
Dlrecllons for Use
Reod oll of lhis pockog€ leoll€l corefully betore you slorf foklng lhls m€dlclnol produci.
- Keep fhe pockoge leofel, lf moy be possible thot you would llke lo reod ll loter ogoln.
- lf you hove ony further qu€slions, pleose osk your doctor or phormqcbl.
- This medicinol product hos been presctlbed personolly for you ond must not be possed on to others.

lf moy.horm lhem even lf lhek sympfoms ore the some os youls.

Thls pockogo leollel conloins:
I. Whol ore Pqroxolo 40 mg flm-cooled loblels, ond whol ore they used foP
2. Whol musl you heed before toklng Poroxolo 40 mg Fi|m{oqied toblels?
3. How ore Poroxolo 40 mg frlm-cooled tqblgts to be token?
4. Which slde effects ore possible?
5. How ote Poroxqlo 40 mg film-coot€d loblefs lo be stored?

Acfiv€ subsfoncer porox€line hydrochlodde

Th6 phormoceufimlly 0clivo Ingrodlonl ls porcxsline hydrochloddo.

Eoch lllm-cooled hblsl conhlns 44.4 mg p0rox€fln€ hydpchloddq corcsponding to 40 ng
mroxolln€.

Tho olhsr Ingrsdlonls ore:
c{doxymolhyl dorch $dlum (lypo A) (Ph.Eu[), micrccryst0lllne collulGo, c0povldon€,
hypmmdlo$, m0gneslum sleototo (Ph.Eu[), mnn[ol (Ph.Eur), collold0l sillmn dioxlds,
lolq llhnlum dloxldo (E l7l )

Phomoceullcol hm ond mnhnh
pqroxdq4omg.,ftlmrQooled tqbtets qro ovqllqblo in pqcks @ntoinlng.,2o, 50 ond loo
lllm-cooled tqblsls-

| . Whol ors Pomroto ,10 mC tllm-cootsd tobleL, ond wh0l dto they Bsd lon
Poroxolo4om0 fllm-molod tobl€h 0ro o msdlclnol producl h trcot srloln psychlotrlc
dlsordsF (0n[doproi$nl, seloclivs ssrolonln ro-udoke inhibnor [SSRI]).
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Porox0lo 40 mg fflm-mqfsd toblsls ore us€d to lr00l
- dspr0slvo lllne$s (splsodo of molor dsproslon)
- obslvo-c{npulsivo dlsrdor
- ponlc dlsord€r wllh or wllhoul ogomphobio (leor ot leovlng lhs houso, snloring bulldlngs,
belng In crowds ond 0n publlc plocss)

-soclol onxloly dlsordsr/soclol phoblo (onxloly lo mok€ 0 lool of onosslf In tronl ol olhor
psMns ond lhus qvoldlng lo g0l Inlo contocl wilh olhoF)

- generollsed onxloly dlsordsrc
- posl-lnumotc sfes dlsrdsr (onxioly oi€r sevsrs troumollc ovonls, such 0s cor occldenl,
physicol slrolo noluml dlsostsr)

2. Whot mBt you he€d before lotlng P0loxoto 40 ng lllm-mated tobtels?
Poroxolo 40 mg lllm-cooled toblols musi nol b€ toksn:
- ll you oro hypercensllivs (oll€rgic) lo lie phomocsutlmlly oclivs subsloncs poroxeflno or to
ony ol lis olh€r Ingndl0nls ot Poroxolo 40 mg lllm-coolod loblsts.

- ll you concumnlly lolG medlclnol produch thot InhlM lfto body-own snzym€ monmmlne
oxlrloss (so-c0llsd lrA0 Inhibll06). Tr€olmonl wilt Poroxoto4omg fitm-cootod toblsls
con b€ Inlliolsd lwo wosks 0l lho s0rllesl ofer dl$onllnu0fion ot 0n tfiovsFlbl€ MAo
Inhlbltoror 24 houts il ths iodlssl ofier dlsconlinuotion ol 0 rovmlbto MAO InhlOnor 1i.g.
mmlobeinlds). Al lsost ons w6ek should poss belw€€n dlsmntinuolion ol Porcxoto 4d mq
fl|m{o0fod hblsh ond Inlllofion olthenDi wllh on MAO lnhlb[or

- lt you ore mncurenlly lre0hd wfih lhlorldozlns. Pomxolo 40 ng fllm-cool0d hbtsts con
Incts0sg lho mncenlrollon 0l lhloddozlno in lhs blood (sss sgcllon "lnlsrocllons wllh olhsr
msdlcinol prcducts). Admlnistrollon ol lhloddozlno olono con lsod lo 0 protonood 0T
Inloruol (prolongolion ol o poil ol lho spmod 0l sxcllollon In lho h€oil detectobts In ECG) In
ossoclolion wlli s€vere venliculor 0trhylhmlos suctl 0s lo60dos ds polntss (csdoln ssvor€
lom of oftylhmlos) ond sudd€n d€01h.

Speclol w0llon when foklry Poroxolo 40 ng flln-@oled loblels ls tequlrod
Aller lhe ofd ol fieolmenl wili 0n lrwotsibl6 MAO InhiblloL tro0tmenl wlth P0roxolo 40 m0
lllm{ootsd l0bl€ls should bo sloned coulioustv nol unfll oner Mo wssks or l.s. onsr ho oni
0l lroolmenl wilh o reve$lbl8 MAo Inhlbllor nol unlil 0llfi 24 houts, ond lhs doss should bs
Increosod gmduolly up to lhs opllmol ollecl (soo $clions 2. 'Whol niusl yo! hsod bslm
loklng Poroxolo 40 mg fllm-coolod loblols?' und€r'P0nx0l6 40 mg lilm-mol€d toblols musl
nol ba loksn' ond "lnlsmclions wilh olher modiclnol prcducls).

