AROPAX

paroxetine tablets, 20 mg

Consumer Medicine Information Leaflet

What is in this leaflet

This leaflet answers some of the
common questionsabout AROPAX. It
doesnot contain allthe available
information. It does nottake the place
of talkingto yourdoctoror
pharmacist.

Please read this leafletbefore youstart
taking AROPAX. If youare helping
someone else take AROPAX, please
read this leafletbefore you give the
first dose.

All medicines have risks and benefits.
Yourdoctorhasweighedthe expected
benefits of taking AROPAX against
the possible risks. If you haveany
concerns, speakto your doctor.

If you have any concerns about
taking this medicine, ask your
doctor or pharmacist.

Keep this leafletwiththe
medication.

Youmaywantto readitagain.

¥VhatAROPAXis used
or

The name of your medicineis
AROPAX; it is also knownas
paroxetine.

AROPAX belongsto a group of
medicines called selective serotonin
reuptake inhibitor (SSR1)
antidepressants. Theyare thoughtto
work by theiractionon brain
chemicals called amines, which are
involved in controllingmood.

Majordepressive disorder is longer
lastingormore severe thanthe ‘low
moods’ thateveryonehas fromtime to
time. It is thought to be caused by a
chemicalimbalance in parts of the
brain. Thisimbalance affects your
whole body and can causeemotional
and physical symptoms. You may feel
low in spirit, lose interest in usual
activities, be unable to enjoy life, have
poorappetite orovereat, have
disturbed sleep, oftenwaking up early,
low energy andfeel guilty over
nothing. AROPAX correctsthe
chemicalimbalance andso helps
relieve the symptoms of major
depressive disorder.

AROPAX mayalsobe usedto treat
irrational fears, generalanxiety and
obsessive behaviour. Thesecan also
be due to chemicalimbalances in parts
of thebrain.

AROPAX mayalsobe usedto treat
the symptoms of panic attacks. When
takenregularly it will help preventthe
attacks.

AROPAX mayalsobe usedto treat
patients who mayavoid and/orare
fearful of social situations (general
and social anxiety).

AROPAX mayalsobe usedto treat
patients who suffer from anxiety
causedby re-experiencingan
extremely traumatic event (Post
Traumatic Stress Disorder)

Yourdoctor may decidethatyou
should continue touse AROPAX for
some time, even whenyou have
overcomeyour problem. This should
prevent the problem from returning.

Yourdoctor may have prescribed
AROPAX foranother use.

Ask your doctor if you have
guestions aboutwhy AROPAX has
been prescribed foryou.

AROPAX tabletsare only available if
prescribed by a doctor.

Beforeyou take
AROPAX

When you must not take it

Do not take AROPAX if

¢ Youhavehad anallergic reaction
to AROPAXor toany ofthe
ingredients listed in the
Ingredients section ofthis leaflet.

Some of the symptoms of an allergic
reactionmay include:

e itchy skinrash
e shortness of breath and
o swelling of the faceortongue.

¢ Youhavetaken AROPAX before
and becameunwell. Tellyour
doctoror pharmacist before
takingthe first dose.

e Youaretakingany other
medications for the treatment of
major depressive disorder or have
doneso in the last two weeks.
Taking AROPAX with another
antidepressant may cause a
serious reaction. You mustnot
take AROPAX until two weeks
afterstoppingmonoamine
oxidaseinhibitordrugs (MAQOISs).
Examplesof MAOIsare




phenelzine (Nardil)and
tranylcypromine (Parnate). There
may be others so please check
with yourdoctor or pharmacist.
Taking AROPAX with a MAOI
may cause a serious reaction.

e Youaretakingorhave recently
taken (within the lasttwo weeks)
a medicine called
methylthioninium chloride
(methyleneblue)

e Youare takingthioridazine(
Melleril, Aldazine) (an
antipsychotic medicine)

e you aretakingpimozide

Do not take this medicine afterthe
expiry date (EXP) printed on the
packor if the packagingistornor
shows signs of tampering, or the
tabletslook damaged or
discoloured.

AROPAX isnot recommended in
childrenunder the age of 18 years.

