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Medication Guide

About Using Antidepressants in Children and Teenagers
What is the most important information [ should know if
my child is being prescribed an antidepressant?
Parents or guardians need to think about 4 important
things when their child is prescribed an antidepressant;

1. There is a risk of suicidal thoughts or actions

2. How to try to prevent suicidal thoughts or actions in

your child

3. You should waich for certain signs if your child is
taking an antidepressant

4. There are benefits and risks when using
antidepressants

1. There is a Risk of Suicidal Thoughts or Actions
Children and teenagers sometimes think about suicide, and
many report trying to kill themselves.
Antidepressants increase suicidal thoughts and actions in
some children and teenagers. But suicidal thoughts and
actions can also be caused by depression, a serious med-
ical condition that is commonly treated with antidepres-
sants. Thinking about killing yourself or trying to kill your-
self is called suicidality or being suicidal.
A large study combined the results of 24 different studies
of children and teenagers with depression or other ill-
nesses. In these studies, patients took either a placebo
(sugar pifl) or an antidepressant for 1 to 4 months. No one
commitied suicide in these studies, but some patients
became suicidal. On sugar pills, 2 out of every 100 became
suicidal. On the antidepressants, 4 out of every 100
patients became suicidal.
For some children and ieenagers, the risks of suicidal
acl;]ons may be especially high. These include patients
wit

+ Bipolar illness (sometimes called manic-depressive

illngss)

+ A family history of bipolar itiness

* A personal or family history of attempting suicide

If any of these are present, make sure you tell your health-
care provider before your child takes an antidepressant.
2. How to Try to Prevent Suicidal Thoughts and Actions
To try to prevent suicidal thoughts and actions in your
child, pay close attention to changes in her or his moods
or actions, especially if the changes occur suddenly, Other
important people in your child’s life can help by paying
attention as well (e.g., your child, brothers and sisters,
teachers, and other important people). The changes to look
out for are listed in Section 3, on what to watch for.
Whenever an antidepressant is started or its dose is
changed, pay close attention to your child.
After starting an antidepressant, your child should gener-
ally see his or her healthcare provider:

* Once a week for the first 4 weeks

« Every 2 weeks for the next 4 weeks

« After taking the antidepressant for 12 weeks

« After 12 weeks, follow your healthcare provider's advice

about how often to come back

» More often if problems or questions arise {see Section 3)
You should call your child's healthcare provider between
visits if needed.



3. You Should Watch for Gertain Signs If Your Child is
Taking an Antidepressant
Contact your child’s healthcare provider right away if your
child exhibits any of the following signs for the first time,
or if they seem waorse, or worry you, your child, or your
child's teacher:

+ Thoughts about suicide or dying

+ Attempts to commit suicide

« New or worse depression

* New or worse anxiety

« Fegling very agitated or restless

* Panic attacks

« Difficulty sleeping (insomnia)

« New or worse irritability

« Acting aggressive, being angry, or violent

+ Acting on dangerous impulses

« An extreme increase in activity and talking

« Other unusual changes in behavior or mood
Never let your child stop taking an antidepressant without
first talking to his or her healthcare provider.
Stopping an antidepressant suddenly can cause other
symptoms.
4, There are Benefits and Risks When Using
Antidepressants
Antidepressants are used to treat depression and other ill-
nesses. Depression and other illnesses can lead to suicide.
In some children and teenagers, treatment with an antide-
pressant increases suicidal thinking or actions. It is impor-
tant to discuss all the risks of treating depression and also
the risks of not ireating it. You and your child should dis-
cuss all treatment choices with your healthcare provider,
not just the use of antidepressants.

Other side effects can occur with antidepressants (see sec-
tion below).

Of all the antidepressants, only fluoxetine (Prozac™) has
been FDA approved to treat pediatric depression.

