MEDIPREX ®10 mg
Scored film-coated tablet
Escitalopram

The recommended dosage of MEDIPREX is 10 mg daily in one dose. The dosage may be increased by your
doctor to a maximum of 20 mg per day.
Obsesslve Compulsive Disorders:

Read all of this leaflet carefully before you slal'l uslng this medicine.

- Keep this leafiet_ You may neéd to read'it a

~ Ttyou have any further questions.ask your

~ This medicine has been prescibed fo you. Do Dot pass it o to others .1t may harm them even if their symptoms are
c sam

- T any of side effects gets serious, or f you notice any side effects not listed in this leaflet, please tel your doctor

or pharmacist

1. What MEDIPREX 10 mgscored film-coated tablets is and what it is used for?
2 Wha! you need to know before you take MEDIPREX 10 mgscored film-coated tablets?
How to take MEDIPREX 10 mg scored film-coated tablets’
4 Possible side effects?
5. How to store MEDIPREX 10 mg scored film-coated tablets?
6. Contents of the pack and other information
1. WHAT MEDIPREX 10 mg SCORED FILM TABLETSIS AND WHAT IT IS USED FOR

substance escitalopram. Escitalopram belonas o 2
antidepressants called Sl seroonin reupt ke Inhibitor 0Fssms These melEm cines act on
e et s B b e e o o] DiShurtansen o S evsiomin-

System are considered an important factor in the development of depression and related diseases.
Indications:

Treatment of major depressive episodes

+ Treatment of panic disorder wilh of without anmphob.a

* Treatment of social anxiety disorder (socil phiobia)

« Treatment of generalized anxiety disor

+ Treatment of Obsessive Col:é)s [sive Dlso lers
It may take a couple of weeks before you start to feel better. Continue to take MEDIPREX even if it takes
some time before you feel any improverhent n your condition,
You must talk to a doctor i you do not feel better or if you feel worse.

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE MEDIPREX 10 mg SCORED FILM TABLETS
Do not take MEDIPREX 10 mg

sifyou areallergic fo any of the other of this medicine (listed in the section 6).
“if you are taking medicines calied monoamine oxidase fibitors (MAOLS). inchiding moclobenide,
selegiline and linezolid.

«if you are bom with or have had an episode of abnormal heart thythm (seen at ECG; an examination to
evituate how the heart is fonctioni,

i you ake medicines for ieart hythn problemns o that may affec the heart's hyth (see section 2 “Other
‘medicines and MEDIPREX").
Warl nlngs and pre ecaunons

to your doctor or pharmacist before taking this medicine. Please tell your doctor if you have any other

condition or illness, as your doctor may need {o take this into consideration. In particular, tell yourdoctor:

if you have cpilepsy. Treatment with MEDIPREX should be stopped if seizurcs ocour for the frst fime, or if

is an increase in the seizure fm%\ency see also section 4 “Possible side effects»).
«if you suffer from impaired liver or kidney function. Your doctor may need to adjust your dosage.
«if you have diabetes. Treatment wi DIPREX may alter glycaemic control.
cmic dosage may need to be ad_]ust
«if you have a decreased level of sodium in the blood.
«if you have a tendency to easily develop bleedings or bruises.
tyou are receiving electroconvulsive treatment.
'you have coronary heart

«if you suffer or have suffered from heart problems or have recently had a heart attack.

«if you have a low resting heart-rate and/or you know that you may have salt depletion as a result of pro
longed severe diarthoea and vomiting (being sick) or usage of diuretics (water tables).

sifyou experience a fastor iregulas heartocat, fanting, collapse or dizziness on standing up, which may

Tnsulin and/or oral hypogly

indicate al ncuomn%‘:f the heart
'llf ‘you have or have previously had eye problems such as certain kinds of glaucoma (increased pressure in the eye).
Please note