Do not give thismedicine to anyone
else. Yourdoctorhas prescribed it
specifically foryouandyour
condition.

Before you start to take it

Tell your doctor if you have
allergiesto any other medicines,
foods, preservativesor dyes.

Tell yourdoctor if you areunder18
yearsof age (see ‘Use in Children
under 18 yearsofage’, below)

Tell your doctor if you haveor have
had any of the following medical
conditions:

e Youhavehad anallergic reaction
to any medicine which you have
takenpreviously to treatyour
current condition

¢ Youhaveorhave recently had
thoughts of suicide:

Occasionally, the symptoms of major
depressive disorder orother
psychiatric conditions may include
thoughts of hamingyourself or
committing suicide. It is possible that

these symptoms may continue or
increase untilthe fullanti-depressant
effect of your medicine becomes
apparent. Go to your doctor
immediately and tellthemif you have
any distressing thoughts or
experiences duringthis initial period
or atany othertime.

e Youareover65 yearsof age:

AROPAX may cause a reductionin
the amount of sodium within your
blood which can lead to sleepiness and
muscle weakness. If you experience
these symptoms, please consult your
doctorassoonaspossible.

e Youhaveany ofthese medical
conditions:

liver problems
heart problems
kidney problems

heart tracing
(electrocardiogram/ECG) has
an abnormality known as
prolonged QT interval oryou
are taking medicines thatmay
affect the QT interval in the
ECG

epilepsy

mania (mood with excitement,
over-activityanduninhibited
behaviour) ora history of
mania

raised pressure in the eye
(glaucoma)

problemswith blood clotting
low blood potassium levels
low blood magnesium levels
diabetes

Medicines like AROPAX may affect
yoursperm. Fertility in somemenmay
be reduced while taking AROPAX.

Medicines like AROPAX may cause
symptoms of sexual dysfunction (see
Side Effects section). In some cases,

these symptoms have continued after
stoppingtreatment.

AROPAX should be usedwith caution
in patients at risk of irregular heart
beat (e.g. QTc prolongation and
Torsades de Pointes). Your doctor
may wish to perform tests on the
electricalactivity of yourheart prior to
startingorduringyour treatment.

Tell your doctor if you are pregnant
or planto become pregnantor are
breastfeeding.

Yourdoctorwill discuss with you the
possible risksand benefits of using
AROPAX duringpregnancy. It is
important that you do notstoptaking
paroxetine suddenly. Paroxetine isa
medicine that can have withdrawal
side effects if stopped suddenly (see
Effects onstopping AROPAX).

Use inChildrenunder 18 years of
age

When AROPAX was testedin
children under 18 years with major
depressive disorder, obsessive
compulsive disorder or social anxiety,
there were additional unwanted effects
to those seenin adults, such as
suicidalthoughts, hostile and
unfriendly behaviourand changing
moods. The use of AROPAX is not
recommendedto treatmajor
depressive disorder in children under
18,asthedrughasnot beenshownto
be effective in thisage group. The
long-term safety effects of paroxetine
in thisage group have not yet been
demonstrated.

Information fromclinicaltrials has
suggested thatyoungadults,
particularly thosewith major
depressive disorder, may be atan
increased risk of suicidal behaviour
(includingsuicide attempts) when
treated with AROPAX. The majority
of attemptedsuicidesin clinicaltrials
in majordepressive disorder involved
patientsaged 18to 30 years.

Family and caregivers of children and
adolescents being treated with
antidepressantsfor major depressive
disorderorforanyother condition
(psychiatric or non-psychiatric) need




to monitor them for the emergence of
agitation, irritability, unusual changes
in behaviour, aswellasthe emergence
of thoughts of suicide, andto report
such symptoms immediately to their
doctor. Itisparticularly important that
monitoring be undertakenduringthe
initial fewmonths of antidepressant
treatmentorattimes of dose increase
or decrease.