Tho cllniml plcture ot deprosslv€ lllns$os ls ossocloled wilh 0n lncrfis€d risk ol sulcldol
lioughls, sofi-dom0glng beh0viour ond suiclde. lhs risk p€$isls unfll cleor remlsslon occurc,
whtch b posslbly not lho cosg duilng lhs frsl lew wsek or moro. Tho polionls should iherslon
bs cls0ly monilorod unlil lmprov€nenl occurc. Clinl@l oxp€rlsncs wlli onlldspr€ssnl
li€t0pl€s gsnsrolly shom lhol lhs rlsk of suicldo moy Incro0s€ In lhe mdy slogss ol recovsry.
olher psychioldc condlllons for whlch P0mx0l6 40 m0 flm-cool€d tobl€ls ors proscrlbod con
olso b$ o$triolod wllh 0n Incnos0d rlskolsulcldo. In oddlilon, lh60 mndlllons mov occur
log€lher wllh o depNivs llln€ss (spisod€s ol m0lor depresslon). Tho smo pr€mulions
obs8ru0d whon lrmling pollonh wllh dspnsivo lllnssos (splsdss of moior dsproslon)
should lh8reloro b€ obsoru€d whsn fs0fing polienls wllh olhsr psychloldc dlsord0R

ll ml ohonvlso prelcrlD0d iy lio doclot, lhs usu0l dose ls: .

Dopreslvo llln6so!
Tho Iscommondsd dce ls 14 fflm-cooled toblsl (mrcspondlng lo 20 mg p0rox€fin€) psr
d0y. In gon€rol improvemsnt s1oft 0lt0r one woo|( bul moy only becoms evidonl lmm
lho socond woek 0l li8ropy, As wllh oll onlldepN0nl m€dlcin0l produch, your doclor wlll
wlsw lho dosgs ond odjrS [, ll necs0ry wilhln 3 lo 4 wselc of Iniflolion ol lhoropy.
Aff0Mords, youl doctor wlll odjusl lho dose occordlng h lho cllnlml cours. ll you do nol
suiiclonily respond lo lhs rscommsndsd doso ol !4 lllm-molsd loblol (mrosp0ndlno lo
20 nig pou0line) per d0y, your dmlor moy groduolly Increo$ lfie doss, d€pending on your

.-. -rupqqss, In I 0 mg sl€ps u0lo g moxlmum doso ol I y. nlm-cootsd toblols (cor€sponding
to 50 mg poroxsilno) p€r doy.
Pollsnk wllh dsDrNlon should bo tuihsr lroolsd lor 0 suffclsnl osdod ol 0t l€0sl 6 monlhs lo
emuro lhot lhsy 0r0 fr@ trom symploms.

obssdve-cirmpulsiw dlsordsr
Tle Ismmmondod doso ls I lllm-co0tod loblot (corcSpondlng to 40 mg porox€flno) psr
dof Thd Inliol do$ should b€ y, fllm-coolsd t0bl€l (mrospondlng to 20 mg poroxelino)
por doy ond moy bs Increosed groduolly In I 0 mg Incromenls lo lho ncommsnd€d doss. ll
you do nol sunhbnlly rospond lo lho rscommsnd€d doss onor somo wosls, your doctor moy
groduolly Increos lhs d0$ up lo 0 moxlmum ol | |l lilm-coolsd lobl0ls (corospondlng lo
60 mg poioxoilno) p€r doy.
PoIsnh wllh 0n obsosslve-compulslvo dlsordsr should bs trsolod lor o sulllclenlly long porlod
l0 onsuro lhol lhsy ore fos |rom symptoms. Thls pedod moy bo s€vor0l monlis or mon.

Ponlc disord€r
The rscommsndod dos0 ls I llh-coolod loblol (correspondlng lo 40 mg poroxellns) per
doy. Ths Inlllol do$s should b0 y. fllm-cooled lobl8l (corospondlng lo l0 mg poroxollne)
p€I doy ond should, dopsndlng 0n lhe rsponsoto lhsropy, b0 Incroosod In l0 mg slops up
lo lh€ ncommsndsd ds0. A low Inlllol doso ls rocommondsd ln ordsrlo mlnlmlz€ lhs risk
ol0n oxocorbolion olponlc symptomolology, whlch moy gsner0lly occur In ths oorly phosg
ol lhs ponlc disordor lo bs lroolod. ll you do nol sufllclontly rospond lo lhe rocommended
d0se 0n0rsom€ weoks, your doclor moy Incr0oss lho doss grcduolly uplo 0 moxlmum ot
I h fllm-cootod t0bl€ls(c0r6spondlng lo 60 mg p0roxollns) por doy.
Pofisnts wllh 0 ponlc dlsord€r should bs lro0led lor o sufi|cbnlly long porlod to enff|frot
lhgy 0r0 1re0 lrom gymdoms. Thls porlod moy b0 sovorol monlhs or more.

Soclol onxlelv dlsildil^oclol phoblo
Tho rocommonded doso ls h lllm-coolod loblol (cotrospondlng to 20 mg p0roxsilne)
por doy. ll you do not su|licbnlly respond lo lho rocomm€ndsd doss on€r somo wo€lG,
yout doclor noy groduolly lncrooso lho dos0 up lo 0 moxlmum ol I y. fllm-coolsd toblsls
(str*ponding lo 50 mg porcxsilno) por doy.
Iho bsnsfit 0l lrsolmonl should b0 rovlewod ol r€gulor Inl€uols durlno long-tsrm tr€olmonl,

Genorollsed onrlolv dlsordor
Tho r0commonded do$ b h nlm-coolod loblol (cotrespondlng lo 20 mg poroxsllns) p€r
doy. ll you do not sultlcl€nily rspond to lho rocomm0ndod dose 0i0r soms wee|s, your
doctor moy groduollyiffioosslhe doso In l0 mg sNops uplo 0 moxlmum ol I % fllm-cooled
loblols (ffirsponding lo 50 mg pomxelln0) p€r doy.
Ths bonsil ot toolment should bs reviswsd 0l reoulor Inloryols durlng longlom lro0tmsnl,

Posl-lmumollc sll ss dlsordsr
Ths resmmended doso ls |/, lllm-cootod loblot (corospondlng lo 20 mg p0roxstlne) psr
{toy, lf you d0 nol sulliclonlly r€spond lo lhs rsconmended dos0 olt€r some wsols, your
doclor moy gmdu0lly Incre0$ lh8 dos In l0 mg stsps up lo 0 moxlmum ol I y. fllm-coolgd
loblols (corsspondlng lo 50 mg porox€fins) psr doy.
Ihs bsnefl 0f lroolmont should be revlowed 0t regulor InloNols durlno long-l€rm lrsolm€nl.

