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New Drug Application (NDA): 022233
Company: HELSINN HLTHCARE

» Summary Review (http://www.accessdata.fda.gov/drugsatfda_docs/nda/2008/022233s000Sumr.pdf)

Products on NDA 022233

CSV = Excel = Print
Drug Name Active Ingredients Strength Dosage Form/Route

ALOXI PALONOSETRON HYDROCHLORIDE EQ 0.5MG BASE **Federal Register determination that product was not discontinued or withdrawn for CAPSULE;ORAL
safety or effectiveness reasons**

Showing 1 to 1 of 1 entries

Approval Date(s) and History, Letters, Labels, Reviews for NDA 022233

Labels for NDA 022233

CSV  Excel = Print

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

04/01/2020 SUPPL-6 Labeling-Package Insert Label (PDF)

¥ EMAIL (MAILTO:?SUBJECT=DRU!
PRODUCTS&BODY=HTTP://WWW.AC
EVENT=OVERVIEW.PROCESS%26VA

v
Marketing Status TE Code RLD RS
Discontinued None Yes No
v
A
Note

(https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/022233s0061bl.pdf)

09/18/2014 SUPPL-5 Labeling-Package Insert Label (PDF)

(https:/www.accessdata.fda.gov/drugsatfda_docs/label/2014/022233s005Ibl.pdf)

08/22/2008 ORIG-1 Approval Label (PDF)

(https://www.accessdata.fda.gov/drugsatfda_docs/label/2008/022233LBL.pdf)

Showing 1 to 3 of 3 entries

Azurity Pharmaceuticals, Inc. EXHIBIT - 1058

https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&AppINo=022233
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