Taking other medicines

Tell yourdoctor if you aretakingany
othermedicines orhave used other
medicines until recently. This includes
those thatyoubuywithouta
prescription froma supermarket,
pharmacyor health food shop. In
particulartellyourdoctorif you are
takingany medicines that:

e treat majordepressivedisorder
such astricyclic antidepressants
(amitriptyline, nortriptyline,
imipramine and desipraming),
monoamine oxidase inhibitors
(MAOI’s), anxiety, or
schizophrenia. Thisincludes
medicines you buy without a
doctor's prescriptionsuchas
tryptophanorhypericum
perforatum (St John’s Wort)

e treat manic major depressive
disorderorbipolardisorder, such
aslithium

e areused inanaesthesiaorto treat
chronic pain, specifically
mivacurium, suxamethonium,
fentanyl ortramadol

o lower blood pressure ortreat heart
conditions, suchas metoprolol
(Betaloc)

e makethe heartbeat regularsuchas
flecainide (Tambacor),
propafenone (Rytmonorm)

e controlepilepsy, (anti-convulsants)
such asphenytoin (Dilantin),
carbamazepine
(Tegretol), sodium valproate
(Epilim)

¢ thin blood (anti-coagulants), such
aswarfarin (Coumadin,

Marevan), aspirin, non-steroidal
anti-inflammatory drugs
(NSAIDs).

e treatParkinson'sdisease,suchas
selegiline (Eldepryl), procyclidine
(Kemadrin)

e treatstomachulcers,suchas
cimetidine (Tagamet).

e treatorpreventbreastcancer,
specifically Tamoxifen

e treat migrainesorcluster
headaches, such astriptans

e treat HIV,such as fosamprenavir
or ritonavir

e treatschizophrenia,suchas
perphenazine orrisperidone.

o treatattention-deficit hyperactivity
disorder (ADHD), such as
atomoxetine

o treathigh blood pressure orheart
disease, suchas metoprolol

e treattuberculosis,suchas
rifampicin.

Some medicines may affect the way

other medicines work. Yourdoctor or

pharmacist will be able to tellyou

which medicines are safe to take with

AROPAX.

How to take AROPAX

Followyourdoctor’sinstructions
abouthowand when to take
AROPAX.

Read thelabelcarefully. If you have
any concerns about howto take
AROPAX; talk to your doctoror
pharmacist.

How much to take

The usualdose of AROPAX for major
depressive disorder, generalised or
socialanxiety disorder/social phobia is
one 20 mgtablet perday. Your doctor
may increase the dose slowly over
severalweeks. This may require you
to break the tablet in half. Aropaxis

not suitable for childrenunderthe age
of 18 years.

To treat obsessions and compulsions
or panic attacks, the usual dose of
AROPAX is two 20 mgtablets per
day. Yourdoctormaystartyouona
lower dose (halfa tablet) and increase
the dose slowly over several weeks.
Thismay require youto breakthe
tabletin half.

To treat Post Traumatic Stress
Disorder, the usual startingdose is one
20 mgperday. The doctor may
increase thedose slowly aswell over
severalweeks. This may require you
break thetabletin half.

How and when to takeit

Take AROPAX witha full glass of
water or another liquid. AROPAX
tablets can be brokenin half, but
should notbe chewed.

AROPAX should be takenin the
morning, preferably with food.

How long to take it

Keep taking your AROPAX for as
long asyour doctortells you.

It may takea number of weeks for
AROPAX to work.

Do not stop taking AROPAX even if
you begin to feelbetter. Yourdoctor
may decidethatyoushould continue
to use AROPAX forsome time, even
when you have overcomeyour
problem. Forbest effect AROPAX
must be taken regularly.

Yourdoctorwilltell you when and
how AROPAX should be stopped.
Usually the doseis gradually reduced
before youwould stoptakingit. Like
some othersimilar medicines, if
Aropax is stopped suddenly youmay
experiencesome discontinuation side
effects.




If you forget to take it

Do nottakeanextradose. Wait until
the next dayandtakeyournormal
dose then.

Do nottry to make up forthedosethat
you missed bytaking more thanone
doseata time.

