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Products on NDA 205649

CSV  Excel = Print

Drug Name Active Ingredients Strength
XIGDUO XR DAPAGLIFLOZIN; METFORMIN HYDROCHLORIDE 5MG;500MG
XIGDUO XR DAPAGLIFLOZIN; METFORMIN HYDROCHLORIDE 5MG;1GM
XIGDUO XR DAPAGLIFLOZIN; METFORMIN HYDROCHLORIDE 10MG;500MG
XIGDUO XR DAPAGLIFLOZIN; METFORMIN HYDROCHLORIDE 10MG;1GM
XIGDUO XR DAPAGLIFLOZIN; METFORMIN HYDROCHLORIDE 2.5MG;16M
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Dosage Form/Route

Marketing Status
Prescription None
Prescription None
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10/29/2014  ORIG-1 Approval Type 4 - New STANDARD Label (PDF) (https:/www. data.fda.g
Combination Letter (PDF) (https:/www. data.fda. | fda_d I
Review (https:/www.
Summary Review (PDF) (https:/www. d
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09/12/2023 SUPPL-21 Labeling-Package Label (PDF) (https:/www. data.fda drugsatfd; docs/label/2023/2056495021IbI pdf)
Insert Letter (PDF) (https:/www. lata.fda dr fda_t ppl
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06/14/2016 SUPPL-4 Labeling-Package Label (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/label/2016/205649s004Ibl.pdf)
Insert
12/04/2015 SUPPL-3 Labeling-Package Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/205649s003Ibl.pdf)
Insert
10/29/2014 ORIG-1 Approval Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2014/205649s000Ibl.pdf)
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