For obsessive compulsive disorder in children and
teenagers, FDA has approved only fluoxetine (Prozac™),
sertraline (Zoloft™), fluvoxamine, and clomipramine
(Anafranil™) .
Your heaithcare provider may suggest other anti-
depressants based on the past experience-of your child or
other family members.

Is this alf | need to know if my child is being prescribed °

an antidepressant?

No. This is a warning about the risk for suicidality. Other
side effects can occur with antidepressants. Be sure to ask
your healthcare provider to explain all the side effects of
the particular drug he or she is prescribing. Also ask about
drugs to avoid when taking an antidepressant. Ask your
healthcare provider or pharmacist where to find more
information.

*Prozac® is a registered trademark of Eli Lilly and

Company
*Zoloff® is a registered trademark of Pfizer
Pharmaceuticals

* Anafranil® is a registered trademark of Mallinckrodt Inc.

This Medication Guide has been approved by the U.S. Food
and Drug Administration for all antidepressants.

uopnios je10/meigeL
P

(spiwioiqoupAy weidojuyj)

50/20 "A8Y

{ctalopram hydrobromide)

Tablets/Qral Salution

wmﬁsmmmﬁmunumw
Toere was o esidence o carcnogenicdy of cakgram 7 e
mmwhmmgw/mmamwmmn

o k
o(smlmmzmmmmmn o 2 i 5‘611
doses whih are approgeraley 13 2 4 smes de MAHD.
respecliy, 0n 8 M s, A reatct doss & s e

Il\.k'mn.

in contaled and vrcentoled cinal i, b, couspcog
egpeammalely 1370 pa)mbe;os.n years. There were, i1

on, cvar 19,000 expasires Irom mesty operlasel € m
posinareng stes. Ths conciins ant ceaiin o ey
it Clea v gaaly and ki [n citfgpig cae-

et gyt b 2 of s ot Coon
2 mpored o e e okowing ich had 23 -

fgers, v

pregrast women w2h Celema

b rl)eria-lknyna:'s Rare:haeer.
gk P, aneria,

v q:summms hmrmmw Rverpd

ry cakn, gk, s, ot

)
mﬁm Feddose and dhse-tiration sues, and shorde

arse eans, ek of plysical examialoes, id
mmm«ymym ECGs, 2nd resubs of oot

U.izpmnsnrml\n A bocier ey

st e e ot pmary by g

o v o M g g o
@it 1 e 20 Clese Tanetr b cel assay By -
o

of ek o choosing. Corsequerdy, A s oot poss: o prode 2
wx\gﬂéﬁ.\i:ﬂ»wﬂﬁs e expercnn

for sed was {0 mles crly (=325 Cele; N 184

ey Ay Everty

The potertl relgonshin befween e dose of Celema s
1 and lbe ircicence of edverse events was examied in a

b sty v daressef paents recevng pacaby of

Cexa 10,2, 40,20 B g, Sorekteers berd s raeaded a

ackrzion, Glakpesm vas ol moiagen it te & %G mart-

mmdmmmh?wﬁm

(HO;

ax,-.-z. ITEERE. SOTri. eweating Feased, Frodkece,

mocse et
ekt 13 cailed 0 Yool vig rched e

oo

IH0I5E TS 255375,
iten cikptan s dhiised oaly i 1 ke 24
T Ity mmmmndm

and oy v datesed at dos 2 5 oty st
nﬂdf!ﬁeshmmo(ﬁrg&)ma ot

ad yawring.
,Li!:}ﬂL 3

Th slalet hacanoes of afverse everts 2 the proger-
ton & indidic who expereno, al bad orce, a teabmink
nigat st il e e i e v ot

e occured B s e o wore

u&h&num«ubmm Frequent. tecreased

fhes treating
e_—gm»o.mm e physiian skl carluly consier
the poteril risks anyf berels of beaiman The physican may
mlspuruu:nnnem meS L,

Mairterance Tr

Ei gy syned b e ok o s e
o lenges of MMW

‘nst\tye,ﬁ( srreised decice phosphatase, alvemad gh-
o ke, b, o2 e

i.hew 5,
b\fwzr:xfmw

elotal System Divorders
iz wealmess, shelez] par. Rare bursfs, osteoporosis.