If you take too much
(overdose)

Immediately telephone your doctor
or Poisons Information Centre
(0800 POISONOr 0800764 766)for
advice, or go to the nearest Accident
and Emergency Departmentatyour
nearesthospital, if you think that
youor anyone elsemay have taken
too much AROPAX. Do thisevenif
there are no signs of discomfortor
poisoning.

Keep phone numbers for these places
handy. Ifyouare unsure whatto do,
contactyourdoctor or pharmacist.

While you are using
AROPAX

Things youmust do:

Check with your doctor, pharmacist or
dentist before takingany other
medicines. Thisincludes medicines
that you buy without a prescriptionas
well other medicines thata doctor
prescribes foryou.

Things to be careful of:

Be careful driving or operating
machinery until you know how
AROPAX affectsyou.

Testshaveshownthat AROPAX does
not have amarkedeffect ondriving
ability. However, AROPAX may
cause drowsiness, dizziness or light-
headedness in somepeople. Make sure
you knowhowyoureactto AROPAX
before youdrive acaroroperate
machinery.

Although drinking moderateamounts
of alcoholis unlikely to affectyour
response to AROPAX; itis best to
avoid alcoholwhile you are taking this
medicine.

When yourdoctor decides that you
should stoptaking AROPAX, the dose
may be reduced slowly orthe time
between doses increased over oneor
two weeks. Some people may have
symptoms such as dizziness, anxiety,
sleep disturbances, “pins and needles”,
electric shock sensations or ringing in
the earsif AROPAX s stopped
suddenly.

Do not takemonoamine oxidase
inhibitor antidepressants (MAQISs)
untiltwo weeksafter youstoptaking
AROPAX. Examplesof MAOIs
include phenelzine (Nardil)and
tranylcypromine (Parnate). There may
be others so pleasecheck with your
doctor.

Thereis an increasedrisk of breaking
a bone in people taking medicines like
AROPAX. Thisrisk is greatest during
the early stages of treatment.

Side effects

Tell your doctor or pharmacistas
soonas possible if you do not feel
well while youare taking AROPAX.

Like other medicines, AROPAX can
cause someside effects. If theyoccur,
they are mostlikely to be mild,and
may lessenaftera fewdays.
However, some may be serious and
need medical attention.

Mild effects

Tell yourdoctor if you notice any of
the followingthat aretroublesomeor
ongoing:

feelingsick (nausea), dry mouth,

constipation, decreased appetite,
diarrhoea

vomiting

drowsiness, dizziness, difficulty
in gettingto sleep

impaired sexual function
weakness

feelingsweaty orshaky
yawning

abnormaldreams (including
nightmares)

weight gain

bruising

headache

More serious effects

Tell yourdoctorimmediately if you
notice any ofthe following:

muscle spasms or twitches
irregularheartbeat or palpitations

These are serious side effects. You
may needurgentmedical attention.
Serious side effectsare rare.

If you think AROPAX is causingyou
to haveanallergic reactiontellyour
doctororgo to the Accidentand
Emergency departmentof your nearest
hospital if any ofthe following
happens:

raised anditchyrash (hives)

swelling, sometimes of the face
and mouth (angioedema), causing
difficulty in breathing

e Collapse orlossof consciousness

e skinrash,which mayblister,and
looks like smalltargets (central
dark spotssurround by a paler
area, with a darkringaround the
edge) called erythemamultiforme

e awidespread rash with blisters and
peelingskin, particularly around
the mouth, nose, eyesand genitak
(Stevens-Johnsonsyndrome)

e awidespread rash with blisters and
skin peelingon muchof thebody
surface (toxic epidemal
necrolysis)

e sudden onset of prolonged
muscular spasm or twitches,




affectingthe eyes, head, neckand
body.

e sudden increase in body
temperature, severe convulsions

o fastheartbeat, sweating, muscle
spasm, racing thoughts,
restlessness

e sudden eye pain and blurred
vision, possibly with feelingill
and vomiting

These are very serious side effects.

You mayneedurgent medical

attention or hospitalisation. These side
effectsarerare.

