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Label and Approval History

Drug Name(s) PRADAXA

FDA Application No. (NDA) 022512

Active Ingredient(s) DABIGATRAN ETEXILATE MESYLATE

Company BOEHRINGER INGELHEIM

Go t
Label Information

What information does a label include?10

Note: Not all labels are available in electronic format from FDA.

View the label approved on 05/31/2012 (PDF)11 for PRADAXA, NDA no. 022512

To see older, previously-approved labels, go to the "Approval History" section of this page. Older lab
historical information only and should not be used for clinical purposes.

Approval History
NDA 022512

Note: Not all reviews are available in electronic format from FDA.
Older labels are for historical information only, and should not be used for clinical pur

Approval dates can only be verified from 1984 to the present.

Click on a column header to re-sort the table:

Action
Date

Supplement
Number

Approval
Type

Letters,
Reviews,
Labels,
Patient Package Insert  

Note

05/31/2012 011 Labeling Revision  Label (PDF)12

Letter (PDF)13  

 

04/27/2012 010 Labeling Revision  Label (PDF)14

Letter (PDF)15  

 

01/17/2012 009 Labeling Revision  Label (PDF)16

Letter (PDF)17  

 

11/09/2011 007 Labeling Revision  Label (PDF)18

Letter (PDF)19  

 

04/05/2011 005 Labeling Revision  Letter (PDF)20  Label is not
on this site

03/04/2011 004 Labeling Revision  Label (PDF)21

Letter (PDF)22  
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10/19/2010 000 Approval  Label (PDF)23

Letter (PDF)24

Review25

Summary Review (PDF)26  

 

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Play

There are no Therapeutic Equivalents Other Important Information from FDA28

Medication Guide29

Back to Top | Back to Previous Page | Back to Drugs@FDA Home

Disclaimer30

FDA/Center for Drug Evaluation and Research
Office of Communications
Division of Online Communications
Update Frequency: Daily

Links on this page:

http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain1.

http://www.addthis.com/bookmark.php2.

http://www.fda.gov/default.htm3.

http://www.fda.gov/Drugs/InformationOnDrugs/default.htm4.

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm5.

http://www.fda.gov/Drugs/InformationOnDrugs/ucm075234.htm6.

http://www.fda.gov/Drugs/InformationOnDrugs/UCM0798747.

http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm8.

http://www.accessdata.fda.gov/scripts/email/cder/commentdrugcat.cfm9.

http://www.fda.gov/Drugs/InformationOnDrugs/ucm079846.htm10.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s011lbl.pdf11.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s011lbl.pdf12.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2012/022512s011ltr.pdf13.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s010lbl.pdf14.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2012/022512s010ltr.pdf15.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s009lbl.pdf16.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2012/022512s009ltr.pdf17.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2011/022512s007lbl.pdf18.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2011/022512s007ltr.pdf19.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2011/022512s005ltr.pdf20.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2011/022512s004lbl.pdf21.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2011/022512s004ltr.pdf22.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2010/022512s000lbl.pdf23.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2010/022512s000ltr.pdf24.

Drugs@FDA: FDA Approved Drug Products http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseact...

2 of 6 8/13/2012 12:32 PM



http://www.accessdata.fda.gov/drugsatfda_docs/nda/2010/022512Orig1s000TOC.cfm25.

http://www.accessdata.fda.gov/drugsatfda_docs/nda/2010/022512Orig1s000SumR.pdf26.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm27.

http://www.fda.gov/Drugs/DrugSafety
/PostmarketDrugSafetyInformationforPatientsandProviders/ucm248694.htm

28.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s011mg.pdf29.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm#web30.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm31.

http://www.fda.gov/AboutFDA/AboutThisWebsite/Accessibility/default.htm32.

http://www.fda.gov/AboutFDA/ContactFDA/default.htm33.

http://www.fda.gov/AboutFDA/WorkingatFDA/default.htm34.

http://www.fda.gov/AboutFDA/Transparency/Basics/default.htm35.

http://www.fda.gov/RegulatoryInformation/FOI/default.htm36.

http://www.fda.gov/AboutFDA/WorkingatFDA/NoFearAct/default.htm37.

http://www.fda.gov/SiteMap/default.htm38.

http://www.fda.gov/AboutFDA/Transparency/default.htm39.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm40.

http://www.fda.gov41.

http://www.fda.gov/AboutFDA/ContactFDA/default.htm42.

http://www.usa.gov43.

http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/GetEmailUpdates/default.htm44.

http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm45.

http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#micro46.

http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#Facebook47.

http://www.fda.gov/NewsEvents/InteractiveMedia/ucm200145.htm48.

http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#flickr49.

http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm50.

http://www.fda.gov/NewsEvents/default.htm51.

http://www.fda.gov/CombinationProducts/default.htm52.

http://www.fda.gov/AdvisoryCommittees/default.htm53.

http://www.fda.gov/ScienceResearch/default.htm54.

http://www.fda.gov/RegulatoryInformation/default.htm55.

http://www.fda.gov/Safety/default.htm56.

http://www.fda.gov/EmergencyPreparedness/default.htm57.

http://www.fda.gov/InternationalPrograms/default.htm58.

http://www.fda.gov/NewsEvents/default.htm59.

http://www.fda.gov/Training/default.htm60.

http://www.fda.gov/ICECI/default.htm61.

http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm62.