Commonl lor usogo
You should hl€ P0r0x0lo 40 mg fllm-coolod l0blols onc€ dolly, logslhsr wllh brsoK0sl In lho
momlng.Ihofllm-moled loblsls shNld b0 sollow8d, lf posslbls, unchswsd.

WlthdiMil linploms ilter lie end 0l tieofmont wltt Pfioxoto 40 m0 fltn.cooted
loblols
Abrupt djsconlinuolion should bo ovoldsd (sss sslion 2. "Wh0t muslyou heed betors toklng
P0roxoto 40 mg lilm-cootGd loblohf under Speclol coullon when liking P0roxol6 40 mg
fllm-co0hd loblels ls mqulrod) ond scllon 4. 'Which side sltecls qro po$lble?' under 'Sldo
sf€cls): In cllnlcol sludl0t lhs dolly dose wos reducod by l0 mg per doy ol wookly Inl6N0ls
dudn0 lhotoporphq$.
lf Inlolsmblo vdlhdrowol symptoms occur oflsr dos6 rsducNlon or dlsconllnuolion of lho
m0dlclnol producl, Inlom your doctfl Ho/she moy conslder thot you hks 0g0ln your doss
provlously hken In ord€r lo d0cr€ose il lhen In sm0llsr steps.
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ll you nollc0 your sulcldol lhdghE ond 3oll-domoglng Inl€ntlont lmmrdlotrty Intom your
doctor or coioglverl
Tto risk ffn bs incrsosed, po,llculorly lt you b€tong lo lho group of young odults beiwoen
l8 ond 29 ymts, lf you hfls oksody m0d0 o sulcldo oltsmp prior lo iroolmont or It you
hove sv8r lhoughl of sulcid€ or il you wots 0l hlgh ilsk ot sulcldo, ond your doctor should
clos8ly monllor you. ClG0 monllodng ls olso recommendod lf you hov€ nol ysl bssn feohd
wllh on onlldeDrssonl.

Uso ol Porox0l64omg Rlm-cooled loblels con bs connsled wllh lho dovolopmenl ol
ir @ndlllon of innsr resllessnN qnd Inotillly to sll or stond slilt, usuolly o$ocht€d wlth
subleclivedlslr$. Thls occuF poillculorly In lho llrslwoels of lmlmsnl. Doss Incre0sos mn
bs defimentol In lheso cosos.
0n rore occoslons, dsvelopment ol edoln concursnt serolonorgic ellscls (ssrofonln
syndrome 0r neumlepllc mollgnonl syndmmsliks wenh) moy occur In ossoclollon wlli
heolmonl of Pomxolo 40 mg lilm-molsd loblels, poiliculorly whsn glv€n In mblnoflon
wllh olh€r ssrolonerglc ond/or n€urclepllc $bslonc6. As thso syndromes moy posslbly
rcsul In polenllolly lifo-thrcolenlng condlllons, lreolmenl wllh Por0xol6 40 mg lllm,cooled
tobloh should bo dlsconlinusd It such evenls (choroc:l0risod by o ssrlss of symptoms such os
lncrcme In bodyl€mperoluro, rigldlly, musculorlwllchlng, oul0nomlc Insloblllly wilh po$lbls
ropld llucluolions olvll0l p0romslsts [0.9. msplr0lion ond bl00d pnsurs], ment0l chongos
hcludhg @ntusion, lflilobllny, exlremo ogllollon progrs$lno lo dsllrlum ond como) occur,
snd supporllv€ symptomolic lre0tmonl should bs Inlllol€d.
Porcxdo4o m0 fflm-m0lod lobleh should not b0 ussd In comblnollon wllh serolonln-
pt€cuFoF (such 0s L-lryplophon, oxfirlplon) duo lo lhs rlsk ol o sorolonorglc syndromo
(ses ssclions 2. "Wh0t nust you hosd b8loro loklng Poroxolo 40 mg lllm-cooled lobl0b?'
under 'Porcxolo 40 mg film-coolod loblgls musl nol b0 lokon' ond 'lnlorocllons wllh olhor
medlclnol producls).

Inbm your doclor lt you suller or hwo sullorsd from ons or moro ol lhs tollowlng dls0osos.
Trcolm0nl wllh P0rox0l6 40 mg lilm-coolsd t0blsh musl b0 corled oul wlth spocl0l coullon
ln lhe$ mss.

