
Parlotin 20 MG

PATIENT INFOR l!{ATION LEAFTET

Paroxetine 20m0 30 Tablets

l(eep th s eallet You may need io read tt again

f you haw more cuest ons, ask yolr doctor or phatmac sl.

llis medrc ne lras beer orescribed lor you penonal v atld y0! $ould n01 pass I 0n t0 oihers

I may harrn lhem, even i the r synptoms ate the same as vol]rs.

this leatlet:

What PARLOTN sand'rhat I is used lor.

Befcre yor take PARLOTIN

How io take PARLOT t!

Possbesideeffecs

Storing PABLOT i,l

l . .0 0plr00/e 08o1fle(t/e'e0cineI0'thsaqeq'oto Al5o o"e'5

,nte' 5 .-,.o irL'co+c,;.r 0r s 0e-e-elIS sLin as s,ril0al l0-Ql'ts ard h3'"

n! ihersei\€s \'rhen they lake parr]xetine li your docior has presct bed paroxe-

lini for vor ior ycrr ch l0') and yo,J rvanl t0 discuss this, please go back to your

docllr

r slud es lf laroret ne n 
'Lnder 

1 Bs, common slde-eflects that aflected less than

I rn I C in oreniadc escellts ylere: an inuease n su cldai thoughts and sulcide

ailempts, deL berate v harmin0 themselves being ho$ile, aggres ve or lnfr end y

ac[ 0f ap0et le, shakrnq ablorma sweat ng hyperactivily (having too much en

ergU agital0n chang ng emotons (incltldln! crying and changes n mood)

These s:roles a s-r slrowed that the same symptoms affecled ch ldren and ado-

escenis takf! su0ar p s (placebo) inslead 01 paroxelife alth0u0h these were

seen ess r]flen

Sonre paiiefts in thsse siLldies of under 1Bs had withdrawa eflects when they

$0pped tak nq car0xetrfe. These etletts 1,{ere m0s1ly simllar t0 th0se seell n adu ts

aiter stoppir! irarrxet ne (see Sect or 5 Sloppirg paroxetine). In addit on pa-

i enis rnder I 6 a s0 ,]on m0nly (aflel]ting less than 1 in 1 0) exper enced $omach

ache leel ng nen,ous and cranqing emotr0fs (ifc udlng cry ng, changes ln mood

trv nq l0 fL]rt ihemse ws th0tlghts 0f su cide and aftenlpling suicide).

Pregnancy, breastf eeding and PARL0TIN

'f you a'e al'eaoy ur r! pa'0xe1."e a"d lave r-$ f0Ln0 0Jt tl"at y0u are preg'

na-t /0J sh0rr0 Ia ^ t0 y0,' 0octor rrr"'le0iately. Als0 if y0u are planr'qg t0

0et pregnant, talk t0 y0ur doctor. This ls beca!se some $udies ha]/e sug!esied

ar ncrease in the t sk ol heari deiecls n babies lvhose mothels recs ved paroxe-

trfe rn the I rsl lew m0nlhs o1 pregnancy. These studies l0und thal less than 2 ln 1 00

bab es (2%) wh0se m0lhus received paroxeline in early pre!nancy had a heart de-

iect c0mpared w th lhe norma tale of 1 ln 100 babies (l %) seen in lhe gerera

!ootrlat on.

You and yorr d0c10r may dec dE that t is better for yoL t0 gradualiy stop takittg

paroxetne,ilhi e y0tl are pregrani llowever dependin! 0n y0Llr circumslances, y0!r

d0cil]r may suggestihat ii s belet foryou to keep taklng parl]xeline

lf you are taking paroxetine in the lasl 3 months 0J pregnancy, let y0L.]r mld!! Ie

kn0w as y0l]r baby mlght ha\re s0me symplOms lvhen it is b0rr.

These symltoms usualiy teg n during the first 24 houn after the baby is born. They

ncfude noi berng able to s eep or fued pr0perly, lr0l]ble \{ith breathing a blue sh

sk n or be ng ioo hol or 
"rold. 

be rq sick crv ng a l0l, st ff cr lloppy musc es,

ethargy irern0rs, 1 tten or I s f rloLlr baby ias any 0f t.hesE symptoflrs 
'lhetl 

rt s

born arld,/ou are concernid c0ntact y0Llrdoctor 0r midwife wh0 will be able to

advrse you.

Paroxetine may get illt0 breast milk in wry srnall amounts. ll you are laking

parorei ie, go baiN and klk 1l your docllr befcre y0l starl biea$feeding.

