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Exopex®

Escitalopram Oxalate

I

Presentation:
Exopex® 5: Each film coated tablet contains Escitalopram oxalate equivalent to 5 mg Escitalopram
in packs 0 of 30 tablets.
Exopex 10: Each film coated tablet contains Escitalopram oxalate equivalent to 10 mg Escitalo-
pram in gacks of 30 tablets.
Exopex  15: Each film coated tablet contains Escitalopram oxalate equivalent to 15 mg Escitalo
pram in ga(ks of 30 tablets.
Exopex  20: Each film coated tablet contains Escitalopram oxalate equivalent to 20 mg Escitalo:
pram in packs of 30 tablets.
Hospital packs are also available (500 and 1000).
Note: Not all pack sizes are available in all countries.
Excipients: Microcrystalline cellulose, Anhydrous colloidal silica, Croscarmellose sodium, Talc,
Magnesium stearate, Opadry White.
Pharmaceutical form:
Film coated Tablets for oral use.
Pharmacotherapeutic group:
Selective serotonin reuptake inhibitors (SSRIs) Antidepressants,
JATC code: NOBAB10.
Therap%utic Indications:
Exopex is used to treat depression (major depressive episodes) and anxiety disorders (such as
anic disorder with or without agoraphobia, social anxiety disorder, generalised anxiety disorder and
obsessive-compulsive disorder).
Posology and method of administration:
Always take Exopex exactly as your doctor has told you. You should check with your doctor o
pharmacist if you are not sure.
ou can take Exopex with or without food. Swallow the tablet with some water. Do not che\
hem, as the taste is bitter.
Adults; The starting dose of Exopex® is 5'mg as a single daily dose for the first week and the
normally recommended dose of Exopex'E is 10 mg taken as a single daily dose. The dose may be|
increased by your doctor to a maximum of 20 mg per day for the following cases:
Depression.
Panic disorder.
Social anxiety disorder.
Generalised anxiety disorder.
Obsessive-compulsive disorder.
Elderly patients (above 65 years of age): The normally recommended starting dose of Exopex i
5 mg taken as a single daily dose. The dose may be mcreased by your doctor to 10 mg per day.
Children and adolescents (below 18 years of age): Exopex should not normally be given to children|
@and adolescents. Also, you should know that patients under 18 have an increased risk of side effects
such as suicide attempts, suicidal thoughts and hostility (predominately aggression, oppositional
behaviour and anger) when they take this class of medicines. Despite this, your doctor may prescribe
Exopex® for patients under 18 because he/she decides that this is in their best interest. You should
inform your doctor if any symptoms listed above develop or worsen when patients under 18 are|
aking Exopex®. Also, the long term safety effects concerning growth, maturation and cognitive
and behavioural development of escitalopram in this age group have not yet been demonstrated.
Patient Notes:
l* It may take a couple of weeks before you start to feel better. Continue to take escitalopram even i
it takes some time before you feel any improvement in your condition.
l® Do not change the dose of your medicine without talking to your doctor first.
® If necessary, you can divide the tablets by firstly placing the tablet on a flat surface with the score|
acing upwards. The tablets may then be broken by pressing down on each end of the tablet, using
oth forefingers.
® Continue to take escitalopram for as long as your doctor recommends. If you stop your treatment
00 500N, your symptoms may return. It is recommended that treatment should be continued for a
least 6 months after you feel well again.
® Missed dose: Do not take a double dose to make up for forgotten doses. If you do forget to take 4
dose, and you remember before you go to bed, take it straight away. Carry on as usual the next day. |
ou only remember during the night, or the next day, leave out the missed dose and carry on as usual|
® Do not stop taking escitalopram until your doctor tells you to do so. When you have completed|
our course of treatment, it is generally advised that the dose of escitalopram is gradually reduced
over a number of weeks.
* When you stop taking escitalopram, especially if it is abruptly, you may feel discontinuation symp:
oms. These are common when treatment with escitalopram is stopped. The risk is higher, when esci-
alopram 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. Howe-|
er, in 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 taking escitalopram, please contact you
doctor. He or she may ask you to start taking your tablets again and come off them more slowly.
® Discontinuation symptoms include: Feeling dizzy (unsteady or off balance), feelings like pins and|
needles burning sensations and (less commonly) electric shock sensations, including in the head,
sleep disturbances (vivid dreams, nightmares, inability to sleep), feeling anxious, headaches, feeling
ick (nausea), sweating (including night sweats), feeling restless or agitated, tremor (shakiness),
eeling confused or disorientated, feeling emotional or irritable, diarrhea (loose stools), visual distur-
ances, fluttering or pounding heartbeat (palpitations).