Mdmsmmmmdwwu

waeks toif).

dc&umalmdx,)emgmmm:
wlislzjh:dl-‘au\wmh:md 2ton phiase,

0. mmum«:;nmm Laggrx'ﬂ.zdb;ur

agpessie eabon, parria, a\qmmmlu
I Whenir. ahas gophebs deton dasim,
o actn, encoo| mem Pyhoss.

(=¥ E avisee

Reprotkrliva - Pt amencrea

wﬁelll‘q'\ryahatﬂ:mmmnﬁ ock Ueak
ment. 1 paricbu, same esidencs suggedts that %)

sruion ol Cabra 20 40 'y, o ploceb, o maeenace:
mwuwmmumumm s
nee iy bt e Ivo dose cos (122
CLUNCAL PRRMACOLOGY). mmuuma:z
s nol iy whher e cose o lakpran reeded
a!rpmsdu'-‘dhmdnsmcdedhmmml
aberse macors are bothescme, 3 decteas? 1 Gose 1 2)

breasd pan, 3nal
hemonhog=

Adverse Adrse Fudrgs Opvared i SkortTerm, Phatebo-

b= |Wdep|mdm§cﬁn‘n|m:d&haidnss

Relette estinars of $e nxidanoz and severty of riomart
experiences ming senel cesre, periomance, s sislar-
on 212 Gul b bk, howeve, i pat becazse paliens and
physicans ay be rectad b dsctss hem Aovordingh, est

4;m.dy3!nshumﬂ i

D e eatai cutes, Gabpran has ten shewn 0

ezmend doe 1o an
2 dscertriiton and

east 14 of el

ced are Beely

incdence.
mmmawsmnmamﬂms
mp«edb/aleeslz‘dmﬁhuqb*nnzpdd

fen huenas craoendie doses.

d:ﬂbv]ir!s‘lm\l\‘"&.!‘ R shad be notzd, thal one
can repod Fiofe Ban o6z reason for disconimuabon and

s uuzngn.;eay)hp.wmslmm
o organgenesis resuled it decreased emdry
gnhﬂsrﬂdadmp‘masedmﬁam!drﬁl&w

abu'/m‘awmqh hass.hsﬁs!mdwm
ity iy chical sigs, decreasad body
el mosted 6z nhﬁrgk,-&rl

o s e LD s it
54

nbsemda:dmb(hpbm 1% £t §

@i
g

TABLEY

Iestmenl

Colm Phaosn
B males) | {194 makes)

- i 288

bronchs, dyspnen, pratmons. Rar: eshina Iwu;as g
chuspasm, grewnoreks.spulim icezsed.

MMMNTMMMC&H
& smaummnmﬁmmm

S o iepntoges Bords - frpmt s, gl

mmtmvz,mm
golln o, ke, e, de:y.pﬁmm
,y:.n'l:‘ﬁms, sxuh;.mda\nas ek,
ani

usieper
version. i s, conjuncivas, R
z;waﬁ‘m mubcx:mm

mm % %
rakescrip) | imabs ot}

Treatmerd in Shoet-Tem, m@o—c«nm Depvsson

fntely Gadaltry dokty]

Lo Decroassd

e <%
{rales aty) \mals iy

fa kot me-

Lron' ENTOSEKE, iy (i, L

A mw«mmﬁgnwm i
s,

Do bo Adverse Evenl

at06)
Body SyslemiAdverse Event

General
Astera % %

Bedig

e,

mw-duamamé,hmmmmiam-mw
obeeradn

Wrmlaralensm=maumdduum(u 128 o

Hasa
Cey ath 1% %
Conrd 2t Perpheral

g whwm-mésmwa&hps

Tazvess 3 o

$

;.momuunywayswowayzm

and mmammmﬁgm wm:xﬂ/w
nslnenwmamgmm  oebrct Gos2 was ra
detsmizad i

syl m

Agiaton i
i 24 Mo Arieg

brpotance

28%
m.-bwh h\ah m‘/)