Other medicines and PARLOTIN

Some meo cines can cause problems I you take them with paroxeline

Aslir n. ibuproien 0r 0lher mlrd crnes called NSAIDs 1n0n-sier0 dai anli-lnllam-

n atory drLrgsl Iike celecox b etodolac, meloxicam and refecoxib. used Ior pa n

afd inflamrnation 'Tramad0l, a painkiiler

lV]edlc nes called tr ptans slrch as slrmatriplan, trsed t0 ireat m graine

Other antidepressants nc udlng other SSfr1s, 1ryptophan aNd 1t]rydic antide-

pressants ke comtptamine n0rtriplvlneand desiptamlne

i\4edrcrnes such m th um, rispet done. perphenazine icalled anti-psychotics)

t,]sed t0 treal s0me psychiatric c0nditi0ns

5t .otr s 1[o r d to'bat eae0r '0, deoress.or

Phen0barb ial phefytoitl 0r caibanralep ne !se0 10 treat lits 0r epilepsy

Atomoxetine !vhich s Isl]d l0 treat attentlon deficit hyperactivity disorder (ADHD)

Procyc d ne, rsed io reJ eve kemor, especially ltt Parktnson s D sease

llarfar n 0r othef med crnes (cal ed aft c0a0!larlis) lsrld t0 thin the bl00d

Propalenone, fleca nrde and medicines used to lreat an irregular heartbeat

l/etopi0lcl, a lleta-b 0cker Lrsed 10 treat hroh bl00d pressl]re and hea( proble|,]]s

Rifampic n, used 1o lreal tuberculos s (TB) and leprosy, Linezo id, an antibiotic

lf you are taking any of the medlc nes rn this list and you have nol already d s-

cussed these with your d0c10r g0 back t0 your d0ctor and ask what t0 d0, The

dose trlay need t0 be changed 0r you nlay need to be given anolher medicine

lf you are taking any other medicines, tnclLid ng ones you hae bought yourself

clLeck rlith your d0ctor 0r pfarmactst beiore taklng paroxei ne. They w 1l know i t

s sa{e lor yol] io iio s(].

PARLOTIN and alcohol

Do not drnk alcoho whtLe you are taking paroiet ne. A cohol mav make your synlp-

toms or srderfleds wl]rse.

Drving and using machinery

Possible side-eifects ol paroxetinE lrc ude dizl ness, conlus on or changes in eye-

s ght. I yor do get these side-eflects, d0 f0t dr !e ot lse machtnery

3. Ho\,v to take yo!r tablets

Take yo|rr tablets in the moming with food. Swallow them with a drink of water

The white tabhts can be cut in hali

Do not chew.

11 is importaft t0 take your tabiets as instructed by your doct0r, The label !! ll

tell you how many labiets t0 take afd holl olten 1l you ae lnsute. ask your dodor

or pharmacisl.

Somet mes vou may need t0 take flrore lhan ofe tablet cr half a tablet

This table wi show you how many lablels to take.

Yourdoctorwrll advlse y0! what dose totake 14hen you f rst sla(taking PARLoTiN

Most pei]ple start I0 lee better afler a c0uple ci weeks. lf y011 d0f't start t0 lee b€t'

ler al1er thrs t me. taik t0 y0lrr d]]ctor, who wi I aovise you Ne or she may decide 1o

I
I
I
I
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-

The act ve ingred ent s caroxet ne (paroxetire hydrochloride arhydrols)

The tab els a so contair:

Core: magnes um stearate sod :m siarch glycol ate mannltol attd ceilulose mi

cro(]ryslal rne.

Sub-l;oal r0 E!dragil in Ethaf0 5% (P0linlelacriiato {Eurlragit E 1 00) and Ethano )

Coaiirg 0padry A[48 w]r ie tpolyrr nyl alcohcl-pail hydrolysed, iilan um d 0x de

ta c lEc thir. mya, ranthan glm anul purified water)

[4arketlng Authorlzation 0lder

Biueoharma ndustr a Farmac0ultca S A.

S lVlartinhodoBspo 3045 016Coimbra PortuE

Ivlanufacturer

BlLlepharma ndirstria FarmacaLrlica S A. P0ftL]0al

1, Wha pARL0-rtt 
rs and ilhar it is Jsed fo'

PARLoT l'l is a treat[llErt 1cr adults with depresslon and/0r afx e1y dis0rders.