Contra-indications:

 If you have an allergy (hypersensitivity) to escitalopram or any of the other ingredients of Exopex®-
o |f you take other medicines which belongs to a group called MAO inhibitors, including selegiline
(used in the treatment of Parkinson’s disease), moclobemide (used in the treatment of depression)
land linezolid (an antibiotic).

o If you are born with or have had an episode of abnormal heart rhythm (seen at ECG)

 If you take medicines for heart rhythm problems or that may affect the heart's rhythm.

Warnings and Precautions for use

® SSRIS/SNRIs may increase the risk of postpartum haemorrhage.

Take special care with Exopex Please tell your doctor if you have any other condition or illness, as|
your doctor may need to take this into conswderanon In particular, tell your doctor:

 If you have ep\lepsy Treatment with Exopex should be stopped if seizures occur or if there is an
increase in the seizure frequency.

o If you suffer from impaired liver or kidney function. Your doctor may need to adjust your dosage.
 |f you have diabetes. Treatment with Exopex may alter glycaemic control. Insulin and/or oral hypo-
glycaemic dosage may need to be adjusted.

 If you have a decreased level of sodium in the blood.

 If you have a tendency to easily develop bleedings or bruises.

 If you are receiving electroconvulsive treatment.

 If you have coronary heart disease.

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

o If you have a low resting heart-rate and/or you know that you may have salt depletion as a resul
of prolonged severe diarrhoea and vomiting or usage of diuretics.

 If you experience a fast or irregular heartbeat, fainting, collapse or dizziness on standing up, which)
may indicate abnormal functioning of the heart rate.

Note: Some patients with manic-depressive illness may enter into a manic phase. This is characte-
rized by unusual and rapidly changing ideas, inappropriate happiness and excessive physical activity,
If you experience this, contact your doctor.

Symptoms such as restlessness or difficulty in sitting or standing still can also occur during the firsi
weeks of the treatment. Tell your doctor immediately if you experience these symptoms.

 If you are depressed and/or have anxiety disorders you can sometimes have thoughts of harming
or killing yourself. These may be increased when first starting antidepressants, since these medicines
all take time to work, usually about two weeks but sometimes longer.

You may be more likely to think like this:

o If you have previously had thoughts about killing or harming yourself.

I you are a young adult. Information from clinical trials has shown an increased risk of suicidal
behaviour in adults aged less than 25 years with psychiatric conditions who were treated with an|
antidepressant.

You may find it helpful to tell a relative or close friend that you are depressed or have an anxiety|
disorder, and ask them to read this leaflet. You might ask them to tell you if they think your depression|
or anxiety is getting worse, or if they are worried about changes in your behaviour.

* As with many medicines, combining escitalopram with alcohol is not advisable, although escitalo-
pram is not expected to interact with alcohol.

* You are advised not to drive a car or operate machinery until you know how escitalopram affects|
you.

Use During Pregnancy and Lactation:

Pregnancy: Pregnancy category C.

® Observational data indicate an increased risk ( less than 2-fold) of postpartum haemorrhage
following SSRIs/SNRIs exposure withinn the month prior to birth.

Inform your doctor if you are pregnant or planning to become pregnant. Do not take escitalopram i
you are pregnant unless you and your doctor have discussed the risks and benefits involved.

If you take escitalopram during the last 3 months of your pregnancy you should be aware that the
following effects may be seen in your newborn baby: Trouble with breathing, bluish skin, fits, bod
temperature changes, feeding difficulties, vomiting, low blood sugar, stiff or floppy muscles, vivid|
reflexes, tremor, jitteriness, irritability, lethargy, constant crying, sleepiness and sleeping difficulties. |
your newborn baby has any of these symptoms, please contact your doctor immediately.