Monlc qisodas (obnomly ilphoilc ot lrdloble mood): As wllh 0ll 0nlld0pr6$0nls,
P0rox0lo 40 mq nlm-cooled tobloh should b0 dlsconllnuod In 0och pollonl onlsrlng 0 monlc
0Dts00e.
Seven Mol dltsfinclion u hepolic lnsuficbncy: (seo 3. "How ors Porox0lo4o mg
lilm-coolod toblsh l0 bs loksnf under s0cllon 'll nof olhoNlss prescrlb€d by lho dochr,
lh8 usuold$e ls:).
Epilepsy il selnns:Ovorcll lhs Incidoncs ol solzurus ls lK lhon 0.1% In 0ll potlents
keohd w'li Porox0lo 40 nig film-cootod hbl€h. The prsporolion should be dlsconllnuod
ll solzilros occul
Aqbsbs melllfiE:tleolmsnt wllh P0rcx0lo 40 mg film-coolsd loblsls moy 0ll$ olycoomlc
conlrcl, ond lh€ dosgs ol Insulln ond/or orel onlidlobotis must bs 0djusl0d.
Colncldenl eleclnmwhlw ll6rory lhots ls only llfll€ cllnlc0l expodence oboul
mncomlt0nt uss ol Poroxolo 40 mg fflm-cootod lobl€ls wllh elsclrmonvulslvo lhoropy.
Exlsllng cl$od-ongle glou@mo (qillfrc lom ol lhe diseosa glau@no) or gloumno
ln lhe mdi@l hldoty: l$ wllh olher medlclnol prcducls ol lhls subsN0nce clo$ (SSRI),
Porox0lo 40 mg fllm-cooled toblsls con couso dllolod pupils In mru 6s.
Hffin dises ln lre nedlcol r/s/aryr Th€ usuol pr€mullohs should bo obs€rued.
Rlsk ol hwonotomlo (wead sodium volu6 ln blood), poiicUlilly ln eldsly
pollenls, 0.9. dae lo nlncldnl lnlolQ of oilw nadlchol ppducls ot due lo dtrh6ls:
Hyp0n0lr0oml0 ls gonerslly reveGlbb onsr dlsconlinuolion ot P0rcx0l6 40 mg fllm-molod
hblols.
l(tow bkedl@ lendenq/, blsedw ln flre nedlml htslory pnsilE of'towulng
t0d08 bt bhedfiU, lrealnml wllh medunol producfi lnewsing fiB bledlng rlsk
(Ml anfieogulonE medloinol pmducE lnpohing plolelel tuncilon or oil,il medidnol
Wdrcl|lMshrg Lte bleedlng dsk such os olMffil onllpsycholl$ srch os clozopino
nMIepflB ot lhe phenolhlozlne W, nosl ol lrlc]Eilc onfldapEffinl' awillwic'irc14 non-slbtoidol anlhhilmoli$, COe hhbiloE): Blesdlng of skln ond mucoso such
0s omhymosc (lorge-scdls skln bl€odlng), pueuro (smolldol, red skln chongos) ond
bloedlng In lho goslrolnl0sllnol fod won ob6sil€d durlng lroolm0nl wllh Poroxolo 40 mg
fflm-coolsd loblsls or olher m6dlcin0l prcducls of lhls subsionce clos (SSRI). Eldsrly poll€nh
ore posalbly ol Inct€o$d ilsk.
Aior lh€ ond of lhsrcpy, wllhdrowol synploms commonly occur, porlicutorly lf
Poroxolo 40 mg li|m-moled lobloh or0 dlsconllnuod obruplly (s6s sscllon 4. 'Whlch sldo
sllecls oru po$lblof undsr Sldo sfiscls), In cllnlcol sludles, odvsss wonls $€n on
lrcolmont dlsconlinuollon omurod In 30yo of polionls tsotod wllh Poroxolo 40 mg lllm-
cooted loblots @mpor€d lo 20% ol pofsnls r€cslvlng 0n agonl-lroe modlmlion (ploc€bo).
Tto oeurence 0l wllhdrow0l symdoms ls nol lho somo 0s lhs drug bolng 0ddlcilve or
prcducing deponden$.
Ths risk olwllhdrwol svmploms moy bs dep€ndonl on ssvolol loclors Includlng lio durollon
of lhempy ond dosoge ond ihe r0l0 ot dos€ r€duclion.
Dlzzlns$, ssnsry dlslurboncos (lncludlng flngllng In orms ond l0gs ond olsclric shock
sonsllon), sleep dlslurbsncos (lncludlno Inlons€ drs0ms), Inno. rosll0$nos ol 0nxloly,
nouseo, fiemor, confusloo sweollng, hoodochq dlorhoso, polpll0flons, omollonol
Inst0bllily, ltrlloblllly, ond vlsu0l dlsNurboncos hovs b00n rsporlsd. MosN ol lhose symploms
0r0 gsnsrolly mlld t0 moder0le, howwer, In somo poflsnls lhey mqy ds b0 sovors ln
Inlenslly. Thsy usuolly occu wllhln lhs ird fsw doys ol dlscoillnulng rsomonl but lhore
h0v0 bsn vory r0rs reports of such symptoms In pollsnh who hws Inodvedsnlly mlsssd 0
doso. G0n6r0lly, lhgs symploms orcsell-llmlllno ond sponlonoously r0s0lv0 wllhln 2 w€oks,
though In some Indlvlduqls lhoy moy b0 prolongsd (lwo lo threg monlhs 0r m0r0 oflsr lho
ond ot trsotmsr|D. I ls lhsrelore odvi$d lo dl$onllnu€ lrsolmonl wilh Porcxol@ 40 mg
flm-moled lqblols oroduolly by sl€pwl$ roduclion In lhs dse ov€r 0 pstlod 0l sererol
wosks or monlhs, oc@rdin! lo lho pollonfs nesds (s€0 socllon 4. 'Whlch slds sfiocls 0n
po$lbbf undor 'Wflhdrowol symploms oner csss0lion 0l foomenl wllh PoroxoP 40 mg
flm{mt€d loblols').

Uso In chlldnn ond odoloscsnls undsr l8 yeoF ot ogs
Porcx0lo 40 mg lllin-cootod toblols should nomolly not b0 ussd for children ond odolssc0nls
und€r l8 yeon. Also, you should know lhol p0llonfs undor l8 hovo on Incle0ssd rlsk ol
slde-elf0cls such sulclde oilompt sulcldol lhoughls ond hosllllly (prodomlnonlly oggrosslon,
oppclllonol bshovlourond ongsr) whsn lhoyl0kslhls dss ol modlclns. D6pll0lhls, youl
doclor moy proscrlb0 P0rox0l6 40 mg lllm-coolod loblsb lor pollonls undsr l8 bocouso
h6/sh0 docidoslhotlhls ls ln lholr bosl Inlor0sls. ll your doclor hos prescrlbsd Poroxolo 40 mg
film-mdlsd loblots toro polisnl undor I I ond you wonl lo dlscuss ihls, plo6e go bock lo your
doclot You should inlom your doclor ll ony ol lho symploms llsl8d ob0v0 dsvslop 0r w0B0n
whoii polisnls und€r l8 ore loklng PoBxolo 40 mg fllm"coolod loblel0. Also, lho lono-l0m

onfltrn (r.tt sdn doda!
Poroxolo 40 mg lllm-mlsd hblsls should not be ised lor lhs lreslmsnt ol chlldpn ono
odol€scsnls, os In controllsd clinlcol sludios 0n Incroossd risk of sulcldol ond hoslllo
bohovlour wos dstecled. In oddllion, In lhoso sludls otficocy hos nol been odequolely
d8monslrol€d (see seclion 2. 'Whot musl you hoed b6ton loking Porcxolo 40 mg lllm-cooled
l0blsls?' undor Spociol c0ullon whsir hkinq Porox0lo 40 mg fllm-coolsd hbleh ls tsquliod)
ond soction 4. 'Whlch slds etlscls ore posslble/ under'Slde sflecls').

Chlldr€n oosd bslow 7 vooG
Ihe uso of Poroxolo 40 mg fllm-@olsd hblels hos nol bssn studled so for In chlldrsn of l€ss
lion 7 y00rs 0l 090. Pomxolo 40 mg llm-coolsd loblels should not be used, os long os solely
ond elticocy In lhls 090 grOup h0v0 nol boon ostoblishsd.

