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Letters,

Reviews,

Review Labels,

Priority; Patient

Action Action Submission Orphan Package

Date Submission Type Classification Status Insert Note:

05/13/1996 ORlG-1 Approval Type 3 - New PRIORITY Label

Dosage Form ; not

Orphan avail:
on th

site.
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Supplements
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Action Submission Letters, Reviews, Labels,

Date Submission Classification Patient Package Insert Ni

10/06/2015 SUPPL-21 Manufacturing
(CMC)

08/02/2013 SUPPL-2o Manutacturing
(CMC)

03/31/2009 SUPPL-16 Labeling

10/09/1 998 SUPPL-2 Labeling

11/07/1996 SUPPL-1 Manutacturing
(CMC)—Control
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