Make sure your midwife and/or doctor know you are on escitalopram When taken during pregnancy,
particularly in the last 3 months of pregnancy, medicines like escitalopram may increase the ris|
of a serious condition in babies, called persistent pulmonary hypertension of the newborn (PPHN)
making the baby breathe faster and appear bluish. These symptoms usually begin during the firs
24 hours after the baby is born. If this happens to your baby you should contact your midwife and
or doctor immediately.

If used during pregnancy escitalopram should never be stopped abruptly.

Lactation: Do not take escitalopram if you are breast-feeding unless you and your doctor have dis-
cussed the risks and benefits involved.

Drug Interactions:

Please tell your doctor if you are taking or have recently taken any other medicines, including medi-
cines obtained without prescription.

Tell your doctor if you taking any of the following medicines:

* Non-selective monoamine oxidase inhibitors (MAQIs): Containing phenelzine, iproniazid, isocar-
boxazid, nialamide, and tranylcypromine as active ingredients. If you have taken any of these medi-
cines you will need to wait 14 days before you start taking escitalopram. After stopping escitalopram|
you must allow 7 days before taking any of these medicines.

® Reversible, selective MAO-A inhibitors, containing moclobemide (used to treat depression) and
irreversible MAO-B inhibitors, containing selegiline (used to treat Parkinson's disease). These increase
the risk of side effects.

» The antibiotic linezolid.

 Lithium and tryptophan.

® Imipramine and d

l Sumatriptan and similar medicines and tramadol. These increase the risk of side effects.

® Cimetidine and omeprazole, fluvoxamine and ticlopidine. These may cause increased blood level
jof escitalopram.

® St. John's Wort (Hypericum perforatum) a herbal remedy used for depression.

® Acetylsalicylic acid and non-steroidal anti-inflammatory drugs. These may increase bleeding-|
tendency.

® Warfarin, dipyridamole, and phenprocoumon. Your doctor will probably check the coagulation time|
of your blood when starting and discontinuing escitalopram in order to verify that your dose of
lanticoagulant is still adequate.

' Mefloquin, bupropion and tramadol due to a possible risk of a lowered threshold for seizures.

® Neuroleptics due to a possible risk of a lowered threshold for seizures. and antidepressants.

® Flecainide, propafenone, and metoprolol, clomipramine, and nortriptyline and risperidone, thiorida-|
izine, and haloperidol. The dosage of escitalopram may need to be adjusted.

Do not take escitalopram if you take medicines for heart rhythm problems or medicines that ma
iaffect the heart's rhythm, such as Class IA and Il antiarrhythmics, antipsychotics (e.g. phenothiazine|
derivatives,

pimozide, haloperidol), tricyclic antidepressants, certain antimicrobial agents (e.g. sparfloxacin, moxi-
loxacin, erythromycin 1V, pentamidine, anti-malarian treatment particularly halofantrine), certain|
antihistamines (astemizole, mizolastine). If you have any further questions about this you should
speak to your doctor.

Undesirable effects:

Like all medicines, escitalopram 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 illness and therefore will improve when you start to get better|
See your doctor if you get any of the following side effects during treatment:

Uncommon (affects 1 to 10 users in 1000):

® Unusual bleeds, including gastrointestinal bleeds.

Rare (affects 1 to 10 users in 10000):

 If you experience swelling of skin, tongue, lips, or face, or have difficulties breathing or swallowing,
icontact your doctor or go to a hospital straight away.

® If you have a high fever, agitation, confusion, trembling and abrupt contractions of muscles these|
may be signs of a rare condition called serotonin syndrome. If you feel like this contact your doctor.
If you experience the following side effects you should contact your doctor or go to the hospital
straight away:

* Difficulties urinating.

® Seizures.

* Yellowing of the skin and the white in the eyes are signs of liver function impairment/hepatitis.

® Fast, irregular heart beat, fainting which could be symptoms of a life-threatening condition known|
jas Torsade de Pointes.