Dosogo In gldorlv poll0nls (ovsr 65 voqrc)
Incroosed plosmo conconlrollons ot poroxsllns occur In elderly subjscts. bul lhe ronge of
lhoso plosmo conc€nlrollom ovorlops wllh lhol moosured In youngs odulls. Tho Initlol doso
should bs chossn occordlng lo lho dosogo rscommondollons slolsd obov€. Incrsoslng lh€
doso mov bs us€tul In soms cosos, butlho moxlmum doso should nol 0xc00d I lllm-coolsd
loblol (cor0spondlng lo 40 m0 porox0llno) pfl dqy.

D0s00lln lmpqlrid iopqllc 0r. renql.lrnallQn
llyou 8ufferftom 0 sovoro r0n0l dysfuncllon (croollnlne clooronco < 30 ml/mln) ot 0 hop0llc
dysluncllon, on Incroorod poroxollng conconlrollon In blood occurg. h lhosg cog$, low0l
d0r0g0s should be Nod. tor lhlr roooon, con8ull your doclor,

ll you iflo tolon 0 hlghsr qu0nllly ol Porex0p 40 m0 tllm-@otod |oblob ilt0n yol should
Intom your doclorwho con docldo on m€o8ur8s pGslbly lo b0 loksn.
In oddlflon lolhosymploms llslod In lho socllon'Sldo olfocb", vomlllng, dllolod puplls, blood
prossuro ch0n00s, h00d0ch0, f0v0r, Involunlory mu$10 conlrocllons, molorlc r€sllossnsss,
Incroo60 In lho hsorl r0lo ond onxlsly con occur os slgns 0l on ovsrdos0. In such 0 coss,
plooso obsoluloly consull your doclol

ll y0[ h0y0 lorColol t0 tolo Po]ox0to 40 n0 llh-co0ted toblets
ll you h0v0 forgollon lho prccsdlng Intoko. do nol toke doubls lhs dce.
Inl0ke of P0rox0l6 40 mg lllm-coolod toblels ls to b0 conlinusd 0s prNibed by lho doclor

Eftec|3 It treotnenl wltt Plrorolo 40 mC ffln.co0led hblels ls dlsmntlnftd
Poroxolo 40 mg lilm-co0lsd hblols should nov€r bs dlscontlnued on your own responslbilily.
Ths succas of lhompy con bB sndongorod lhorsby. Inlorm your doclor lt Intoler0ncs,
ponlcul0dy skln rosh, 0ccu6 or your cllnlcol plclurs chong€s.

4. Whlch sldo efiecls ore posslDlo?

Llks 0ll medlcinol prcducls, Poroxol6 40 mg lilm-cooled t0blsls mn hovs sido elfscls.
Somo ollhe 0dv0F0 roocllons doscrlbsd b€low moy dscnoso In Inlonslly ond lrequ€ncy wllh
conllnu€d lreolmont ond d0 nol gonsrolly l00d to co$ollon ol lhempy. Adv€F€ reocllons oro
llstod below omodlng lo orgon sygoms ond lrcquoncy,

The lollowlng lr€qusncy dolo ls lho bosls lol lhs 0sss$msnl 0l sldo sll€cts:

v8rymmmonr I moro lhon I ln l0lrsoled p0ll€nls
common: I lossthon I In 10, bul molo lhon I In 100 lr€0led p0fienls

le$ lhon I In I 00, bul m0r0 lhon I In 1,000 lrool€d pofienls
l0$ lhon I In 1,000, bul more lhon I lf, 10,000 llaoisd p0llenls

roG: I le$lhon I In 10,000 lr00lsd pollenls,

Slde ettecls

Bl00d ond lymphoilc svstem dlsords$
Uncommon:obnomol bloodlno, pr€domlnonllyotlheskln ond mucous msmbrones (mqlnly
so-coll€d scchymosls)
Vsry r0re: lhromboc9oponlo (reduction In lhs numbsr ol blood plotelets) . {
lmnuns sYslom dlsortbF .
Vsry mtg: olleElb reocfions Includlng nglio rosh (udlc0rlo) ond wslllng, pmdomlnontiy
otl€cilng lhs locs (Quincke3 oedemo)

Endocfino dlsordsts
Vsry nts: Incroqs0d relgos€ 0llho homonoADH whlch rugul0lss lhs wol€r boloncs

lrelobolism ond [uldllon dlsordsn
Common: lo$ ol oppelih
RorB: l0w0r0d sodium volues in blood (hypon0lroomlo)
Lowored sodlum volu€s In blood hove been rcporled prsdomlnonily in sldorly pollsnls ond
ore oflribul0ble h sms msss lo 0 dlsord€r ol lho h0m0n0 ADH whlch rogulol€s lhs wolor
bolonm.

Psvchloftlc dl$rdsts
Common: somnolsncs, slgeplessno$
Unmmmonr contuslonol slol€s, holluclnollons
R0rs: monlc leocllons (obnormolly €uphoilc or lrrltoblo mood), ogilotlon (slolo ol
oxcllolion wllh Incrsossd hyporoclivlly), cilxloly, depsrconolisollon sxpsrloncs, ponlc
oflocks, okolhlsl0 (lnoblllly lo rem0ln slnlng In 0 reloxod monnsr) (s€e s€clloi 2. 'Wh0l
must you h88d botors loklng Poroxolo 40 mg film-co0tod loblobf undor'Speclol coullon
whon l0king Porcxolo 40 mg lllm-cooled loblets ls roqulred').
Thse symptoms noy ol$ osul duololho un&llylng dlsooso.

[cn@!sq!E[-di!9nbE
common: dlzlhN, lremoi
Uncommon: obnornol Involunlory movomenls (exlmpy|omldol disordsre)
Ror€: selzurgs
Vory r0ro: s0rolonln svndroms (sYmploms: molodc rcsllsno$, contuslon, ss0ling,
holiucinollons. lncreosed reflexes, dlevol€d musculor l€nslon, chllls, lncle0se in lhs h€oll
rots ond lrcmor)

Movononl dlsold0F (oxlmpyromldol dls0rdgs) Includlng longsrl€rm contrccllon ol toclol
musclos (ololoclol dysNonlo) hov€ boon Isp0ded. Ihs symploms uncommonly osurco In
pollonls wllh underlylng movgmont dlsoldoF or concurrenlly lle0led wilh nsurolepllG.