Paroxetrne rs one cl a grolp ol nred c nes cal ed SSBIs {se eclive suotonln relp-

take nh b hrs) Ever,/one has a subsiarce called ser0t0fin n their brain. People

who are depressed or anxious have ower evels 0f seroton n thal others. t rs not lul y

underslood how paioxeiine and clher SSRIs work bLlt they mav he p by increasing

the e\/el ol serolon n n the brain.

0ther med c nes or psychotherapy can also treat d€press 0n and attxiely

Treat ng depress 0n 0r anxiety disoriers propeily is irtlportant 10 he p vou !"i bet-

ter. f rt's n01 lreated, yOur c0nd tioll may not q0 away and may become tlore seti'

ors and more difiicull to tieai.

You may 1rnd I helplLl h te I a lr end 0r relatr\€ ihat you are depressed 0r stlJferin!

1r0m an anx ety disorder and ask them i0 read thls leafLet You might ask them t0

tel y0u ii they thlnk your depress on or anxiely is 0etlrng !006e or if they are wot-

red about changes r yorr behavrour.

2. Before you take PARLOTIN

Do nol take PAHLOT l! if

you are kk ng medrcines called monoamine ox dase inh b t0rs {[4A0 s, nclud n!

moci0bemrde), 0r have laken them at any time rl ihrf the as1 two weeks Y0u d0c

tor wi I advise you how y0r shoLl d 
"hegirl 

takjn0 paroxetine 0nce you have st0pped

taking ihe [4A0

,0, are a' r! a l-d1 I.;l.(et Ld.le0 ''0 idd7il e

yor have prev oirsly had an allerg c reaclron to parox€tlfe 0r any 0f the 0ther lablet

ingredi€n1s (listed abow)

lf any of these apply to you, tell your doctor without taking PARLOTIN.

Check with your doctor

Are you tak nQ any 0lher medlc nes (see other medicirles and PAHL0TIN)?

Do yor have eye kldney, I wr ot heart trouble?

Do you hae ep epsy 0r haw a hi$ory 0f fih?

Do you have ep sodes o1 man!a {0!eractive beha'l cLir 0r th0!ghis)?

'Are you havng elecrro-convu sive thuapy lECT)?

' D0 yor have a hist0ry 0f bleeding d sorders?

Do yor have d abetes?

Are yc! orl a ow sodium d et?

Do yor hae glaucoma (presslre n the eye)?

Are you ptegllant cr olanning t0 0et pre0nari (see Pregnanry, brea$leedlng ani

PARI0TIN)? r.

f you answer YES 1o any 0l these que$rons alld you hae rot already disilsseC

th€m w th yoLr d0{]t0r, g0 back t0 your doctor and ask what t0 do about taking

PAHIOTIN, .TF

Tloughts of harming yoLserf

Per:p!e lvho are depressed and/or suifer hom au ety d s0rders can s0metimes haw

thoughts of harming N k lling themselves. These may be rcreased when you first

starl takrnq aftidepressanis, since these medicines al take time t0 \4crk.

Certain groups oipatents may bemore Iik€ytolhink keths

ll yol are a young adu 1, for erample aged 1B to 29

ll you have previously had thoughts alr0Lt k ing or harming yourse 1

'll yotr let these thoughts a1 ary t me, contact y0!r doctor 0r g0 t0 a hospital

straight away.

Children and adolescents under 1 8

PABL0TIN should not be used Jor chl dren and ad0 escerlts -rnder I B yeais beca!se



increase lfe dose gradually I Omg at a time up io a maximum daily dose.

The usua doses for different condilions are set 0ut in the tabie be10w.

'Depression

Startln! dose 20mq

Rmommerded da ly dose 20mg

lVaimlm da ly dose 50mg

0bsesive Compl stve Disordu (obsessiom and cofirpl,]lsions)

Startin0 dose 20mg

Becommended daily dose 40m0

l\larlmt]l]l daily dcse 6Omg

Paric Disorder (parlic altackl

Skrting dose 1 0mg

frecommended da ly dos€ 40nlq

Marimum da ly dme 60mg

Soc a Anrieiy Disorder llear 0r ar,oidance 0f s0ctal sifuationsl

Stariin! 0ose 20m!

Recommended daily oose 20mg

Maimum daiJy dose 50mg

Post Traumatic Skess Disord€r

Slart ng dose 20mg

Recommended dativ dose 20mg

It{ar mum darly dose 50mg

Gelleralrsed Anxi€1y Disorder

Siartif0 dose 20mg

Fecommended daily dose 20mg

[/axim!m daily dose 50mq

Remember your doctor u ll adlise you 0n the dai y dose you should tak.
Your doctor will ta k io yol about how long yol wrll need 10 keep laking y0u tabiels

Th s may be lor many months or even lotlger

0lder people

The maxmum dose lor people over 65 is 40mg per day.

