STABLON® 12.5 mg

Sodium Tianeptine
Sugar Coated Tablet

Read all of this leaflot carefully before you start taking this

medicine.

* Keep this leaflet. You may need to read it again.

+ If you have any further questions, ask your doctor or pharmacist.

+ This medicine has been prescribed for you. Do not pass it on to
others. It may harm them, even if their symptoms are the same as

yours.
+ If any of the side effects get serious, orﬂybunonneanymeem
not listed in this leaflet, please tell your doctor or pharmacist.

In this leaflet:

1. What is STABLON 12,5 mg, sugar coaled tablet and what it is used
for?

2. Necessary information before you take STABLON 12.5 mg, sugar
coated tablet.

3. How to take STABLDN!Z 5 mg, sugar coated tablet.

4. What are the possible side effects.

5. How to store STABLON 12.5 mg, sugar coated tablet.

6, Further information.

1.WHAT IS STABLON 12.5 mg, sugar coated tablet AND WHAT IT
ISUSEDFOR

ANTI-DEPRESSANT

This drug is in dep ive states of mild, or

sevara intensity.

2. What you need to know before you take STABLON 12.5 mg,
sugar coated tablet
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» if you are allergic to tianeptine or any of the other ingredients of this
medicine (listed in section ).

* inchildren under 15 years of age.

IF YOU ARE IN ANY DOUBT, YOU MUST CONSULT YOUR
DOCTOR OR YOUR PHARMACIST FOR ADVICE.

Take spacial care with STABLON 12.5 mg sugar coated tablet:
Special warnings

F ged use at high d Iead

Do not dthe d doses.

Suicidal thoughts and of your or anxigty

disorder

Af you suffer from depression and.for anxlaty dsorde! you may
have about harm to

yoursalf) or suicide, These slgnscan somemnas gal worse durlng the
early stages of with a of
lhnslyp-dcnotactlmnsdmlalyhulonlyanarzwseksurmmof
treatment.
You are more likely 1o experience signs of this type in the following
situations:

ity ’ A < inthe past.
+ if you are a young adult. mlnlmlvhkshavasrmnm
the risk of suicidal behaviour was greater in adults under 25 years of
age who had a psychiatric iiness and were recelving antideprassant
treatment.

If you i suicidal or self-h;
dodorlmmedlambrorwtoshalgmmmetmpnal
You can seek help from a friend or relative by explaining that you
suffier from depression or anxiety disorder and asking him or her to
read this leaflet. You can ask this parson to tell you if he or she thinks
mtyourdepummoramewﬁgemng worse, or if he or she Is
concemed about changes in your behaviour.

This medicinal product contains sucrose, and so it must not be used if

contact your

Haeummdodmwphannwsmymatemldngorhauemnﬂy
taken any other d without a
prescription.

Pregnancy, breast-feeding and fertility:

If you are pregnant or breast-feeding, think you may be pregnant or
are planning to have a baby, ask your doctor or pharmacist for advice
before taking this medicine.

Taking STABLON 12.5 mg sugar coated tablet should ba avoided
during pregnancy and lactation.

Driving and using machines

Some patients icn in al The attenti
of drivers and machine operamra is therefore drawn to the possibility
of somnalence cccurring with the use of STABLON 12.5 mg sugar
coatad tablet.

List P with effect: sucrose.

3. HOW TO TAKE STABLON 12.5 mg, sugar coated tablet

age
The recommended dosage is 1 tablet three times a day, moming,
midday and f the main meals.
In subjects agad mm 70 ynsls. and in sun}eds with renal
id be day.
ynurdbcbur

ALWAYS TAKE THIS MEDICINE EXACTLY AS YOUR DOCTOR
HAS PRESCRIBED:

If you take more STABLON 12.5 mg sugar coated tablet than you
should:

Do not di tine the t

Oral route.

4, WHAT ARE THE POSSIBLE SIDE EFFECTS?

Like all medicines, STABLON 12.5 mg, sugar coated tablet can cause

side effects, although not everybody gets them.

« stomach ache, abdominal pain, dry mouth, loss of appetite, nausea,
wvomiting, constipation, flatulence,

= inspmnia, :Iruwsmess axirapyramidal wmplurns (rigidity, reduced

, confusional

state, hallumatmns Fangue.

» palpitations, cardiac disorders, pain In the region in front of the
heart, quickening of the heartheat,

» dizziness, headache, malaise, tremor, hot flushes,

= difficulty in breathing, lump in the throat,

« musche pain or lower-back pain,

= skin rash, itching, urticaria, itis bullous i

. Im:maseuilvnrar\zymes hepatitis that can, Inemspmnalr.ases he

. hyponah‘amla
If any of the side effects get serious, or if you notice any side effects
not listed in this leaflel, please tell your docior or pharmacist.

5. HOW SHOULD STABLON 12.5 mg, sugar coated tablet BE
STORED

Keep out of the reach and sight of children.

Do not use STABLON 12.5 mg, sugar coated tablet after the expiry
date which is stated on the box.

The expiry date refers to the last day of that month,
Protact from direct light, heat & moisture.

Medicines should not be disposed of via waste water or household
waste.

Ask your i ispose of medici

These ill help to pr i

naolonger required.

6. ADDITIOMAL INFORMATION
‘What Stablen 12.5 mg, sugar coated tablet contains

you have fructose nce, glucose and The drug substance is:

m- or s (rare Tianeptine {: 12.5mg
cond s)“ For one sugar coated tablet.
Erecautions foruse The other ingredients are:

Do not the but reduce the dosage D - : . talc, d e

over aperiod of 7 to 14 days.
If you must undsrgo general anaeslhwa itis advisable to notify the
24 or 48 hours before

Iheoperatlnn

Motify your doctor in case of renal Irlsa.nﬁnien:

IF YOU ARE IN ANY DOUBT, YOU MUST CONSULT YOUR
DOCTOR OR YOUR PHARMACIST FOR ADVICE

Other medicines and STABLON 12.5
Taking this drug in combination with certain drugs of the MAOI class

[prescﬂbed In cases of depression) may have very serious
with an MAOI, walt two weeks

coated tablet:

bafore starting to take this drug.

Coating: ethylcellulose, glycerol oleate, SEPIFILM SE 700 White
(povidone, sodium cammellose, anl s colloldal silica, talc,
sucrose, polysorbate BO, titanium dioxide, sodium hydrogen
carbonate), white beeswax.

What STABLON 12.5 mg, sugar coated tablet looks like and
contents of the pack?
This medicine is in the form of sugar coated tablets. Box of 30.

Manufactired by:
_’*_ Servier Research & Pharmaceuticals [Pakistan] (Pyt) Lid.
SERVIER  9-km Sheikhupura Road, Lahora - Pakistan
Under Licence Les Laboratolres Servier- France

04056-#-02



