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Events Reported to of am (not dunng the postmarketing
expenence with crtalopeam)

Although no causal relahonship to escralopram treatment has been found, the tollowing adverse events have
been reportedto have occurred in patients andto be with treatment and were
not observed dunng the o atrial Mm\&amn seures, dplopia,
dystona, extrapyvam»dal disorders, abnormal gan vtsual hepatitis, , My
tnfaction, , JADH, y

DRUG ABUSE AND DEPENDENCE
Conh'o«ed Subst?nca Class
1 not a controled

| !Eam\e m liabikty of racemmuc calopram is fow, Escvt?lho:ram has not been syszematmw

smdlsdlanans 7 is polenbal for abuse, to':’eranas or phy:

with escrtalopram did not reveal any -seelong were not systematic and t
Lsnotposs lnpredcionmebasnsdlnsirmedexpenencemeexlemtomnmcﬂs-acwem:g wil be misused,
and/or abused once marketed. , phiysicians should carefully evaluate esctalopram patients fos
hstovyofdngabuse and follow such panems abserving them for signs of misuse of abuse (e g.,
dosedmg—seekngbeh 10r)
o
Human Experience
Thenhmbeenmponsdwtabp(amwerdosemvoMﬂgdosadmtoGOOmgMpanemsrwwevedandno
with the were reported. In cnical nals ol racemc ctalopram, there were no reports
of tatal oSe FvO o upto 2000 the postrmarketing evaksation of chalopram,

w g
Iike other SSRis, afaalomoomemapahemmhastamnmwerdoseofmalopmnhabeenmer/reponed

F repoits of drug 30 have included 12 fataliies, 10 in combinahior: with
other dru Mmammmzmeialopm M(SQQOmga»dzaﬂorng)asMasanatdoverdosesd
upte mg Symptorns most oflen accompanying cRalopram overdose, alone at In combination wth other drugs
and/or alcohol, included dazziness, sweating, nausea, vomiting, tremor, somnolence, snus tachycardia, and
convulsions In more rare cases, observe"; syr ncluded amnesia, confusion, coma, hypesventiiation,

cyanoss, thabdormyolysis, and £CG changes {i Qe profongation, nodal thythm, vertricular anhythma,
andonepossbhcaseoﬂorsadesdepo tes}

Management of Overdose
Ewwmmmhmmmmmww Gastc evacuahon by lavage and use
of activaed charcoal should be considered. Caretul mmm@mwmmw

ma mmmmuﬂs@angemd\smmmuﬁbedmmnmspmmw

In managing overdosage, consider the possbity of mubple-dnug mvolerment. The physican shotdd consider coniading a
porson controf canter for addibonal nformanion on the reatment of any overdose.
DOSAGE AND ADMINISTRATION
Mayor Depressive Disorder
ﬂTmmdmstmﬂAmmd
10 mg (see Clinical Efficacy

of both 10 mg and 20 mg of but: beneft of
TMsmd;%LNCA'L H lmemsesmemed’tozong.mmndm:m”mndmm

Escalopram should be adminstered once dally, 1 the moming or evening, wih or wihout food.

10 myyday § the recomnmended dose lor most elderly p wih hepatc

mmmsmhmmnﬁamwmmmmmm
cauton N paberts with Severs renal IMpawmen

Treatment of Pregnant Women Dunng the Third Trimester

Neonates expased to scualopram and other SSRis or SNRIs, late 1 the third tnmester, have developed
respiratory support, and tube feeding (see PRECAUTIONS}) When
treating rfegsan women wrth escialopram dunng the third tnmester, the physician should carefully consider the
potential nsks and benelts of freatrnent The physictan may consider tapering escrtalopram in the third timester

Mantenance Treatment

It 1s generally agreed that acute eprsodes of major depressive disorder require several months of longer of

sustained phammacological ther apyegey nd rssponso fo lhe acute episode Systematic evaluation of continuing

escxalcgdam 10 or 20 mg/day fof penods of Up to 36 weeks 1 patierts wih mapr depressive disorder who
le taking esctaiopram dunng an B—week acute-treatment phase demonsirated a benefit of such

mamtenance treatment (see Clinical Efficacy Trials under CLINICAL PHARMACOLOGY) Nevertheless, patients

shouid be penocecally reassessed 1o determine the need for maintenance treatment

wi of and other SSRIs and SNRIs have been
reported (see PRECAUTIONS) Patents should be for these when
freatment A gradual reduction n the dose rather than abrupt
possible mtolerable Ssymptoms occur iollomng a dacrease in the dose or upon dnsoontmuahon of
be

may quently,
may continue dscfeasmg the dose but at a more gradual rate
Patients To or From a Monoamine

Switching Oxidase Inhibitor
At least 14 days sfo\udelapsebaweemisconmnnmofanmandmmamndmah

al least 14 days should be akowed after stopping esctalopram before starting anraﬂ'AOI {see
CONTRAINDICATIONS and WARNINGS)

HOW SUPPLIED
Escitalopram oxalate capsules are availabie as follows
10 mg'. grey body, dark grey cap prnted in black with *EG 107 and *G”

Bottles of 100 NDC 57315-101-02
Bottles of 1000 NDC 57315-101-03

20 mg', wory body, brown cap printed in black wath “EC 20" and “G”

Sotttes of 100 NDC 57315-102-02
Bottles of 1000 NDC 57315-102-03

! Escralopram base equvalent

Store at 25°C (7T7°F), excursions permatted 1o 15° to 30°C (59° to 86°F) (see USP Controlled Room Temperature)
Dispense m tight ight-resistant containers as described in the USP

AMMAL TOXIOOLOGY

Changes in
Pa\m‘wc changes negewm)onla\vopny) were observed m the retinas of albino rats m the 2-year
carcinogenicty study with racemic calopram. There was an ncrease m both incidence and severty of retinal
pathology m both male and ferale rats rscemng 80 mghg/day Simiar findings were not present in rats recewing
24 mo/kg/day of racemic crtalopram for two years, In mice recefving up to 240 mg/kg/day of racem cralopram
for 18 months, or i dogs recemng up 10 20 mg/kg/day of racemuc citalopram for one year

Adddional studies to investigate the mechanism for this pathol have not been performed, and the potential
signdicance of this effect In humans has not been abhs’:wdw pet Pt

Fadamaltarcw Dggs 0 beagie
n a one-year to) study, 5 of ¥ receving oral racemic calopram doses of dhed
sudde betweenwm 17 and 31 folioy glollgl:hon of treatment Sudden deams were not obsm tli'lal?aﬁ at
racamcnalopvamuplolzom iday, which pwdnedwasnulevelsacnahpvamandnsmabmes
DOCTY Sm;.la fo those observed n

& pro"ongat»on a known risk factor locdougzserved outcome in dogs beagle dogs. raceme: DOCT s
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