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« Medication Guide (https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/202270s0261bl.pdf#page=34)

« Summary Review (http://www.accessdata.fda.gov/drugsatfda_docs/nda/2012/2022700rig1s000SumR.pdf)

Products on NDA 202270

CSV  Excel = Print
Drug Name Active Ingredients Strength
JANUMET XR METFORMIN HYDROCHLORIDE; SITAGLIPTIN 500MG;EQ 50MG BASE
PHOSPHATE
JANUMET XR METFORMIN HYDROCHLORIDE; SITAGLIPTIN 1GM;EQ 50MG BASE
PHOSPHATE
JANUMET XR METFORMIN HYDROCHLORIDE; SITAGLIPTIN 1GM;EQ 100MG BASE

PHOSPHATE

Showing 1 to 3 of 3 entries

Approval Date(s)_and History, Letters, Labels, Reviews for NDA 202270

Original Approvals or Tentative Approvals

Dosage Form/Route Marketing Status TE Code RLD
TABLET, EXTENDED RELEASE;ORAL Prescription None Yes
TABLET, EXTENDED RELEASE;ORAL Prescription None Yes
TABLET, EXTENDED RELEASE;ORAL Prescription None Yes

CSV = Excel = Print
Review
Priority;
Action Action Submission Orphan
Date Submission Type Classification Status Letters, Reviews, Labels, Patient Package Insert
02/02/2012  ORIG-1 Approval Type 3 - New STANDARD Label (PDF) (https:/www. Jata.fda.gov/drugsatfd docs/lahel/2012/202270s000lhl pdf)
Dosage Form Letter (PDF) (https:/www. data.fda.g fd /appl 2012/202270s000ltr.pdf)
Review (https:/www. data.fda.gov/drugsatfd docslndalzm2/202270_]anumet_xr_loc cfm)
Summary Review (PDF) (https:/www. data.fda dr fda_docs/nda/2012/2022700rig1s000SumR. pdf)
Showing 1 to 1 of 1 entries
Supplements
CSV = Excel = Print
Supplement
Action Categories or
Date Sub Approval Type Letters, Reviews, Labels, Patient Package Insert
06/21/2022 SUPPL-26 Labeling-Package Label (PDF) (https:/www. data.fda drugsatfda_docs/label/2022/202270s0261bl.pdf)
Insert Letter (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/appletter/2022/0219950rig1s050, 0220440rig1s052, 2022700rig1s026ltr.pdf)
11/04/2021 SUPPL-25 Labeling-Package Label (PDF) (https:/www. data.fda.gov/drugsatfda_docs/label/2021/202270s025bl. pdf)
Insert Letter (PDF) (https:/www. data.fda.gov/drugsatfda_docs/appl /2021/2022700rig1s025ltr.pdf)
12/04/2020 SUPPL-22 Efficacy-Labeling Label (PDF) (https:/www. data.fda.gov/drugsatfda_docs/label/2020/2022700rig1s022Ibl.pdf)
Change With Letter (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/appletter/2020/0219950rig1s047; 0220440rig1s048; 2022700rig1s022ltr.pdf)
Clinical Data
08/12/2019 SUPPL-19 Efficacy-Labeling Label (PDF) (https:/www. data.fda drugsatfd docs/label/2019/2022705019Ib| pdf)
Change With Letter (PDF) (https:/www. data.fda.gov/drugsatfda_ /appl /2019/0219950rig1s045, 2022700rig1s019, 0220440rig1s046.ltr.pdf)
Clinical Data
07/01/2019 SUPPL-20 Labeling-Package Label (PDF) (https:/www. data.fda.gov/drugsatfda_docs/label/2019/202270s0201bl.pdf)
Insert Letter (PDF) (https:/www. data.fda.gov/drugsatfda_docs/appl /2019/0219950rig1s046, 0220440rig1s047, 2022700rig1s020ltr.pdf)
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Supplement

Action Categories or
Date Submissi Approval Type Letters, Reviews, Labels, Patient Package Insert Note
02/09/2018 SUPPL-18 Labeling-Package Label (PDF) (https:/www. data.fda drugsatfda_docs/label/2018/202270s018Ibl.pdf)
Insert Letter (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2018/0219950rig1s042,022044s043,2022700rig1s018ltr.pdf)
08/10/2017 SUPPL-17 Labeling-Package Label (PDF) (https:/www. data.fda drugsatfda_docs/label/2017/202270s017Ibl.pdf)
Insert Letter (PDF) (https:/www. data.fda.gov/dr fda_docs/appl /2017/0219950rig1s040,0220440rig1s042,2022700rig1s017ltr.pdf)
01/18/2017 SUPPL-16 Labeling-Package Label (PDF) (https:/www. data.fda. drugsatfda_docs/label/2017/202270s015s0161bl.pdf)
Insert, Labeling- Letter (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2017/2022700rig1s015,s016ltr.pdf)