Patients with liver or kidney disease

11 you haw lr0t,lble wth your ivu or kidlleys your doctor may decrde lhat you should

hae a lower dose cf paroxetine than usual. f you harle severe I wr 0t ktdney dis-
ease the maximum dose ls 20mg per day.

What if yo! miss a dose?

Take volr medictne at ihe same ttme every day

ll you do forget a dose, and you remember before y0! go t0 bed, take it straiqht

away. Carry on as usual the nexi dav.

lf you only remember dtlring the night, or the next day, leaw olt the missed

dose You may poss bly get withdra'{al elfects, but these should go away alter you

take y0l]r next d0se at the !sual time.

What if you take too many tablets?

Never take more tablets than your doctor recommends. 11 you take too many

PARL0TIN tablets (0r s0me0ne else does), tel icur d0ctor 0r a hospikl siraight

away. Show them the pack ol tablets

Whatto do ifyou'refeeling n0 better

PARL0TIN will not relrev" your symptoms $raight away - all ant depressanls

lake trme l0 ',!ork Some oeop e ,li11 start to f"r1 better withln a couple ol weeks but

f0r Others it may take a llll e longer Some people iakrng antidepressanis fee worse

before ieeling k11er. 1l you d0f't $art t0 feel better altef a c0trpie 0f Vleeks g0 back

to y0l]r d0c10r yvh0 
'vill 

adv se y0t]. Y0l]r 00clor sh0ul0 ask h see y0u agaill a c0l]-
ple of weeks afler yol f rsi start treaimeft Iell your ioctor 1 you haven't $ated lo

leel better

Do not stop kking PABL0TIN until your doctor tells y0u t0

When $opping PARL0TIN. your docior wtJl heip you to reduce yorr dose slowly
over a number 0f weeks 0r m0nths lhis $0uld he p re0uce ihe chance o1 wrlhdrawai

elfeds. 0ne way 0f d0 ng ihis is t0 gradiral y iedLlce the dose 0f paro)(etine y0l] take

by 1Omg a week. l\lost people f nd that any symploms 0n si0pplng paroxetine are

mild and go away on the r own wilhrn two weeks. For some peopie these symploms

may be r]l0re se\/ere.0r 0o on lor longer.

lf you get withdrawai effects ,,yhen yoLt are conting olf your tab eis your dodor may

decide that yorl should come off ihem more s o,,,ilv lf you get severe wrlhdrawal ef-

iects when yol stop takin! paroxet ne please see y0!r d0ctor. He 0r $e may ask

you l0 $ad lakirg yl]r.r,lablets a_oair ard cl]me Ofl thenl more siow y

Il you do g't withdrawal effects, you will $i I be able to stop PARL0TIN

4. Possible side-effects

As with othei medicines PABL0TIN car catss side-ellecl$,.btrt not e\ierybody gels

them See the d0ctor rf y0u get any 0f the foilowing side+ffects durirg lreatmint
You may tleed to contact your doctor 0r g0 10 a hosp lal $ra ght ar/ay

Likely t0 atfect up t0 1 in every 100 people:

li you have lnusua bruisirg or bleeding, inc uding wmit nftlood or passing

blood rn your $oo s c0ntacl y0Lr d0cl0r 0r 00 t0 a h0spltal $rai0ht at./a\/.

l,,or- t'o -al /0- are'0 db,e I0 0a)5 /,atet,.01:d(t .01 00. 0' 0r qr 1 o 0J
pita stm gh1 a!{ay

Likely to aflect up to 1 in wery 1,000 people:

lf you experience seizures (flh). corttact yoLlr doctor 0r !0 i0 a hospilai shaight

a\{ay.

i yoLl feel restless and feel like yoLl car't s t 0r sland stiil yoir may haw something

cailed akathisia. lncreasing yolr dose of paroxeiine nlay mak these Ieelings l{0rse

lf you lee ike this contact y0ur d0ctor.

lf pr leel tired weak or conilsed and have achv strff or lncoordinaled rnlrsc es

thrs may be because your blood is low in sodlum lf y0! harle fiese sympt0ms.
coflad yoNi dodor.

Liklr ! t0 affect ljp 10 I in every 10 000 people.