In addition to above the following side effects have been reported:

® Feeling sick (nausea).

mmon (affects 110 1 rsin 1
® Blocked or runny nose (sinusitis).
® Decreased or increased appetite.
® Anxiety, restlessness, abnormal dreams, difficulties falling asleep, feeling sleepy, dizziness, yawning,
tremors, prickling of the skin.
® Diarrhoea, constipation, vomiting, dry mouth.
® Increased sweating.
® Pain in muscle and joints (arthralgia and myalgia).
® Sexual disturbances (delayed ejaculation, problems with erection, decreased sexual drive and|

omen may experience difficulties achieving orgasm).
* Fatigue, fever.
® Increased weight.
il 1 N

* Nettle rash (urticaria), rash, itching (pruritus).
® Grinding one’s teeth, agitation, nervousness, panic attack, confusion state.
® Disturbed sleep, taste disturbance, fainting (syncope).
® Enlarged pupils, visual disturbance, ringing in the ears (tinnitus).
 Loss of hair.
® Vaginal bleeding.
® Decreased weight.
® Fast heart beat.
® Swelling of the arms or legs.
* Nosebleeds.
Rare (affects 1 to 10 users in 10000):
® Aggression, depersonalisation, hallucination.
® Slow heart beat.
Some patients have reported (frequency cannot be estimated from the
available data):
® Thoughts of harming yourself or thoughts of killing yourself.
® Decreased levels of sodium in the blood (the symptoms are feeling sick and unwell with weal
muscles or confused).
® Dizziness when you stand up due to low blood pressure (orthostatic hypotension).
' Abnormal liver function test (increased amounts of liver enzymes in the blood).
' Movement disorders (involuntary movements of the muscles).
® Painful erections (priapism).
® Bleeding disorders including skin and mucous bleeding (ecchymosis) and low level of blood pla-

telets (thrombycytopenia).

* Sudden swelling of skin or mucosa (angioedemas).

® Increase in the amount of urine excreted (inappropriate ADH secretion)

® Flow of milk in women that are not nursing

' Mania.

® An increased risk of bone fractures has been observed in patients taking this type of medicines.

® Alteration of the heart rhythm (prolongation of QT interval).

In addition, a number of side effects are known to occur with drugs that work in a similar way to|
lescitalopram. These are:

* Motor restlessness (akathisia)

® Anorexia

Frequency not known:

SOC Reproductive system and breast disorder: postpartum haemorrhage.( this event has been repor-
fted for the therapeutic class of SSRIs/SNRIs.

If any of the undesirable effects gets serious, or if you notice any undesirable effects not listed in thi

leaflet, please tell your doctor or pharmacist.

Overdose:

If you take more than the prescribed dose of escitalopram, contact your doctor or nearest hospi-
ftal emergency department immediately. Do this even if there are no signs of discomfort. Some o
the signs of an overdose could be dizziness, tremor, agitation, convulsion, coma, nausea, vomiting,
change in heart rhythm, decreased blood pressure and change in body fluid/salt balance. Take the|
lescitalopram box/container with you when you go to the doctor or hospital.

Pharmacological Properties:

Pharmacodynamic properties:

Escitalopram belongs to a group of antidepressants called selective serotonin reuptake inhibitors|
(SSRIs). These medicines act on the serotonin-system in the brain by increasing the serotonin level|
Disturbances in the serotonin system are considered an important factor in the development of
depression and related diseases.

Pharmacokinatic properties:

IAbsorption: Almost complete and independent of food intake. Mean time to maximum concentration
(mean Tmax) is 4 hours after multiple dosing. As with racemic citalopram, the absolute bioavailability
lof escitalopram is expected to be about 80%.

Distribution: The apparent volume of distribution after oral administration is about 12 to 26 L/kg. The
plasma protein binding is below 80% for escitalopram and its main metabolites.

Biotransformation: Escitalopram is metabolised in the liver to the demethylated and didemethylated
metabolites. Both of these are pharmacologically active. Alternatively, the nitrogen may be oxidised
o form the N-oxide metabolite. Both parent substance and metabolites are partly excreted as glucu-|
ronides. After multiple dosing the mean concentrations of the demethyl and didemethyl metabolites|
jare usually 28-31% and <5%, respectively, of the escitalopram concentration. Biotransformation of
lescitalopram to the demethylated metabolite is mediated primarily by CYP2C19. Some contribution
by the enzymes CYP3A4 and CYP2D6 is possible.

Elimination: The elimination half-life after multiple dosing is about 30 hours and the oral plasma|
iclearance (Cloral) is about 0.6 L/min. The major metabolites have a significantly longer half-life. Esci-
talopram and major metabolites are assumed to be eliminated by both the hepatic (metabolic) and|
the renal routes, with the major part of the dose excreted as metabolites in the urine.