Some patients with manic-depressive illness may enter into a manic phase. This is characterized by unusual
and rapidly hangmg fdeas, TRAppropriate happiness and excessive physical activity. If you experience this.
contact your
%/mp!oms such as res!lessness or difficulty in sitting or standing still can also occur during the first weeks
the treatment.
Tell your doctor i if you ience these
Thoughts of suicide and worsening of your depression
1f you are depressed you can sometimés have hts of harming or killing yourself. These may be increased
when first slamng antidepressants, since these medg icines all take time to wori. usually about two weeks but
sometimes
You ma; be more llkely to think like this:
«if you have previously had thoughts about killing or harming yourself.
+if you are a young adult. Information from clinical trials has shown an increased risk of suicidal behaviour in
adults aged less than 25 years et et o voare e st antidepressant.
Ifyo;hhave thoughts of harming or killing yourself at any time, contact your doctor or go fo a hospital
straight awa;
You ma ﬁnd it helpful to tell a relative or close friend that you are depressed and ask them to read this
leaflet. You might ask them to tell you if they think your depression is getting worse, or if they are worried
about changes in your behaviour.
Use in children and adolescents
MEDIPREX should nm'ma].leuot ‘e used for children and adolescents under 18 years. Also, you should
know that pauems under 18 have an increased risk of side effects such as suicide attempts, suicidal thoughts
and hostility (predominately aggression. oppositional behavlour and anger) when they take this class of
‘medicines. Despite this, for patients under 18 because he/she decides
hat this i in fheir best futerest, If y your doctor has plescnbed MEDIPREX for a patient under 18 and you
want to discuss this, please go back to your doctor. You should inform your docfor if any symptoms listed
abowe develop or worsen when patients under 18 are taking MEDIPREX. Also, the long ferm safety effects
g g0 ‘maturation and cognitive and behavioural development of MEDIPREX in this age group
fiave ot yet been demonsirated.
Other medicines and MEDIPREX
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines.
Tell your doctor if you taking any of the following medicines:
“Mofoamine oxidase inhibitors (MAOIS), iproniazi ‘nialamide, tranyl
cypromite, moclobernide, selegiline and ‘the. antibiotic linezolid, f you have faken any of thése medicines you
I need to wait 14 days before you start taking REX. Aftér stopping MEDIPREX you must allow 7
days before taking any of these riedicines.
«Lithium (used in the treatment of manic-depressive disorder) and tryptophan.
«Imipramine and desipramine (both used to treat depression).
+Sumatriptan and similar medicines (used to treat migraine) and tramadol (used against severe pain).
Theseincrease the risk of sideeffects.
~Cimetidine, lansoprazole and omeprazole (used to treat stomach ulcers), fluvoxamine (antidepressant) and
ficlopidine (used ta reduce the Hisk of stroke). Thesemay cause increasedbloodievels of MEDIPREX.
+St. John’s Wort (7] perlcumpelfol atum) a herbal (emedy used for depression. _
*Ace'g'lsahcycllc acid (aspmn) and ry drugs
d, so called anti-

«Warfarin, dipyridamole, and pheny procoumon (medlcmes used to thin the blood, so called anti- congulang.
Your doctor Wil probably chetk he coagulation fime of your blood when starting and disconfimuing
REX it order o check that your dose of anti-coagulant St adequate.

*Mefloguin (used to freat Malaria). buprpion (used 10 treat depression) and tramadol (used to treat severe
pain) due to a possible risk of a low

“Neuroleptics frgedmmes to treat schiz
SSRIs) d

used for pain relicf or to

eshold for selzules

i (tricyclic anti and
e to a possible nsk of a lowered th(eshold for. selzu(es and anud)epressants
diseases),
(antidepressants and nspendone iotidasine. and p: i
‘may need to be adju
;hN[Ieed.\cm es that d.eclease blood levels of potassium or magnesium, as these conditions increase the risk of life
‘heart rhythm di

Do not Lake MEDIPREX lf i/ou take medicines for heart thythm problems or med.\cmes that may affect the
eart’s thythm, such @ c ass IA and I auhan'hylhmlcs,
pimozide, lic i E i
erythromycin V. pemamldme anti-malarial t:reahnent particularly alofamnne ). certain antihistamines
(ee asenizole, miolastin
If you have any further quesuons about this you should speak to your doctor.
MEDIPREX with food, drink and alcohol
MEDIPREX can be ‘aken with or without food (see section 3 “How to take MEDIPREX"™).