Medication Guide

01/18/2017 SUPPL-15 Labeling-Package Label (PDF) (https:/www. data.fda.gov/drugsatfd docsllabell2017/2022705015s016Ibl pdf)
Insert Letter (PDF) (https:/www. data.fda.gov/drugsatfda_docs/appl /2017/2022700rig1s015,5016ltr.pdf)
08/28/2015 SUPPL-10 Labeling- Label (PDF) (https:/www. jata.fda.gov/drugsatfd docs/label/2015/20227oso1o|b| pdf)
Medication Guide Letter (PDF) (https:/www. data.fda.gov/drugsatfda_t ppl /2015/0219950rig1s034,0220440rig1s035,2022700rig1s010ltr.pdf)
04/27/2015 SUPPL-9 Labeling-Package Label (PDF) (https:/www. data.fda.gov/dr tfda_docs/label/2015/202270s0091bl.pdf)
Insert Letter (PDF) (https:/www. data.fda.gov/drugsatfda_docs/appl /2015/0219950rig1s033,0220440rig1s034,2022700rig1s0091tr.pdf)
09/19/2014 SUPPL-8 Manufacturing Label is
(cme) not
available
on this
site.
02/12/2014 SUPPL-6 Labeling- Label (PDF) (https:/www. data.fda drugsatfda_docs/label/2014/202270s0061bl.pdf)
Medication Guide Letter (PDF) (https:/www. data.fda.gov/dr fda_d ppl /2014/2022700rig1s006ltr.pdf)
10/17/2013 SUPPL-5 Manufacturing Label is
(CMC) not
available
on this
site.
07/19/2013 SUPPL-4 Manufacturing Label is
(CMC) not
available
on this
site.
04/10/2013 SUPPL-1 Manufacturing Label is
(CMC) not
available
on this
site.
02/11/2013 SUPPL-3 Labeling- Label (PDF) (https:/www. data.fda.gov/drugsatfda_docs/label/2013/202270s003Ibl.pdf)
Container/Carton Letter (PDF) (https:/www. data.fda.gov/dr fda_d ppl /2013/2022700rig1s003ltr.pdf)

Labels, Labeling-
Medication Guide

10/18/2012  SUPPL-2 Labeling- Label (PDF) (https://www data.fda.gov/drugsatfd docsllabel/2012/202270s002|bl pdf)

Medication Guide Letter (PDF) (https:/www. data.fda.gov/drugsatfd I /2012/2022700rig1s002ltr.pdf)
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« Medication Guide (https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/202270s0261bl.pdf#page=34)

« Summary Review (http://www.accessdata.fda.gov/drugsatfda_docs/nda/2012/2022700rig1s000SumR.pdf)

Products on NDA 202270

Approval Date(s)_and History, Letters, Labels, Reviews for NDA 202270

Labels for NDA 202270

CSV ~ Excel = Print

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

06/21/2022 SUPPL-26 Labeling-Package Label (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/label/2022/202270s0261bl.pdf)
Insert

11/04/2021 SUPPL-25 Labeling-Package Label (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/label/2021/202270s025Ibl.pdf)
Insert

12/04/2020 SUPPL-22 Efficacy-Labeling Label (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/label/2020/2022700rig1s022Ibl.pdf)
Change With Clinical
Data

08/12/2019 SUPPL-19 Efficacy-Labeling Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/202270s0191bl.pdf)
Change With Clinical
Data

07/01/2019 SUPPL-20 Labeling-Package Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/202270s020Ibl.pdf)
Insert

02/09/2018 SUPPL-18 Labeling-Package Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/202270s018lIbl.pdf)
Insert

08/10/2017 SUPPL-17 Labeling-Package Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s0171bl.pdf)
Insert

01/18/2017 SUPPL-16 Labeling-Package Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s0161bl.pdf)
Insert

01/18/2017 SUPPL-16 Labeling-Medication Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s0161bl.pdf)
Guide

01/18/2017 SUPPL-15 Labeling-Package Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s0161bl.pdf)
Insert

08/28/2015 SUPPL-10 Labeling-Medication Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/202270s010Ibl.pdf)
Guide

04/27/2015 SUPPL-9 Labeling-Package Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/202270s0091bl.pdf)
Insert

02/12/2014 SUPPL-6 Labeling-Medication Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2014/202270s0061bl.pdf)
Guide

02/11/2013 SUPPL-3 Labeling- Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2013/202270s0031bl.pdf)
Container/Carton
Labels

02/11/2013 SUPPL-3 Labeling-Medication Label (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/label/2013/202270s003lIbl.pdf)
Guide

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.fda.gov/Drugs/InformationOnDrugs/default.htm
https://www.fda.gov/Drugs/InformationOnDrugs/default.htm
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
mailto:?Subject=Drugs@FDA:%20FDA%20Approved%20Drug%20Products&body=http://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process%26varApplNo=202270
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/202270s026lbl.pdf#page=34
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/202270s026lbl.pdf#page=34
http://www.accessdata.fda.gov/drugsatfda_docs/nda/2012/202270Orig1s000SumR.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/nda/2012/202270Orig1s000SumR.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/202270s026lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/202270s026lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/202270s025lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/202270s025lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/202270Orig1s022lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/202270Orig1s022lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/202270s019lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/202270s019lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/202270s020lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/202270s020lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/202270s018lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/202270s018lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s017lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s017lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s016lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s016lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s016lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s016lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s016lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/202270s015s016lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/202270s010lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/202270s010lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/202270s009lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/202270s009lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2014/202270s006lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2014/202270s006lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2013/202270s003lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2013/202270s003lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2013/202270s003lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2013/202270s003lbl.pdf
https://www.docketalarm.com/

Supplement

Categories or Letters, Reviews, Labels,
Action Date Submission Approval Type Patient Package Insert Note
10/18/2012 SUPPL-2 Labeling-Medication Label (PDF) (https:/www.accessdata.fda.gov/drugsatfda_docs/label/2012/202270s002Ibl.pdf)
Guide
02/02/2012 ORIG-1 Approval Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/label/2012/202270s0001bl.pdf)
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