Evcdlrg(laE
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opposilionol bgh0vlour ond ong€r) wh€n lhey hks lhls clus 0l medldns. Dsspile lhls, youl
doctor mov prscriba Poroxolo 40 mg nlm{oohd loblsls hr polionls unds l8 b€couso
he/she dedds tttol tiis ls In ih€lr bosl inlorcsls. It your docfor hos ptscrlbed Poroxolo 40 mg
film{ooled.toblsls l0r 0 p0lisnf unds 1 8 ond you wonf lo dlsu$ lhls, ploffi g0 bock lo your
doclot You should Intom youi doclor lf ony oflho symphms listod obove dsvslop or woFsn
whsn poli€nh under l8 ore l0Kng Puroxolo 40 mg film.coolsd lobl€ls. Also, lho long-bm
s0l6ly dhcfs mnc€mlng grcwlh, moturoilon ond coonifiv€ ond bohfliourol dsvolopmsnt 0l
FooxoP 40 mg flm-coohd t0blols In lils oge gmup hwo nol ysl b€en domon$rolsd.

Eld€rlv polisnls (ovor 65 vmrc)
seeEdon 3=w?tPoroxd" 40 mg fllm-cooi€d hbl€B lo bs toksn?. under.lf nol
olhsMls prescribsd by lho doclor, fis usuol dos lsf

Preononcy
Asktour dodot's or phomocisfs odvi@ bshro tqking ony m€dlcinol product.
No sufrcienl ilpsd€nce ls Mllobl€ in pregnonlwomen, Porcxolo40 mg ilmsotod tobl€B
should lh€refon be us8d dudng pr8gnoncy only in compelling n*Fily ond qller coretul
!$essm€nl of lhs bsnsffi-dsk r0li0.
ll you plon lo bgcome pr€gnonl or il you bs@m€ prsgnonl durlng lroslm€nl mnsuli youl
doclor. Abrupt wilhdrtrol ot Poroxolo 40 ng film-cosl€d loblsts durlng prcgnoncy should bs
woldsd (se seclion 'wilhdrowol symploms ollsr lhs gnd ol fioolmsnl wilh P0rcxoP 40 mg
nlm-cootod hblsls').

Neonoles should bo obseiled if mqfemol use ol Potoxolo 40 m0 nlm-cool€d loblds conlinu€s
inlo lh€ lols $ogee ol prognoncy (porliculorly in tho lhlnl fiimesl€r).

ile followinq symploms moy oc€lr in lh€ n€onolo ofermolsnol use of Pomrclo 40 ng
f|m-cooled loblbb h lole stdgos of pregnoncy: dyspnoeo, bluish dlscolorolion of lho skin
(cyonosis), t€spirclory 0161, sslzuns, chonging body l€mperslure, dlffculll€s -wnen
drinldng, vomifing hypoglycoemio, elsvsl€d or lo,{ef€d blood pressurg, Increosed cflfl8s,
temot onxlotrVneruous lr€mbling; itrilobilily, lslhorqy, dmpinffi, slsep dislulbonces ond
consioni crylng. T16 symdoms cqn be due eilher lo sflecls on ssrotonergic m€lubofism 0I
dus lo wilhdwol symplom. In lhs mojorily of cqs, lhe comFllcotios bogin imnediolely
or vsry soon (lNiion 24 houF) on€r birlh.

Loc'lolion psriod
Ask yolr docJor's or phomoclsfs 0dvlca beforo toKng ony mediclnol producl,

As lhe oclivs subshnc€ poroxolins pos into molhe/s mill( Ponxolo 40 mg flm-coolsd
loblels mu$ nol bs lssd in lho loctolion Dsriod unl€ss lis oxoecl€d bsnefit tor lie molior
outwelgialie potonliol risklorlho chlld.

Abiliw lo diivO Und uss mochins
An Influoncs on lhe oblllly lo ddvs ls g€nerolly not lo be oxpecl€d. In lhs IndMdudl mse,
hfl€vor, unloresemble othcrls on lhg cgnlrul nsilous syslem. podiculody otthe beginning ol
lrsolmgnl, connol bs scluded. Caulion is lherefore reoulred,
Concurent comumplion ol .olcohol ls gen€rclly nol odvised during treqh€nt wilh
Poloxolo 40 mg film-coqleddoblels.

lnlerocfloN wlli olhel m.dlclnol otoducls
Pleose Inhrm your doclor or phomoclst lf you ore toking or how menily hken olhor
msdicinol pmduc'ls even It lhes€ 0ro medlcinol prcducls not subJscl lo m€dlc0l pmdplion

Sutrslonc€s Inl€ilerino in lhe ssroton€rolc s'rstem
@es€ohnergic sy$€m, so co-odninisfisllon
0f olher subslonc€s 0lso Inhrlsdng in iis sorohnsrgic s1slon (s.9. MAo Inhlblloc.
L-lryptophorvofiipl0n, lriphns logenh ogoinsl migroir€], iomodol, linezoll4 0li6r
SSRI9 lililun ond sl. John's wod pr€pomlions lHyporicum podomlum]) moy leod lo th€
occurenG ot mropondlng eflecls (smtonin Endrcmer se€ sscllons 2, whot musl you
hftd before loldng Pomrslo 40 mg flmsoled i0bleh7 undsr 'Porcxsl@ 40 mg fllm-coohd
lobl€ls musl nol bs lokgn' ond 'Sp€ciol mulion when toking Poroxqlo 40 mg ilm-coohd
lobleh ls requlred).
Coulion is 0dvisod ond dNr cliniml monilodng is rcquiFd il you oceivs lhse medlcinol
pBducls In mmblnolion wili Pomxolo 40 mg ilm-mol€d lobleh,

Procvclldin8
Doily Inloke ol Poroxolo 40 mg fllm-cooled loblsls dgninconlly incrsosss lho blood lev€l
ot prccyclldine (medicinol producl ogolnsl Poilinsn's diss0ss). ll onlichollnergic €fl€cls
(omong olheB dry moulh, visuol disluD0ncs, mnslipolion) occur, lhs dose of procyclidin0
should bo rsduced.

