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New Drug Application (NDA): 020164 
Company: SANOFI AVENTIS US

Products on NDA 020164

 SHARE (HTTPS://WWW.FACEBOOK.COM/SHARER/SHARER.PHP?
U=HTTPS://WWW.ACCESSDATA.FDA.GOV/SCRIPTS/CDER/DAF/INDEX.CFM?
EVENT=OVERVIEW.PROCESS&APPLNO=020164)

 TWEET (HTTPS://TWITTER.COM/INTENT/TWEET/?TEXT=DRUGS@FDA: FDA-APPROVED
DRUGS&URL=HTTPS://WWW.ACCESSDATA.FDA.GOV/SCRIPTS/CDER/DAF/INDEX.CFM?
EVENT=OVERVIEW.PROCESS&APPLNO=020164)

 LINKEDIN (HTTPS://WWW.LINKEDIN.COM/SHAREARTICLE?
MINI=TRUE&URL=HTTPS://WWW.ACCESSDATA.FDA.GOV/SCRIPTS/CDER/DAF/INDEX.CFM?
EVENT=OVERVIEW.PROCESS&APPLNO=020164&TITLE=DRUGS@FDA: FDA-APPROVED
DRUGS&SOURCE=FDA)

 PIN IT (HTTPS://WWW.PINTEREST.COM/PIN/CREATE/BUTTON/?
URL=HTTPS://WWW.ACCESSDATA.FDA.GOV/SCRIPTS/CDER/DAF/INDEX.CFM?
EVENT=OVERVIEW.PROCESS&APPLNO=020164&DESCRIPTION=DRUGS@FDA: FDA-APPROVED DRUGS)



 EMAIL (MAILTO:?SUBJECT=DRUGS@FDA: FDA-APPROVED
DRUGS&BODY=HTTPS://WWW.ACCESSDATA.FDA.GOV/SCRIPTS/CDER/DAF/INDEX.CFM?
EVENT=OVERVIEW.PROCESS&APPLNO=020164)

 PRINT

 EMAIL (MAILTO:?SUBJECT=DRUGS@FDA: FDA APPROVED DRUG
PRODUCTS&BODY=HTTP://WWW.ACCESSDATA.FDA.GOV/SCRIPTS/CDER/DAF/INDEX.CFM?
EVENT=OVERVIEW.PROCESS%26VARAPPLNO=020164)

Other Important Information from FDA
(http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforP
atientsandProviders/ucm373741.htm)



Drug
Name

Active
Ingredients Strength Dosage Form/Route

Marketing
Status

LOVENOX ENOXAPARIN
SODIUM

300MG/3ML
(100MG/ML)

INJECTABLE;INTRAVENOUS,
SUBCUTANEOUS

Prescription

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

30MG/0.3ML
(100MG/ML)

INJECTABLE;SUBCUTANEOUS Prescription

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

40MG/0.4ML
(100MG/ML)

INJECTABLE;SUBCUTANEOUS Prescription

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

60MG/0.6ML
(100MG/ML)

INJECTABLE;SUBCUTANEOUS Prescription

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

80MG/0.8ML
(100MG/ML)

INJECTABLE;SUBCUTANEOUS Prescription

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

100MG/ML
(100MG/ML)

INJECTABLE;SUBCUTANEOUS Prescription
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Approval Date(s) and History, Letters, Labels, Reviews for NDA 020164

Labels for NDA 020164

Therapeutic Equivalents for NDA 020164
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Drug
Name

Active
Ingredients Strength Dosage Form/Route

Marketing
Status

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

90MG/0.6ML
(150MG/ML)
**Federal
Register
determination
that product
was not
discontinued
or withdrawn
for safety or
efficacy
reasons**

INJECTABLE;SUBCUTANEOUS Discontinued

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

120MG/0.8ML
(150MG/ML)

INJECTABLE;SUBCUTANEOUS Prescription

LOVENOX
(PRESERVATIVE
FREE)

ENOXAPARIN
SODIUM

150MG/ML
(150MG/ML)

INJECTABLE;SUBCUTANEOUS Prescription
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