Otherside effects reported with
AROPAX include:

o afeelingof restlessnessor
agitation which maybe
accompanied by the inability to
sit orstand still

o irresistible urge to move thelegs
(Restless Legs Syndrome)

o abnormalliverfunction
(sometimes jaundice)

e low levelsof sodium in the blood,
especially in older people

o high pressure inside the eye (acute
glaucoma), blurredvision

o Dbreast milk productionwhennot
breastfeeding

e abnormalbleeding

o menstrual perioddisorders
(including heavy periods,
bleeding betweenperiods and
absences of periods)

o reduced number of platelets in the
blood

e changesin blood pressure which
could make youfeel faintand
weak

e mood of excitement, over-activity
and uninhibited behaviour

(mania)
¢ hallucinations
o confusion, anxietyand agitation
e seizures

e rash causedby light ora sensitivity
to light

e itchyrash, hives,swellingof the
face, lips, mouth, tongue or throat

e increasedlevelsofahormone
(ADH) thatcauses fluid orwater
retention.

e sensitivity of theskin to sunlight
e increasesin cholesterol levels

e panicattacksorfeelingasif your
thoughts oractionsare not your
own (depersonalisation)

e skinirritation oritching

o painful persistent erection ofthe
penis

e jointormuscle pain

increase risk of bone fracture

Effectsonstopping AROPAX:

Studiesshowthat3in 10 people
notice somesymptoms onstopping
AROPAX comparedto2in 10
patientsafter stoppingsugar pills.
However, thisis not the same as the
medicine being addictive or becoming
dependenton it, as is seen with drugs
such asheroin.

Symptoms may include:
dizziness

sensory disturbances suchas‘pins
and needles’, burning sensations,
electric shock-like sensations or
ringing in the ears

o sleepdisturbances, including
intense dreams

o feelinganxiousoragitated
e nausea (feelingsick)

e shakingortremors

e confusion

e sweating

e headache

e diarrhoea

o visualdisturbances

e heart palpitations

These are likely to occurin the first
fewdays of stopping treatment or very
rarely if you missa dose. However,
they are more likely to occur if you
stop taking AROPAX too quickly.
Thereforealways consult your doctor
before stopping your medicine. For
the majority of patients, symptoms go
away on theirown within a few
weeks. However, if you feel that the
unwanted symptoms are too severe,
see your doctor who will suggest how
to manage stopping treatmentmore
slowly.

Thisis nota complete list of all
possible events reported. Other events
may occur in some people and there
may be some unwanted effects notyet
known. Rememberto tellyourdoctor
assoon aspossible if you donotfeel
well when you are taking or soon after
you have stopped taking AROPAX.

After using AROPAX

Storage

Keepyour tabletsinthe blister pack
until it istime to take them.

Keepthe packinacool dry place, in
temperatures below30°C. Do not
leave itinthe caronahot day. Do
notstore medicinesinthe bathroom
or near asink. Heatand dampness
can destroy some medicines.

Keep it where children cannot reach
it.

A locked cupboardatleastone-and-a-
half metresabove thegroundisa good
place to store medicines.

Disposal

If your doctor advises youto stop
taking AROPAX or the medicine
has passed its expiry date, ask your
pharmacistwhatto do with any
tabletsthatare leftover.




Productdescription

What it looks like

AROPAX tablets are white, film-
coated, oval shapedbiconvextablet,
de-bossedwith “20”on one side anda
break bar on the other, containing

20 mgof paroxetine.

AROPAX is available in packs of 30
tablets
Ingredients

AROPAX tabletsalso containinactive
ingredients, including the colouring

agent titanium dioxide (white, E171),
calcium hydrogenphosphate,
hypromellose, sodium starch
glycollate (potatostarch), magnesium
stearate, polysorbate 80and macrogol
400.

AROPAX tablets do not contain
sucrose, lactose, gluten ortartrazine.

Distributor
Distributed in New Zealand by:
GlaxoSmithKline NZ Limited

Private Bag 106600
Downtown Auckland

New Zealand

Ph (09)367 2900

Fax (09)367 2910

Date of leaflet preparation:
10 March2022

Version 13.0

Trade marks are owned by or licensed
to the GSK group of companies.

© 2022 GSK group of companies or
its licensor.
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