Aosnls 000insf ssizuE (ontieoiteful
dodomoaplnr, phsnF6lN0iEil;--ocld. concomitonl odministr0lion doos nol soem to
hws ony slhcl on li€ phom0coKnslic/phormocodynomic pmfils in epll€plic polisnh.

Drug-metobollsino gn4m€s
Ile melobollzolion of p0rox€fin€, ils disiibulion ond.ih exddion (phomocokinslis) con be
innuenc€d by oclivqlion 0r inhibilion ol drug-melobolising enzyms,
When Ponxolo 40 mg film-cmtsd lobl€ls ore @ncurently usd wilh subsNoncs known lo
Inhibil drug-m€hbolising Bnzym6, poroxeline should be dosed in ltre low€r ronge.
No odjuslmenl ol lhs Iniliol dos0ge is nocosory whon Porcxolo 40 mg flm-moled loble'ls
ors used togslher wilh o loown en4me-inducing medicinol produc{ (€.9. corbomozepine,
dfomplcln, phenoboDltol, phonyloin). Eoch subssquenl dose odJ!$inenl should b0
delermined by lhs cllnic0l efecl (sficocy ond hl€robll[y),

Medlcinol Dmduct lhs detmdolion 0l Mich is Infruencsd by Pmxslo ,10 mo film.tooled hblsb

Inhibit 0 enoh ltus snzymo Involvod ln lie degrodolion 0f m€didnol prcduds (cylochrome
P450 onzyme CYP2DO). Inhitrflon of lils en4me moy lmd to incroos€d plGmo
consnlrolions ol cNdminislered mdlcinol producls 0ls0 m€hbollsd by liis mzyms.
Tl€s6 includo coiloin tdcycllc onlidsp|Nris (s.9. clomlpmmin€, nofrlplylino, ond
dslpromlne), nourolepfis of lhe pnsnolhlozlns lyp€ (a.9. psrphon0zlne ond lhioridozlns,
se seclion 2. 'whol musf you heed bs|oE loking Porcxslo 40 mg fllm-cosled loblsls/
under'P0mxol6 40 mq flm-cosled lobleh musf nol be hken'), dsperidone, corloln TypB I c
orili0ntrylhmics (9.9. propolbnono ond flecoinido) ond mshprolol, ll is nol recommended l0
u$ Porcxoio 40 mg flm-cooled loblels in combinolion wili metoprolol when given in mtdioc
iNumciency, becouse of lie nonow li€mpaj|ic ronge of m€loprclol In this indicqlion.

Anficoooulonl $bdonc€s hr 0ro1 inhke
kbdh tu PGsd S d€ frh4od dd oM adisgurod $beE (oEl
c*coegrkt) rry s, CoErtu odnii|trm d Peud 40 rng EfiFco@d
tll.bqi cl a-q|,G m b6 b D inced atuqrftrt a! He&€
Hxhncy. IhdBlqs, Poud. /ilt rE fril..codd blr$ slntd b Ed ril Eth h
poilonfis n00bd wnn ml mficoogulmt (soo socfion 2. 'WEf mE tou he€d b€hts iddng
Polololo 40 mg-nkn.sohd lobletf under'Speciol mulion wh8n tqldng Porcxolo 40 mg
film-ctr|ed loblets ls reqrlred).

Non-geGidol onlifisumoliB ocelylsolicvilc ocld ond olher plslel€f 0oorogolion inhibilffi
HerwlioE brfy€n Porcxol6 40 mo film-ffiled tobleb ond non-sl€roidol odirnsmolicg
oeiylsdic'ylh sid dn mr Corcdnihnl w ol Psoxslo 40 mg film{fihd hbl€t md
m+Glhl orilirhasnddocdyb.liqlk qid m l€od lo on irse€d bl€djng iend€rE'y
(s $dtof, 2. 'Wlitt mtd yor lEd !*€ rddng Potqd 40 mg ffmnhd tsbl€hz
urtrs$ajd mdm wnfi Hd€ Pmrd4o mg ffm€otsd frH€b is rcq{ired).
Cuiho b od\ri*d in pdi{nFhling SSRbffirffiynfi o|d ofcooguionE medidmi
prodld *drg plotskf fiDclon q iFlqing fE tleedng lfikrcy (8.9. atypiEi
fiffi $ci G dqim, pn$c'tuzim €irchE, ndlriqdr @fideprcsonb,
ocdyhdcth q*1, mEcddd otitEsndks, @X2 inhibBqs) or in pofiffb wflh o
h6htl d FEdltcing hdors h( bk€d4 d HHnng diso(des.

htb ot Pmnt' 40 ne tllo.€ootsd FlarB lo9e$s *flr bdl md !!y€ro!*
Akolrcl
As h,fih dhd pq{tuDpic dpgs, or@hol i! gsmtly lo bo ovotdsd turing lr80lBetrt with
Pmxd 40 mg film-€@d hbhb.

3. Hfl oE hor!|.4o mg ilF.cooled ttbl3|! fo b3 dsn?
T0l€ PqoxoP 40 mg lilm.coolod lobl€b ulwoys ox{cfiy occordlng lo lho doclo/s ord€ts,
ohofl,is8.Poorolo 40 mg flm-cmted hbl€fr connot 0d in ttte dght wof
Pl60s€ od{ yor docld or phormocistlt you oB not quih sre.
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- ROp: SotrUB-
verv nts: $rotohln syndtomo (symploro: mohdc rosllossns, confuslon, seolino
holiuclnolions, Incrcossd refloxos, €lwoLd muscllot tension, chillt incl€oso in lho h€on
rol€ ond lromor)
Mwomonl dlsordqs (odropyromldol dlsorders) Includlng longor-ferm mnroclion 0t foclol
mu$t€s (orohciol dyL,lonhi)i hovs 6*. rotoned. Tho symptoms uncormonly omumd in
polisnh wilh und€rlylng movoment dlsordsts or concumnlly lr€ol€d wilh n€urol€pfis.

Ev€ dl$rdsm
Commonr blun€d vlslon.
Vsry mro: sldden incroos In inlrooculor pKUt€ (c'ruls glsucorio)

Cordloc dhordom
Uncommon: increoss In lh6 pul$ b80t (sinus lochycordio)
Rors: d€cslorstod pulso bsol (bmdycordlo)

Vosculor dl$deF
ljncommon: fonsi€nl Incrooso or dgcrsoss in lhe blood pfffiurs

Tronslenl Inqwse ot dsruos€ in lho bl@d pKurs hG been rupoded dudng hsolment
wili Porcxslo 40 mg lllm-cool€d toblels, usuolly In pslienls wilh pro-flisiing high bl00d
pre$uro oIoul€ly.