T

dencg of amgasmm |J‘ (=638
ket feraes),respecindy, \

i ¥ iabpran eiment.

men, and hav2 nol been dascrbed Asenhere in Lbelng acvte
T fibn dabsn, Sy e sujes,

choreoahioss, ches pa, debian, dyscoesi,
ecchymass, epi gaston-

* WA and inafion of Celexa theapy.

o mmndm-a&lmlesmngﬁmnfm-
onserad.

s:zhadc-unuy
domazy mmsam‘p«uu
Svnld'hg patints 1o or From 2 Nonoune Odzse

st 14 sy shonk e b ot

snuymmlm
Muqunmﬁgmuwmmmmg
{ e CONTRAIDICATIONS 253 WARIRHCS

Yﬂ#&
‘.fl_.'.!g Bozde of 100 NG # (456-4010-0¢

Beige, .
rgrl on €0 i wit TP It on e bt i w10

o'
2y Sacke ol 100 OO £ AS5402001

VaUkDose  NOTEMEGL242
P, o, sooed, Hmcvaisd,
mewwrmm.mmvwem
5

veda 3 Bl o koo th precise ek of sl dyskcton
associted with the use of SR, physeians Sl sty
FraEe ab surh s sido efedts
mmmmwmmmuaanmn(u
mexn charge from basiine 1, vl s (dse, sysiok: blood
m;;wm!ﬂm)mﬂ;mm.wd

sl l-mm; ot nal s, e

hepalc necrss, i melgrard symdome,
matagTIL pmmag rw-r\ p!vhﬁurs. wmm
decreased (17 proonged, i

e eoiaomar
HOC OG0

> onteige

Ky oo ol 100
112U Dose
Ve, ovd, scored,fimeated.

sd.

sortavens dockn, reomqama, oo, vntitls
s osadee e s
SRR 0 DR

P

ogr 4.

Ord Sokfor:
1551 popei bt ) D0 1000

Selera-Tregled Perls
Tl 2 s e e, ranbad o e e e

mmwmm
LWthadMawnwm\ Sepion and stancing viak
s measizes o Colora 3

0 ecth o dses g

- T o

fem ncay

n duativn. g

,,axmu_uwnc&uw ih e incdeRe 1
-ru!zdmcdcnﬂs;eab(lmhrmn

Weigh: Charey

Py freaed v Ol n cornlied tidks
mmmmnsmwmmmexgmpmm
s

Celera 230 pbtebo roups were ccmgaed wih respeet o (1)
by, hemalol

X hoceoo Temerls iceied Y

Physical nd Psychoogial Dependence
il e sy Ul b e il Celo

el s < et syl yded n s i 5
potentilfor abasz, abvance, o Wyﬂmm;m

x!:zdssm{ws& .Mbasn(as'llr&-d
o i 3 Gt g 18 b o
wsed, Grerted e ausad once mraeled .

HC(SHR.
mromocv
Retiral Changes i ol

a5 an bcRase i boh .mmamma,d
’t“dpa."dcg-,s‘bom:rd-mlar*mkmau\suﬂ
hgiay (1 tes the macm recormended il hman
mu!SOm]marr wm;smn‘gsmmn
serin S oy o v years, n i ealed

1o precic the ncence of adverse everds e crwse f Lsid
Tt e uhrs gt g e s
H:mm-

fr
oe o d dones 0 20 n;sgéq 14, 20, 2 10 fines,

dvy anse end secs dosl,
5?&@&&%&(&9__%!0!%‘2.@ nepectcly,

meiabors of

y, 3 Lrralys's vanabies, aad (2] R ixcidancs of palierss.
g o '!otgo!ﬁ"al(d!b‘( on