ith many medicines, combining MEDIPREX with alcohol is not advisable, although MEDIPREX 10 mg
s not expected to interact with alcohol.
Pregnancy, breast-feeding and fertility
If you aré pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your
doctor or pharmacist for advice before takirig this medicine. Do not take MEDIPREX if you are pregnait or
breast-feeding, unlcss g(ou and your doctor have discussed the risks and benefits involve
If you Lak during the last ¥ months of your pregnancy you u should be aware that the following

e ‘your newborn baby: trouble with breathing, bluish skin, fits, body temperature
changcs A difficulties, vomiting, low blood sugar, stiff or floppy muscles, vivid reflexes, tremor,
jitteriness, n-nta ility, lethargy, constant cryuuxlg, sleepiness and sleepmg difficulties. If your newborn baby has
at

. The d.osage of MEDIPRE:

dosage of MEDIPREX is 10 g daily in one dose. The dosage may be increased by your
aximum of 20 mg per day
hGucty batsonts (above 63 souts Staas

The recommended starting dose of MEDIPREX is 5 mg taken as one daily dose. The dose may be increased

&your doctor to 10 m%s per day.

ildren and adolescents (below 18 years of age)

MZEDIPREX should not normally be given to children and adolescents. For further information please see

section 2 “What you need to know before you take escitalopram™

Sw aJ.low the 'ablet whole with some water. You can Lake the tablet with or without food.

How long should d you continue to take MEDIPREX 1

Your docfor will determine how long you should couunue 'toake MEDIPREX. As with ofher medicines for

the treatment of depression, it may take some weeks until you start to feel befter. Continue to take the tablets

even if it takes a while until you feel better.

In any event you should speak to your doctor in advance before {ou ‘make any changes to the dose.

Duration of tfeatment varics. Coriinue o take the film-coated tables as your doctor has prescribed: oven if

you are already feeling better. If you stop taking the tablets too early, your symptoms f return. Therefore,

freatment should be continued for at least six months after your sympioms have subside

If you take more than you should

If you take more than the prescribed dose of MEDIPREX, contact your doctor or nearest hospital emergency

department immediately. Do this even if there are no signs of discomfort. Some of the signs of an overdose

could be dizziness, tremor, agitation, convulsion, coma, nausea, vormh;% rthythm, decreased

blood tKressure and change in body fluid/salt balance. Take the MEDIPREX hox/conmmer with you when you

%o to the doctor or hoﬁ:E

f you forget to take MEDIPREX

Do not take a double dose to make up for forgotten doses. Ifi/ou do forget to take a dose, and you remember

before you 20 o bed, take it straight away. Carry on as usual the next day. If you only ‘remeniber during the

L, or the next day. leave out the missed dose and carry on as usual.

Stoppmg M]ZD]]’RE

You should speak to your doctor in advance before you stop taking MEDIPREX. Please inform your doctor if

you wish to stop treaf ment earl ly.

Do not stop taking MEDIPREX until your doctor tells you to do so.When you have completed your course of

treatment, it is geneﬁl.lmdvlsed that fhe dose of MEDIPREX is gradually reduced over a number of weeks.

When you stop takm%‘ DIPREX, es'f‘ecml.ly if it is abruptly, you may feel discontinuation symptoms.

These are common when treatment with MEDIPREX is stopped. The risk is luiher when MEDIPREX has

been used for a long time or in high doses or when the dose is reduced too quickly . Most people find that

the symptoms are mild and go away on their own within two weeks. However, i some patients they may

be severe in intensity or they may be prolonged (2 — 3 months or more). If you get severe discontinuation

symptoms when you stop ing MEDIPREX, please contact your doctor . He or she may ask you to start

taking your tablefs again and reduce the dose more slowly.