Drugs@FDA: FDA Approved Drug Products http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseact...

3 of 6 8/13/2012 12:32 PM



http://www.fda.gov/ForConsumers/default.htm63.

http://www.fda.gov/ForIndustry/default.htm64.

http://www.fda.gov/ForHealthProfessionals/default.htm65.

http://www.hhs.gov66.

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and
Players31.

Accessibility32

Contact FDA33

Careers34

FDA Basics35

FOIA36

No Fear Act37

Site Map38

Transparency39

Website Policies40

41

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
Ph. 1-888-INFO-FDA (1-888-463-6332)
Email FDA42

43

44

45

46

47

48

49

For Government50

For Press51

Combination Products52

Advisory Committees53

Science & Research54

Regulatory Information55

Safety56

Emergency Preparedness57

International Programs58

News & Events59

Training and Continuing Education60

Inspections/Compliance61

State & Local Officials62

Consumers63

Industry64

Drugs@FDA: FDA Approved Drug Products http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseact...

4 of 6 8/13/2012 12:32 PM



Health Professionals65

66

Links on this page:

http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain1.

http://www.addthis.com/bookmark.php2.

http://www.fda.gov/default.htm3.

http://www.fda.gov/Drugs/InformationOnDrugs/default.htm4.

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm5.

http://www.fda.gov/Drugs/InformationOnDrugs/ucm075234.htm6.

http://www.fda.gov/Drugs/InformationOnDrugs/UCM0798747.

http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm8.

http://www.accessdata.fda.gov/scripts/email/cder/commentdrugcat.cfm9.

http://www.fda.gov/Drugs/InformationOnDrugs/ucm079846.htm10.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s011lbl.pdf11.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s011lbl.pdf12.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2012/022512s011ltr.pdf13.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s010lbl.pdf14.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2012/022512s010ltr.pdf15.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s009lbl.pdf16.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2012/022512s009ltr.pdf17.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2011/022512s007lbl.pdf18.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2011/022512s007ltr.pdf19.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2011/022512s005ltr.pdf20.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2011/022512s004lbl.pdf21.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2011/022512s004ltr.pdf22.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2010/022512s000lbl.pdf23.

http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2010/022512s000ltr.pdf24.

http://www.accessdata.fda.gov/drugsatfda_docs/nda/2010/022512Orig1s000TOC.cfm25.

http://www.accessdata.fda.gov/drugsatfda_docs/nda/2010/022512Orig1s000SumR.pdf26.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm27.

http://www.fda.gov/Drugs/DrugSafety
/PostmarketDrugSafetyInformationforPatientsandProviders/ucm248694.htm

28.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022512s011mg.pdf29.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm#web30.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm31.

http://www.fda.gov/AboutFDA/AboutThisWebsite/Accessibility/default.htm32.

http://www.fda.gov/AboutFDA/ContactFDA/default.htm33.

http://www.fda.gov/AboutFDA/WorkingatFDA/default.htm34.

http://www.fda.gov/AboutFDA/Transparency/Basics/default.htm35.

Drugs@FDA: FDA Approved Drug Products http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseact...

5 of 6 8/13/2012 12:32 PM



http://www.fda.gov/RegulatoryInformation/FOI/default.htm36.

http://www.fda.gov/AboutFDA/WorkingatFDA/NoFearAct/default.htm37.

http://www.fda.gov/SiteMap/default.htm38.

http://www.fda.gov/AboutFDA/Transparency/default.htm39.

http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm40.

http://www.fda.gov41.

http://www.fda.gov/AboutFDA/ContactFDA/default.htm42.

http://www.usa.gov43.

http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/GetEmailUpdates/default.htm44.

http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm45.

http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#micro46.

http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#Facebook47.

http://www.fda.gov/NewsEvents/InteractiveMedia/ucm200145.htm48.

http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#flickr49.

http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm50.

http://www.fda.gov/NewsEvents/default.htm51.

http://www.fda.gov/CombinationProducts/default.htm52.

http://www.fda.gov/AdvisoryCommittees/default.htm53.

http://www.fda.gov/ScienceResearch/default.htm54.

http://www.fda.gov/RegulatoryInformation/default.htm55.

http://www.fda.gov/Safety/default.htm56.

http://www.fda.gov/EmergencyPreparedness/default.htm57.

http://www.fda.gov/InternationalPrograms/default.htm58.

http://www.fda.gov/NewsEvents/default.htm59.

http://www.fda.gov/Training/default.htm60.

http://www.fda.gov/ICECI/default.htm61.

http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm62.

http://www.fda.gov/ForConsumers/default.htm63.

http://www.fda.gov/ForIndustry/default.htm64.

http://www.fda.gov/ForHealthProfessionals/default.htm65.

http://www.hhs.gov66.

Drugs@FDA: FDA Approved Drug Products http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseact...

6 of 6 8/13/2012 12:32 PM