Aller0ic rea.ti0ns t0 PARL0TIN 1f pu develop a red and llmpy sktn rash swelltng
oflheeyelids fate. rps,mouth0rtongue,starll0ttch0rharledltflculiybreathing

or swallow ng, l;ontact y0tlr d0ctor 0r g0 t0 a hospital $rarght alvay.

- lfycu have some orall ofthe f0llovrlng symptomsy0u may have somelhrng called

seroton r. syndrome. These include: feeling confused, f€elirlg re$iess, s$,eat ng,

shaking, shtvering. ha !cinati0ns (slrange vis 0ns 0r sounds), sudden lerks 0i the

mLlsc es 0r a fast hearibeat. li y0Ll feel ltke thrs conlacl your doctor.

Acute glaucoma. I your eyes become parnful and y0Lt devel0p bltlred visr0n. cor-
kct yorr docior

other possible s de-eliects dLrring treatment

Lrkely t0 affed more than 1 Jn 1 0 people:

fuelmg sick lnauseaJ. Taking pur medicine in the morfing ,,vtth f00d llll r"dtce

the chance oi thls happenlng

Change n sex dlve or sexual lunctton For example, lack ol orgasm and tn men

abnormal erect on and elaculation.

Llklyto afled !p to I in l0 people

kckolappettle

f,lot sieepirg well (imomnla) or {ee irg sleepy

fueling dizz'/ or shaky (tremors)

fuelin0 ag tai€d

Biurred vrston

Yawrirg. dry mouth

Drarrhoea or consitoation

//eiqht ga n

Llkly to affect !p to 1 in e\/ery 100 people:

Brief iltuease or decieas€ in bl00d presstre, a fa$er than norntal heartbeat

[ack 0f m0wment, slilfress shaking 0r abnormal movements in lhe mouth and

lollgt,ie

Skrn iashes

Feeiing confused

Hav ng halluclnaticns (skange vtsiolls or soundg.

Likely to affect Llp t0 1 in every 1,000 people:

. Abnormal produdron of breasl milk in rnef and ,,tronlerl

A siow heartbeal

Eflects or the I ,rer sho,iling Llp ln bl00d lesls 0f your ltver lunction

Panlcattack

{]\/eractive behal/i0ur 0r th0t]0hts (mafia)

Feelitl0 afiro!s

furn rn the jo nts or muscles.

Likely 10 affect up to 1 in every 1 0,000 people:

Liver problems that make the skln or whites of lhe eyes g0 yell0rl

Fluid or water retentron whii:h nlay catlse swe iing o{ the ams or legs

Sensitivity to sunlight

Painlui ereclion ol the penrs that rvon't 00 alvay

iI y0r.r haye any c0ncerns u/h l€ y0tl are taktng paroxelirre lalk 10 your d0ct0r 0r phaF

macist who will be able t0 adrltse you.

Possible wjthdral{al effeds \,iihen stopping treatment

Studies shoyr ihat 3 ln 1 0 patients notice 0ne 0r more symptorns 0n stoppifg PAR-

L0TIN Some wlthdrawal elleds 0ll stopping 0ccur more frequelltly than others.

Likly to affect up to 1 in 1 0 people:

Feeling dizy unsteady or oll balance

fuelings ike prns and needles, brrrning serlsations and ( ess c0rnm0nly) electrtc

shock sensali0ns rncludtng n the head

Sleep drslurbances {vivi0 dreanls, ni0hlmares, inability 1o sleep)

teelrng anxious

Fleadaches.

Llkely t0 affect up h 1 rn every 100 people:

Feeling sick (nausea)

Sweating llncluding n ghl sweats)

Feeiing re$less or agliated

Tremor (shaklnes)

Feel nq confused or drsorentated

0iarrhoea ( oose $ools)

Feel ng emoliona or rrrikble

Vrsual d $urbances

F uttering oi pourding heartbeat (pa p tations)

P ease see y0u d0r:lor il you are worrred about withdrawa effects when stopping

par0xeirfe.

5. Storing PABL0TIN

STORE AT ROOiV TEMPERATURE ]N OBIGINAL PACKAGE AWAY FROI\,,l LIGHT

AND HU[/IDITY

Keep your tablets o!t ol the reach and sioht 0f chlldren.

D0 llol take your tab e1s aller the exp ry dale shown 0n the pack.

lf yolr are using haif kblets be car€llrl t0 keep ihem salely ln ihe pack

F nlsh a1i your tablets as the d0ctor tells yoL 10

I
I
I
I
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