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Products on NDA 204629

CSV  Excel = Print

Drug Name Active Ingredients
JARDIANCE EMPAGLIFLOZIN
JARDIANCE EMPAGLIFLOZIN

Showing 1 to 2 of 2 entries

Strength
10M6

25MG

Dosage Form/Route Marketing Status TE Code RLD
TABLET;ORAL Prescription AB Yes
TABLET;ORAL Prescription AB Yes

Approval Date(s)_and History, Letters, Labels, Reviews for NDA 204629

Original Approvals or Tentative Approvals

CSV  Excel = Print
Review
Priority;
Action Action Submission Orphan
Date Submission Type Classification Status Letters, Reviews, Labels, Patient Package Insert
08/01/2014  ORIG-1 Approval Type 1- New STANDARD Label (PDF) (https:/www. lata.fda.gov/drugsatfda_docs/label/2014/204629s000Ibl. pdf)
Molecular Entity Letter (PDF) (https:/www. data.fda.g fda_docs/appl 2014/2046290rig1s000ltr. pdf)
Review (https:/www. data.fda.gov/drugsatfd docslnda12014/2046290"915000100 cfm)
Summary Review (PDF) (htlps//www data.fda dr da_docs/nda/2014/2046290rig1s000SumR.pdf)
Showing 1 to 1 of 1 entries
Supplements
CSV = Excel = Print
Supplement
Categories
Action or Approval
Date Submission Type Letters, Reviews, Labels, Patient Package Insert
09/21/2023  SUPPL-40 Efficacy-New Label (PDF) (https:/www. Jata.fda.g gsatfda_docs/label/2023/204629s0401bl.pdf)
Indication Letter (PDF) (https:/www. lata.fda gsatfda_docs/appl 2023/2046290rig1s040ltr.pdf)
09/12/2023 SUPPL-41 Labeling-Package  Label (PDF) (https:/www. data.fda | fda_docs/label/2023/204629s041Ibl.pdf)
Insert Letter (PDF) (https:/www. data.fda | fda_docs/ /2023/2046290rig1s041ltr.pdf)
06/20/2023  SUPPL-42 Efficacy-New Label (PDF) (https:/www. Jata.fda.g gsatfda_docs/label/2023/204629s042Ibl.pdf)
Patient Letter (PDF) (https:/www. data.fda.gov/ fda_docs/apy 2023/2046290rig1s042ltr.pdf)
Population
10/13/2022  SUPPL-39 Labeling-Package  Label (PDF) (https:/www. data.fda drugsatfda_docs/label/2022/204629s0391bl.pdf)
Insert Letter (PDF)
(https:/www. data.fda.g fda_docs/appl /2022/2046290rig1s039,2060730rig1s033,2061110rig1s036,2086580rig1s023ltr.pdf)
03/21/2022 SUPPL-34 Labeling-Package  Label (PDF) (https:/www. data.fda | fda_docs/label/2022/204629s0341bl.pdf)

Insert

DOCKET

_ ARM

Letter (PDF)

. £ 4 |

(https:/www. jata.fda

/2022/2046290rig1s034;2060730rig1s031;2061110rig1s031;2086580rig1s017Itr.pdf)

Find authenticated court documents without watermarks at docketalarm.com.
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Container/Carton
Labels
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DOCKET
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Letters, Reviews, Labels, Patient Package Insert

Label (PDF) (https:/www. lata.fda.g gsatfda_docs/label/2022/204629s033Ibl.pdf)

Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/appl 2022/2046290rig1s033ltr.pdf)
Review (PDF) (https:/www. data.fda.gov/drugsatfda_docs/nda/2023/2046290rig1s033.pdf)

Label (PDF) (https:/www. data.fda.gov/d fda_docs/label/2021/204629s026lbl.pdf)

Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/appl 2021/2046290rig1s026ltr.pdf)
Label (PDF) (https:/www. lata.fda.gov/drugsatfda_docs/label/2021/204629s028s0291bl.pdf)

Letter (PDF) (https:/www. data.fda.gov/d, fda_docs/appl 2021/2046290rig1s028, $029; 2060730rig1s027, s030; 2061110rig1s025,

$026; 2086580rig1s013, s015; 2126140rig1s008, s010ltr.pdf)

Label (PDF) (https:/www. lata.fda.gi gsatfda_docs/label/2021/204629502850291bl.pdf)

Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/appl 2021/2046290rig1s028, 2060730rig1s027, 2061110rig1s025,
2086580rig1s013, 2126140rig1s008ltr. pdf)

Label (PDF) (https:/www. data.fda.gov/d fda_docs/label/2020/204629s023Ibl.pdf)

Letter (PDF)

(https://www. data.fda.g gsatfda_docs/appletter/2020/2046290rig1s023,2060730rig15023,2061110rig1s022,2086580rig1s009ltr.pdf)
Label (PDF) (https:/www. data.fda | fda_docs/label/2018/204629s0191bl.pdf)

Letter (PDF) (https:/www. data.fda.gov/drugsatfda_docs/appl 2018/2046290rig1s019Ltr.pdf)

Label (PDF) (https:/www. data.fda.gov/drugsatfda_docs/label/2018/204629s018lbl.pdf)

Letter (PDF)

(https://www. jata.fda.gov/drugsatfda_docs/appletter/2018/2046290rig1s018,2060730rig1s019,2061110rig1s018,2086580rig1s006ltr.pdf)
Label (PDF) (https:/www. lata.fda.gi gsatfda_docs/label/2017/204629s0161bl.pdf)

Letter (PDF) (https:/www. data.fda.gov/ fda_docs/apy 2017/2046290rig1s016ltr.pdf)

Label (PDF) (https:/www. lata.fda.gi gsatfda_docs/label/2016/204629s008Ibl.pdf)

Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/appl 2016/2046290rig1s008ltr.pdf)

Review (PDF) (https:/www. data.fda.gov/d, fda_docs/nda/2021/2046290rig1s008.pdf)

Letter (PDF) (https:/www. data.fda.gov/drugsatfda_docs/appl 2016/2046290rig1s012ltr.pdf)

Label (PDF) (https:/www. lata.fda.gi gsatfda_docs/label/2016/204629s005Ibl.pdf)

Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/appl 2016/2046290rig1s005ltr.pdf)

Review (PDF) (https:/www. data.fda.gov/d, fda_docs/nda/2021/2046290rig1s005.pdf)

Label (PDF) (https:/www. data.fda.gov/drugsatfda_docs/label/2016/204629s004Ibl.pdf)

Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/appl 2016/2046290rig1s004ltr.pdf)

Label (PDF) (https:/www. data.fda | fda_docs/label/2015/204629s007Ibl.pdf)

Letter (PDF) (https:/www. data.fda.gov/drugsatfda_docs/appl 2015/2046290rig1s007Itr.pdf)

Review (PDF) (https:/www. lata.fda.g gsatfda_docs/nda/2021/2046290rig1s007.pdf)

Label (PDF) (https:/www. data.fda.gov/drugsatfda_docs/label/2015/204629s001s002s0031bl. pdf)

Letter (PDF) (https:/www. data.fda.gov/d fda_docs/appl. 2015/2046290rig1s001,5002,5003ltr.pdf)
Review (PDF) (https:/www. data.fda ! fda_docs/nda/2021/2046290rig1s003.pdf)

Find authenticated court documents without watermarks at docketalarm.com.

Note

Label is
not
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Label is
not
available
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Label is
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site.
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not
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site.
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Action
Date Submission

06/26/2015 SUPPL-2

06/26/2015  SUPPL-1

Showing 1 to 24 of 24 entries

Labels for NDA 204629

Supplement

Categories
or Approval
Type Letters, Reviews, Labels, Patient Package Insert Note
Efficacy-Labeling Label (PDF) (https:/www. lata.fda.gi gsatfda_docs/label/2015/204629s001s002s003Ibl.pdf)
Change With Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/app 2015/2046290rig1s001,5002,5003ltr.pdf)
Clinical Data Review (PDF) (https:/www. data.fda gsatfda_docs/nda/2021/2046290rig1s002.pdf)
Efficacy-Labeling Label (PDF) (https://www. data.fda | fda_docs/label/2015/204629s001s002s0031Ibl.pdf)
Change With Letter (PDF) (https:/www. lata.fda.g gsatfda_docs/appl 2015/2046290rig1s001,5002,5003ltr.pdf)
Clinical Data Review (PDF) (https:/www. lata.fda.g gsatfda_docs/nda/2021/2046290rig1s001.pdf)

Therapeutic Equivalents for NDA 204629
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