
Review (https://www.accessdata.fd

CSV Excel Print

Action
Date Submission

Supplement
Categories
or Approval
Type Letters, Reviews, Labels, Patient Package Insert

05/19/2014 SUPPL-24 Manufacturing
(CMC)

08/13/2010 SUPPL-20 Labeling Label (PDF)
(https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/0212
Letter (PDF)
(https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2010/

05/22/2006 SUPPL-18 Labeling Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/lab
Letter (PDF)
(https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2006/

02/10/2004 SUPPL-13 Labeling Letter (PDF)
(https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2004/

02/10/2004 SUPPL-10 Manufacturing
(CMC)-
Packaging

Letter (PDF)
(https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2004/
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Type Letters, Reviews, Labels, Patient Package Insert

06/19/2002 SUPPL-8 Manufacturing
(CMC)-Control

04/12/2002 SUPPL-9 Manufacturing
(CMC)

01/22/2002 SUPPL-7 Manufacturing
(CMC)

12/20/2001 SUPPL-6 Efficacy-New
Patient
Population

Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/lab
Letter (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/nd
490S007_Brimonidine%20Tartrate%20Ophthalmic_Approv.pdf)

Review (https://www.accessdata.fda.gov/drugsatfda_docs/nda/20

12/18/2001 SUPPL-4 Manufacturing
(CMC)-Control

12/04/2001 SUPPL-5 Manufacturing
(CMC)

10/23/2001 SUPPL-1 Manufacturing
(CMC)
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Action
Date Submission

Supplement
Categories
or Approval
Type Letters, Reviews, Labels, Patient Package Insert

10/15/2001 SUPPL-3 Manufacturing
(CMC)-Control

06/05/2001 SUPPL-2 Manufacturing
(CMC)
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