Discoritinuation symptoms include: Feeling dizzy (unsteady or off-balance), feelings like pins and needles,

bumm%lsensauons and (less commonly) electric shock sensations, including in the head, sleep disturbances
s, inability to sleep), feeling anxious, headaches, feeling sick (nausea), sweatin;

including night sweats), feeling restless or agitated, tremor (shakmess), feeling confused or disorientated,

eelmg emouonal or irritable, diarrhoea (loose stools), visual disturbances, fluttering or pounding heartbeat

alpi
(¥you have any fusther questions on the use of this medicine, ask your doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, this medicine can cause side effects, although not everybody gets them.

The side effects usually disappear after a few_weeks of treatment. Please be aware that many of the effects
may also be symptoms of your liness and therefore will prove when you stat 0 get beter

Stop tak REX and see a doctor or go to a hospital straight away if you get:

Uncommon (anay affectup o 1 in 100 people)

Rare (ay affect up to 1 1 1000 people):
+ swel Fofskm fongue, i 5, of face, or have difficulties breathing or swallowing (allergic reaction).

a high fever, agitation, g and abrupt contractions of muscles. These may be signs ofa
rare condition called serowmn s
Talk to a doctor straightaway non notice any of the following side effects (frequency not known):
« Difficultiesurinating
« Seizures (fits), see also section 2 “Warnings and precautions”
« Yellowing of the skin and the white in the eyes (sl%gs of liver function impairment/hepatitis)

« Fast, irregular heart beat, fainting, which could be symptoms of a life-threatening condition known as
Torsade de Pointes
« Thoughts of harming yourselfol thoughts of killing yourself (see also section 2 “What you need to know
before you take MEDIPREX 10 mg”
In addition to the above, the l'o].lowlng side effects have been reported:
common (may affect more than 1 in 10 people):

: Feeling sick (nausea)
Common (may affect up to 1 in 10 people):
+ Blocked or runny nose sinusitis)
« Decreased or increasedappetite
* Anxiety, restlessness, abnormal dreams, difficulties falling asleep, feeling sleepy, dizziness, yawning,
tremors, of the skin
« Diarrhoea, consupahon, Vomiting, dry mouth
* Increasedsweatin
* Pain in muscle and joints (arthralgia and myali
« Sexual disturbances (delayed ejaculation, probiéms with erection, decreased sexual drive and women may
expenence difficulties achieving orgasm)

Fatigue, fever
« Increasedweight
‘Uncommon (may affect o to 1 m 100 people
* Nettle rash (urficaria), ra

Grinding one £‘I cm uervousness panic attack, confusion

* Disturbed sleff‘ taste disturbance, famtmg (syncope)
N Eoﬂ a(g?d pupils (mydriasis), visual distur ance, ringing in the ears (tinnitus)
* Loss of

« Vaginal bleeding
+ Decreascdweight
Fastheart beat
* Swelling of the arms or legs
+ Nosebleeds
re (may affect up to 1 in 1000 people):
lggresslon depersonalisation, hallucination

cat
Some patients have reported (frequency cannot be estimated from the available data)
: Decreased levels of sodiuin i the blood (the symptors ar feeling sick and unwellwih weak nuscles or
se
« Dizzinss when you stand up due to low blood pressure (orthostatic h{hpotenslon)
« Abnormal liver function tests (increased amounts of liver enzymes in
« Movement disorders (involuntary movements of the muscles)
« Painfulerections (priapism)
. Bleedmg dJsordeﬁ including skin and mucous bleeding (bruising) and low level of blood platelets