[There is linear pharmacokinetics. Steady-state plasma levels are achieved in about 1 week. Average|
steady-state concentrations of 50 nmol/L (range 20 to 125 nmol/L) are achieved at a daily dose
of 10 mg.

Elderly patients (> 65 years): Escitalopram appears to be eliminated more slowly in elderly patients|
compared to younger patients. Systemic exposure (AUC) is about 50 % higher in elderly compared
to young healthy volunteers.

Reduced hepatic function: In patients with mild or moderate hepatic impairment (Child-Pugh Criteria
IA and B), the half-life of escitalopram was about twice as long and the exposure was about 60%|
higher than in subjects with normal liver function.

Reduced renal function: With racemic citalopram, a longer half-life and a minor increase in exposure|
have been observed in patients with reduced kidney function (CLcr 10-53 ml/min). Plasma concentra-
tions of the metabolites have not been studied, but they may be elevated.

Polymorphism: It has been observed that poor metabolisers with respect to CYP2C19 have twice|
jas high a plasma concentration of escitalopram as extensive metabolisers. No significant change in
lexposure was observed in poor metabolisers with respect to CYP2D6.

Special precautions for storage:

Store below 30°C.

This is a medicament

* A medicament is a product which affects your health, and its consumption
contrary to instructions is dangerous for you.
« Follow strictly the doctors prescription, the method of use and the instructions
of the pharmacist who sold the medicament.
 The doctor and the pharmacist are experts in medicine, its benefits and risks.
* Do not by yourself interrupt the period of treatment prescribed for you.
« Do not repeat the same prescription without consulting your doctor.
* Keep medicament out of the reach of children.
'COUNCIL OF ARAB HEALTH MINISTERS
UNION OF ARAB PHARMACISTS

IAl-Tagaddom Pharmaceutical Industries T PH&I[?QM]Q

/Amman-Jordan com

Exopex leaflet F C Tablets - R2 After JFDA Modification.indd 1

L

2689

May, 2021
|-Exopex-EXX-LMO0-R2/AE

17/12/2024 9:17:23 AM




200

[Pantone 2607 C

JUV

¢

89
I

(e 2 oS ol

Sgiana 3313) 20 Bagd Bunatls ik agend O
(3nald 3p315) ¥ ol ) 6 ol oyl o] @
(ghed) el olusiil @

sl iliall st palinly (ReaS) Aadalinl) 2utid Vg alad) a3 b3 2 Loy 3235 oyl lacs) @)
(2033) Glaliall cLzall 5] aladl 2 Galin a5 @)

(ADH (e et @30 s 31,81) g plall sl 308 25313 9

Aoyl a2 31,012 ool 5o @

ouss @)

55 (] ) 2 a3 gt i 33155 dans) 3 @]

“29a¥1 (e g5 128 03l
(ol 3 g ol il a3 At W15 58 Aol 5,201 2 A" iy i) L] 2 i ®|
om0 sl Loy amy 0 2 lall i Jas gl e ks Al B L ol el 3 iyl
(st 55) & Bl e @

Olaza @

RSLEN 03 pauad) 313 sl il Cym B Shall 25l Esctoml 120 (ye 3L 5) 339511 sy Lo i3 16l o planly Lkl 3Lgand
SIS (31 g sl 313 ) Sllnin /|

sl 5 ol Sel oy 13 01 1 39850 Bl LU 6T culan¥ 1305113l Gl LT ok gy 5 a1
1Ayl 2 dal b Y|

filade gl Gle Gasiall 2 (5lsk @uid Y ladl ol ey JLa¥! lide « alpagliud (e 55,30 2yl (pa ST sl 13
Blugile) 85 Samy 3 3e poll dojd ciledle (e -gle il wlodle gl dtlia oS5 @ o o iy pLual]

Ol gt s
foladl e ules alpusilinl Bgse 35 2 3Le¥1/ilsadl oo el o

) i (L 3l by B i 1523
©oadiad) gl Cotatl 1)

A 9N ol g3

(o151 Jgmia pailad

2 Jois . (SSRIS) A5t s sl poliatal 531l illahe ans LIS 55Lll 23331 cyo Aegarma 1 sl ild
fraguim 51as 2 @ga ale crigig ] ALl ol plasnl 505 0 sl S5iene 33025 G slo o flant) 2 crighs ] Al e g

