Drugs@FDA: FDA Approved Drug Products

0

B

back to Drug Databases

=Drugs@FDA: FDA Approved Drug Products

LI SHARE LINKEDIN | LI PINIT U L EMAIL LI PRINT

New Drug Application (NDA): 021038
Company: HOSPIRA

LI EMAIL

Products on NDA 021038

CSVv Excel Print

Active Dosage Marketing
Ingredients Form/Route Status
PRECEDEX DEXMEDETOMIDINE EQ 200MCG INJECTABLE;INJECTION Prescription
HYDROCHLORIDE BASE/2ML (EQ
100MCG

https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process[11/8/2017 9:10:37]


https://www.fda.gov/Drugs/InformationOnDrugs/default.htm
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
https://twitter.com/intent/tweet/?text=Drugs@FDA: FDA Approved Drug Products&url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
https://twitter.com/intent/tweet/?text=Drugs@FDA: FDA Approved Drug Products&url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
https://twitter.com/intent/tweet/?text=Drugs@FDA: FDA Approved Drug Products&url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process&title=Drugs@FDA: FDA Approved Drug Products&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process&title=Drugs@FDA: FDA Approved Drug Products&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process&title=Drugs@FDA: FDA Approved Drug Products&source=FDA
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process&description=Drugs@FDA: FDA Approved Drug Products
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process&description=Drugs@FDA: FDA Approved Drug Products
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process&description=Drugs@FDA: FDA Approved Drug Products
mailto:?subject=Drugs@FDA: FDA Approved Drug Products&body=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
mailto:?subject=Drugs@FDA: FDA Approved Drug Products&body=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
mailto:?subject=Drugs@FDA: FDA Approved Drug Products&body=https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process
javascript:window.print();
javascript:window.print();
javascript:window.print();
mailto:?Subject=Drugs@FDA: FDA Approved Drug Products&body=http://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process%26varApplNo=021038
mailto:?Subject=Drugs@FDA: FDA Approved Drug Products&body=http://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process%26varApplNo=021038
mailto:?Subject=Drugs@FDA: FDA Approved Drug Products&body=http://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process%26varApplNo=021038

Drugs@FDA: FDA Approved Drug Products

PRECEDEX DEXMEDETOMIDINE
HYDROCHLORIDE

PRECEDEX DEXMEDETOMIDINE
HYDROCHLORIDE

PRECEDEX DEXMEDETOMIDINE

HYDROCHLORIDE

BASE/ML)

EQ 200MCG
BASE/50ML (EQ
4MCG BASE/ML)

INJECTABLE;INJECTION

EQ 400MCG
BASE/100ML (EQ
4MCG BASE/ML)

INJECTABLE;INJECTION

EQ 80MCG
BASE/20ML (EQ
4MCG BASE/ML)

INJECTABLE;INJECTION

Showing 1 to 4 of 4 entries

Approval Date(s) and History, Letters, Labels, Reviews for NDA 021038

Labels for NDA 021038

Therapeutic Equivalents for NDA 021038

Prescription

Prescription

Prescription

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

Language Assistance Available: Espafiol | &
Italiano | Deutsch | B4<3& | | English

Accessibility
FDA Basics
No FEAR Act

Nondiscrimination

| Tiéng Viét |

Careers

FOIA

Site Map

Website Policies

U.S. Food and Drug Administration

https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process[11/8/2017 9:10:37]

| Tagalog | Pycckuin | | Kreyol Ayisyen | Frangais | Polski | Portugués |



http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#spanish
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#chinese
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#chinese
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#vietnamese
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#korean
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#tagalog
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#russian
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#arabic
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#creole
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#french
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#polish
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#portuguese
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#italian
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#german
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#japanese
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#farsi
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm#english
http://www.fda.gov/AboutFDA/AboutThisWebsite/Accessibility/default.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/default.htm
http://www.fda.gov/AboutFDA/Transparency/Basics/default.htm
http://www.fda.gov/RegulatoryInformation/FOI/default.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/NoFearAct/default.htm
http://www.fda.gov/SiteMap/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523730.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm

Drugs@FDA: FDA Approved Drug Products

10903 New Hampshire Avenue
Silver Spring, MD 20993
1-888-INFO-FDA (1-888-463-6332)

Contact FDA

HpEninian

"I FDA Archive
1 Combination Products
[ Advisory Committees
71 Regulatory Information

Ll Safety

[1 Emergency Preparedness
(1 International Programs
[1 News & Events
[1 Training & Continuing Education

[l Inspections & Compliance

"1 Federal, State & Local Officials
] Consumers
1 Health Professionals
1 Science & Research

(1 Industry

https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=BasicSearch.process[11/8/2017 9:10:37]



http://www.fda.gov/AboutFDA/ContactFDA/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm450631.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm450631.htm
http://www.fda.gov/CombinationProducts/default.htm
http://www.fda.gov/CombinationProducts/default.htm
http://www.fda.gov/AdvisoryCommittees/default.htm
http://www.fda.gov/AdvisoryCommittees/default.htm
http://www.fda.gov/RegulatoryInformation/default.htm
http://www.fda.gov/RegulatoryInformation/default.htm
http://www.fda.gov/Safety/default.htm
http://www.fda.gov/Safety/default.htm
http://www.fda.gov/EmergencyPreparedness/default.htm
http://www.fda.gov/EmergencyPreparedness/default.htm
http://www.fda.gov/InternationalPrograms/default.htm
http://www.fda.gov/InternationalPrograms/default.htm
http://www.fda.gov/NewsEvents/default.htm
http://www.fda.gov/NewsEvents/default.htm
http://www.fda.gov/Training/default.htm
http://www.fda.gov/Training/default.htm
http://www.fda.gov/ICECI/default.htm
http://www.fda.gov/ICECI/default.htm
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
http://www.fda.gov/ForConsumers/default.htm
http://www.fda.gov/ForConsumers/default.htm
http://www.fda.gov/ForHealthProfessionals/default.htm
http://www.fda.gov/ForHealthProfessionals/default.htm
http://www.fda.gov/ScienceResearch/default.htm
http://www.fda.gov/ScienceResearch/default.htm
http://www.fda.gov/ForIndustry/default.htm
http://www.fda.gov/ForIndustry/default.htm

	fda.gov
	Drugs@FDA: FDA Approved Drug Products


