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02/03/2012 SUPPL-22 Labeling

06/04/2009 SUPPL-21 Labeling

02/03/2009 SUPPL-19 Labeling

02/03/2009 SUPPL-18 Labeling

11/28/2005 SUPPL-15 Efficacy-New Patient
Population

09/19/2005 SUPPL-16 Labeling

08/16/2004 SUPPL-13 Labeling

04/15/2002 SUPPL-7 Labeling

07/21/2001 SUPPL-11 Manufacturing (CMC)

12/05/2000 SUPPL-10 Manufacturing (CMC)-
Control
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08/29/2000 SUPPL-9 Manufacturing (CMC)-
Control
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09/16/1998 SUPPL-4 Manufacturing (CMC)-
Packaging

09/16/1998 SUPPL-3 Manufacturing (CMC)-
Packaging

07/28/1997 SUPPL-1 Manufacturing (CMC)
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Supplement
Categories or
Action Date Submission Approval Type
12/21/2018 SUPPL-29 Labeling-Package
Insert
12/19/2016 SUPPL-28 Labeling-Package
Insert
10/15/2013 SUPPL-27 Labeling-Package
Insert
08/01/2013 SUPPL-26 Labeling-Package
Insert
02/03/2012 SUPPL-22 Labeling
06/04/2009 SUPPL-21 Labeling
02/03/2009 SUPPL-19 Labeling
02/03/2009 SUPPL-18 Labeling
11/28/2005 SUPPL-15 Efficacy-New Patient
Population
09/19/2005 SUPPL-16 Labeling
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Therapeutic Equivalents for NDA 020496
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Dosage
Form/Route
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Prescription

Prescription
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RLD
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Application No.

020496

078181 (/scripts/cder/daf/index.cfm?

077911 (/scripts/cder/daf/index.cfm?
event=overview.process&AppINo=077911)

077295 (/scripts/cder/daf/index.cfm?
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Company
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HLTHCARE

AUROBINDO
PHARMA LTD

CARLSBAD
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MOLECULAR

DR REDDYS LABS
LTD

INDOCO
REMEDIES

MICRO LABS

PRINSTON INC

Company

SANOFI AVENTIS
us

ACCORD
HLTHCARE

AUROBINDO
PHARMA LTD

CARLSBAD
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