OVERDOSAGE

pfreftpiegtin Ho
ws%apawaw;:smnwsyemr
T sorme case

dr.-e«&mlmqsgasas mqu e trebgns, Lo
e chial ; ;

\ien (0350 5
master, N;ﬁrﬁnﬂh‘aﬂmﬂ ml}:pﬂei&l
Ma{dbumﬂlrr"wr‘id\sze GE AND ADMINIS-

Laborand Derery

Hursiog Molbecs
Asbas been oty occur i many her thgs, ddepram s
emledmh:!mqumk"mrmbem‘nm?f
s Spsrcy st saedocs i e
and meigh loss in assoczion wh beastieeding from
pmmmnu\emkmﬁmm@aa
et conghzcly tpn dscersaton of ddopeem by s
ot 2 . e s i 0 Ikt Feopadn s
avslible Tre deGison hater b conrue o conlinue ciber
fu2shg or Clena herepy shoukd take i i B ks

rrmlol!emﬂu
Pedialric

2 pediak
eshe}sm tsae BOK WARING and WARNBNGS—Ccal
mp&msmmﬂwummmm

mvmgwmmmuma‘mm
doemene Shuied.

rl E ocad yih

ma beeled,
i from Celes {=632) and placebo (=231
mwrrem-wmmmpma(nmmwlm
Dasalae in varous ECG parameigs, and (2 ha ncidonce of

b dod i o b, ':r:mmpa‘.nfcbiepzn
vith 1 25505~

P hus)

=S patckegy
B e posme, b i s of 4
efed in humars has nol been

:bdhl.\Eoe"' e 1
c:bawmmmmmummm
betn epered. A wih gher SSRIs,

h.nm;mbg,;nysmom_twmegﬂ
£

aE peiens, Hwy.wmvmg!rwdcémnad‘ﬂdm

m,zzpamﬂmumuwmmmmw
o, 103} wer 5 ve and 457 vt 75 ot Noore:
anemsnnm, o hciones e o

s v

tese s g sdjecs, and
ERpeErENCE fas rmw@e;mmwses
8 ekily and younger palies. bt regiar sensinty of e
ias eceivd daty dosos b d
wm(mmwmmmm
2% and 3, qmm\,muawsqntumwmo
younget subiecs, and ks ki s inTeased by 0%k rd 0%,
ms;«m, s CLNCAL PRHACOLO
oommenced

.