raey swgm of skin or mucosa (angioedemas)
« Increase in the amount of urine excreted (inappropriate ADH secretion)
* Flow of milk in men and wornen thatare not nursing
« Mania
« An increased risk of bone fractures has been observed in patients taking this type of medicing
+Aleration of - the heart thythm (called “prolongation of QT interval” seen 01 ECG, clectrical activity of
5
In ad.dmon a number of side effects are known to occur with dmis that work in a similar way to MEDIPREX
10 mg (the active ingredient of MEDIPREX 10 mg film-coated tablets). These are:
+ Motorrestiessness (akathisia)
« Loss of appetite
Repm ting of sideeffects
fyou getany side effecs talk to your doctor phiamiacistor nuse. This includes any possibl side effets ot
listed in this leaflet. You can also report side ¢
By reporting side affects you can help
5. HOW TO STORE MEDIPREX 1
Keep this medicine out of the sight and TS of children.
Do ot use this medicine afer he expiry date which s stated on the outer carton and the blster (EXP).
The expiry date refers to the last day of that mi
This medicinal product does not require any speclal storage conditions.
Do not throw away any medicine via wastewater or housshold waste. Ask your phamacist how to throw away
medicines you no longer use These mensures will el profect the enviroin
6. CONTENTS OF THE PACK AND OTHER INFORMATION
Full list of active substances and excipients
What MEDIPREX 10mg scoredfilm-coated tablets contains?
MEDIPREX 10 mg

vlde ‘more information on the safety of this medicine.

Active substance :

ay o fth e symptoms, please contact joctor imme

sure your midwife and/or_doclor know you are on MEDIPREX. When taken during
pamcularly i the last 3 months of prégnancy, medicines like MEDIPREX may ifcréase fhe risk of # serions
condition n babies, called persistent pulmoriary hypertension of the newborn (PPHN), making the baby
breathe faster and appear bluish. These sympioms usually begin during the first 24 hours after the bab is
born. If this happens to your baby you should contact y and/or doctor immediately.

I used during pregnancy MEDIPREX sliould never b s'opg:g abruptly.
1t is exp REX 10 mg il ‘will be excreted into
opram, a medicine like MEDIPREX, has been shown to eges the quality of sperm in animal studics

Cif
Theoreticaliy, this could affect feml.lty but impact on human fertility has not béen observed as yet.
Driving and using machin
You are advised not to drive a car or operate machinery uatil you know how MEDIPREX affects you.
3. HOW TO TAKE MEDIPREX 10 mg SCORED FILM TABLETS
‘Always take this medicine exactly as your doctor has toid you. Check with your doctor or pharmacist if you are not sure.
Adults:
Depression:

s reconmended dosage of MEDIPREX is 10 mg daily in one dose. The dosage may be increased by your
doctor to a maximum of 20 mg per day.
Panic Disorder

al dosa%_e Of MEDIPREX in the frst weck of rcatment s 5 mg daily in on dose and t then increased

to10 mg daily. The dosage may be increased by your doctor p to a maximim of 20 me p
Social anxiefy disorder:
The recommended dosage of MEDIPREX is 10 mg daily in one dose. Your doctor may decrease the dosage to
5 mg daily or increase it to a maximum of 20 mg per day, depending on your response to treatment.
Generalized anxiety disorder:

(in the form of oxalate) | 10 mg (12,77 mg)

Excipients :
icrocrystalline Cellulose, colloidal silica, Talc, C sodium,
Magnesium stearate, white opadry (polyvinyl alcohol, titanium dioxide, polyethylene
glycol/ macrogol, talc)
What MEDIPREX 10 mg contains and conlenls of the pack:
Mediprex is a White oblong film-coated scored ta
MM:EADI]\P}REE( ltsIa‘, ailable in a box of 15 tablets and box of 30 tablets.

holder and

Les labm'atolres Med\S

— Tunisia
Tel : +216 72 235 006 / Fax : +216 72 235 016
E-mail : contact@labomedis.com
This leaflet was Tast revised in September 2017.
This is a Medicament
Medicament is a product which affects your health and its consumption contrary to instructions is
dangerous for ‘a{
- Follow strictly the doctor's prescription, the method of use and the instructions of the pharmacist who sold the
‘medicament.
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- The doctor and the %hm'maclst are experts in medicine its benefits and risks.

- Do not by yoursef interrupt eriod of tre nt prescribed for you.
35 Bk et e e pbcopiios whont conine Jou doctor

Keep all medicaments out of reach of children