RspiioloM lhoroclc ond medioslinol dlsrdoG
Common:. iflvolunlory, incnossd yownlng

Goslrolntoslinol disord€F
very common: n0us80
Cofumonr condipolion, dl0riho€o, dry.moutl
Vory rcB: bl€€dlng ot lho go$roinleslinol lroci

ilsoslobiliow disord€rs
Rorei olevolion in llver €nzymo volues
VBry roB: liv€r dls€oss (such os hepoi'lit somslim€s o$ociol€d wilh jolndlce ond/or
llvsr loilur€)
ElsvslioB in liwr snzyno v0luos hwe besn repotl€d. Posl-moileflng reporh ol liw dism$s
(such os hepoflflt somolimos osociqied wilh loundlcs ond/or livor foilure) hove very rorely
bsgn rsceiv€d. Dlsconlinuqlion of Poroxolo 40 mg flmdoled loblels should be conslderud
lf €lovol8d llvertunclionvolues DoFisl.

Sldn ond sbcuhndous llssue disordoB
Common: sooling
Uncommon: skln rosh, itchlng
Very ror€: pholosensilivily reoclions

Ronol ond uilnorv dlsrdeG
Un6€mmon: udnoN r€tention

Reprcdudlve svslsm ond bHsl disrd€F
V6ry commonr sxuol dlsordeF
Rorer elwotsd blood lovsl ot lhe body-wn homon€ proloclin ond oulflow 0f s€crolion lrom
lho mommory glond (hyp€rpploclino0mlo/goloclomoeo)
Very rore: poinful conlinuous penile emclion

Musulskelel0| ond conneclive ilsu€ disordoF
Ror€:joinl poin, muscle poin

Genorol svmohrirs
Common: sloles ot w€oknoss, w€ighl goin
Vsry rorei sv'relling du€ h doposih of iissus iuld of oms ond l€gs (pstiphsr0l osdsmo)

Witfitt|lwl irtmploms sier c$oflon 0f treoinenl wilt P!ruxolo 40 mg fllm€ated
lo!leF
Common: dlzinN, sensory dlsordsF, sl€op dislurboncs, onxisly, hsodochg
Unconmon: moloric r6llsn$, nouseo, lr€mor, confusion, sweoling, €molionol insiobilily,
visuol disiurboncG, polpilolions, dioltl|os, irilqbilily
Dlscontlnuolion of Poroxolo4omg fllm-mol€d lobleh (pofliculody wh€n 0brupD mn
Fmmonly l&d lo wilhdrowol symploro such 0s dizinss, $nsory disordoF (including
fngllng In orns ond legs ond elecriric shock snsslion), sl€€p disiurbonffi (including intense
dBoms), mofodc ros1l9s9noss 0r onxloly, nouso, lremor, contuslon. seofing, heodoche,
dioniroeo, polpitolions, smolionol in$obllily, ltrihbility, ond visuol dislurboncos.

Mosl ot li€se sympioms 0ro mild or modenh ond spontoneously subsldo howovor, In
som€ polisnls lhoy moy bs swsr€ or prolonged. In ord€rlo ovold wilhdrowol symphms,
P0roxolo 40 mg film-coolsd tobloh should be lermin0lod by $epwis0 reduclion In lie doso
(sge s€clion 3.-'How ors Poroxol@ 40 mg flm-cooled tobl€Js lo be lokenf under 'lt noi
oth€Miss pHcribed by lhe doclor, lh6 usuol dose isf ond soclion 2. 'Whot must you hssd
b€hts toking Pooxolo 40 mg fl|m-coof8d lobleh?" undsr Specl0l coulion wh8n lokng
Porcxolo 40 mg flm{osl€d hblels is requlred).

Sid€ ofiecis lrcm clinlcol sludls wilh childrun ond odol$enls
In shoiJem (up lo I 2 weeks) clinicol sludls wilh chlldrsn ond odolrbcenh, firs lollowing
odvoN gvenls were obwsd In ol |{si 2% ot pElienb neohd wilh porcxsiin8 ond
06w€d ol o rsl€ ot l€osl lwice liot 0t ploceboi incrcossd sulcidol behoviour (including
suicids oltsmpls ond suicidol lhoughls), solf-domoging bohoviour ond increosed
oggKivilyihoslility. Suictdol lfroughls ond suicide oflsmph won moinly obserued in clinicol
$udies in odol€$enls wilh dsprossivo illn€ssos (spisodes ol mojor dopr€$ion). Incrmssd
oggKivilynroslilily ocrumd porliculorly In children wilh obsessivecompulsivo disord€t
ond 6peci0lly In children younger lhon l2 y€06. Addilionol symploms lhol were more
ollen sn in lh€ poroxeline comporsd h plocebo grcup w€re decffis€d opp€lil€, tamor,
ssolino hyl6tinesl0 (lncHsd hyperoclivily wilh pdrliolly involunlory movom€nls),
moloic rBflsnN, emolionol.lobilily (including cMng ond m@dlluctuolions).
In sludlE In wiich f€olm8nt w6 lEminaled qrodrolly. lhe lollowing symptoms were
roporled In 0f lssr 2 In 100 polienh during lho lop€r phose or upon dismnllnuollon ol
P0rcxol6 40 mg flm-soted hblsls ond omuned ol 0 rsls ol lsosl lwice lhot ol plocsbo:
emolionol lobilily (including crying, mood flucluofio$, self-domoging behoviour, sulcidol
lhoughts ond sicido o|lempls), n€ffiiiy, dizlnffi, nouseo ond obdomlnol poin (s
seclion 2. 'Whol musl you hed bobre hking Porcxolo 40 mg flm-coohd hblehz undsr
Speciol mulion when toking Pomxolo 40 mg film-coohd hblsh is rsquirsd).

Co{ilennBo$r€a in c$e ot slde sftscis
ll you experienc€ undsiroble elf€ds ol lho medlclnol prcducl aller Inloko ol P0roxolo 40 mg
ih-co0led lobleb, pleos€ inbrm your oltondlng doclor who wlll lhen decldo on
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