doso o sl ety paterts
(S(NgOSABE»UD-\DMX o B
ADVERSE REACTIONS

RISTRATION.
Tae preatkeky doiskprest progam

Qabpran o ﬂﬁnmydmmmﬂmbm
d'mmd;mmmm ical phase

for Celexa nchdd

chseread adverse evend Ui o2 D gatints mostng clend r po St wha bas kken an ovendse of Clakpm has bom rly  pecks 17 and 31 siten d tranenl. AHhcush p-
C&npasuﬁ i it of S5 o el nd ot |+ mnmwﬁgmﬂm&m wpored pie dai fem ha: ot 0 vty g
mthduun;hmbup: ‘gatudalon aisceder i afle(ece hatved was & GH abnz s melabokias, damainl-
(pimarty ¥ e el il - : [DBCT;,Dlaekh.
TBIE2 ot o placeba. Thare wavs o tbseread aeonces i OF o rsss-m.ug , g, ooy, samalerce, and ha: b achiered n humas, phamacckiic ok Feale
Treat: £ p m—mhmm’mmmmm»m Yal the e dogodumn expasae ws GrRRt o fe
Incidence i Plaosbo-Cortrolled Clincal Triaks* Gt rens Qv Dung e Pronaoliog Erkabon  &70es, Son, Gom, Gomkios, e, es m‘w. e, S et wee ol
{Percentage of P ” craruss v 20 Mkgeay, whith pocaced
S S Cm S s i d A ot ettt AP, SR e S o daswulmthTDﬂmDDCT it o e St
j =105 [ advare everts, 3 0 ) S iordckon o he ADYERSE case of lorsades de poirdes). Qo 2t tses of 6 mliciday. A suxequent iravenous dosing
onoaic Hervous Systen REACTIONS scxton repored O siody dermonstated i i beagle dos, DDCT cased 0T sro-
Disorders 8 rot =hﬂ<h nd rts werdlaion  hongation, a ke rik [acsar b tha cbserved ovteame in
© Mo n 18 ammummduému cm::»mv;k et 2 T‘sdlmoumdnm?ﬂhsmxngpmnl‘
SweatgInreased 1% 9% peed s s ot acopfec ket s oo m:ddwmd e e, Conklosrton i30
Central & Peripheral Nervous o ebontere I bbckg, foss case  cniac and véd s Myl are ecomended, dbog W Stale DOCT plasa kel maasurad af I meimum moam-
Syslem Disertkrs ) mw&mwimn‘mmwgmuhbu smfalswmmrdwwm Oue o e bge vo- mdedr-—mﬁymmrthdmpmmm
Temwr 143 5 unhmobe, ad Ris oy feroud &s.ﬁ’i&ﬁ m % apprcmatzly By
ottt Darters z" ; efision, ard exchargs baask ) ertafors wheiasie e, mmoocrmm
Sanhed [ 5% Ex 3 e osshily ol ripleduy  bnns, uwcrmmmm1mw
spepsa I % - b g s m'!‘-nma[fw e s e b DOCT sy
bradng " % s e s o K 1 e corte cent for addconel doalion on e teadret of any nm,um e g et i o “T'
ol P T4 sonsinaleast #400 pettels wkecuand deice oveds arp  cerse. as 158 M, Wi DOCT s odordy peseed in
General 5 mmnbssmaum;awawalmnwo ogsmsmmmmsrwm vm lbere
Fazz % i p!asmenuﬁmmsemmlm&“mnw it Treatmerd . . mwwmmawmbﬂtmm
e %
System Bardovascds - Fqet tcyard, psarel yplssen o2 g aca iy, el ach an el 8 dose o orm«.ﬁwmmmmmum&am;ﬁﬁ
Disarders hypetension. kfrequent mpsn!w mwcama elams  4Dnghky in nerenenis 0 apidy
Atk 2% 19 (cxlmins angapa . peasyshls, o ek, Ao 20 9 2 ool of o s han o vk Abbgt o e 1,
104 UIME.( ‘
ok eiyletiideywen M” h;lum:sﬂrq‘daydnﬁmhwwg\iqmom S5, MO S5 USA
oy Inkeuest hypet Ceba shoadd e admiisered arce Gl  the Loemed o H Lin0ick S
uiely kresa, v fio- L2 & 2 momig o "
e mmaﬁmmks *’%&"“ it or whout ood, ol .
Agidken ™ rackons. Tpoknesi. e,svu ral g2, Fypes sp'::ﬁ 2005 Forest Laborarates, e
jsmenarmza’ K e, 2z, Rae: vl coralin, HpeeEsa, o G s
it Decreased 2% &, st mmnwm-nmnhdwmw/
Yewita . k- Endocrine Disorders + A Typohyioeism, goiky, Gyees- ‘«r«'asoﬁrq i
Respiratory System Disorders. . _ masta,
U o T k. 8% € Gostoitestial Disorders - Fipquart sd ovased, fts el recel rpaament Cooa thou be used vilh cnon in
% T ey, met gasuis, gasv rogrects, siomts, eriaion,  palients v severe ranal ingaimar.
e k3 a5 emoross, ot giding onghes, escpragts, Tmmmpmmmm
Urcgenttal ﬁ.vzwks.gﬂwmc‘\dec i, cholobriasis, dooceral Mh&iﬁm%udtmh&n
‘Eaadien Dsrdor?? % % o iaring Wit bsgiontas e dovoped cmphcions RQav pro
Inpelence? ot ey ey