A1) Ay bl
fosle s 5L ar el £ 58 395301 58,30 Jpmsl Bl damgia o pLalal 35 e s ¥y Lus 5 JalS S s s pobucia|
A Myl puslian 33U ULl gl 25l (5Ss o b 33w

A+ Coa 81 58 LaySLl) iy s alolsl damd (] (@S /5320 YI-VY g 58 @l Gyl (o s s pallall isill e ) sl
TR POREM PSR PR EW ERT

e Ll alass csllzied] 52 (on 1S (515 @53hitsars 5 3hiinars) ool Oitons 1 801 2 ol sl i oSk Y|
S50 ey ay ol 5S5ta IS8 le L 3 Silitedl oW el cpm IS gyl S 0] s 003 g ) 4SS o
R o1 ptbia] oSl 0 - o1 pstlicd 54615 (o A5l 20 (on 513 27V -TA llg AL i9hiass 5 2 9hiaass 3615 dawia
CYP2C19,CYP3AY cluyt deime b wilia. CYP2C9 2ty Lol 5205 Jiae sepend
EIREY
o 1 a3 gt li] ol 5 a1 el o i s e i e 1 Ll A5 228 / 3
Ltz (S e Jall 35,5 3yl a5 w53 s lS0 (rm S0 (p0 Loyt
S5 5 g B @ gyl GHlgm 2 Laydll 25 pne lagine Baind @ - Audas 2815 38 clliaf
e )+ Lolake Ruage ey 2 (53 / Jsasils 1 YO-Y l) 31/
i el o 01 2 38T ey Sy o) st 2 O gt (ke 10 (3 81) (et o )
s otel 52 (AUC)
s sl a1t e om0 (o 33) ot i a5 1908 o il (o) o 11 2 s il e
geada 2SI Gl el guingll 2 e OIS Las 71 Mg LIl in el 1S5 ]
s sibas o) b1 2 o pl) 3 ik 5305 pmnl] o 5538 2 U] dimg? a1 o osllisn o 2,01 il il
s o 5 3 L0y 1 5 (om L3Sl ol 38 5 ey ey o - (2335 O 5l S0 2k I s 2 ki
Lt 0 LS ol it cpa La3Stat 3555 ins astied CYP2C 19 (s Los cosmll i1 5285 0l gt 135 S8 0]

5 58 G5l A ol tay o151 Com Loy Sl i Jimag el T+ g 553030 ke o S5 g 1 5oY) yae o

Usasili 0+ Lajlaze

oyl L ¥l e

LCYP2C19 oy Les ol a1 2 | 2 S sl Sy o1y Ul el
a3t g
T oy 0B 55l Ay 2 dainy

ol o
bl sl oy Cladell A 4S5 dlinaa Lo B4 pumatiaacl il
g s Y sl e s Lo i poiall Jlanta 43l 5 calall A s A8 ot o
ey s o) 5l oyl L el canlall o
s a5 (ol 20mll Sl 500 e Y
A famy s el gl i pa Y 0
Al Jglite (e 1oy el gall Jagal o

ol daall 555 (dae

ol Al slay)
T PHARMA
Total Quality

www.tgpharma.com

O)%1 - Oles (AD! gl Sleluall pdE| AS 54

P S

il BT Sgn 2t (ye 35 008 . Jalel 5 5 Alas Tugaly i 3lesas @)

ol peslid (yo ol lagiana 33013 108 caps 2B (o2-asIS 55 S gngls 3 pasasls

AZSY ) e ol iy il

i ol slinn (oans il ol el 5F V1 ol Abaine gl ) a1 LU 53Linl] Zaga¥1 il gl e @)
a3 Eagund Jall Gy 235 3 0k (o)
e sl o con G2l oy 1l g ey e ool 25 3y Com coplall B3 3 g sl sl e sl )

LalS 135 Y 5l 55l
<l Ll g A S (e Al ol A 3l 59 s oS5k )
o

Y1 lsline g sl il Eugin e i (ye Aleiall ylalik] Fons La2! 2yl

$assds Qg retennss Onliinnioghs onelsuastS Jslsmsten csiidlae caylilula @)
st

flaliatly T % o dall il i 25355 0 0 Al Auga81 5T il by e (SLte 3 gl 25 S 13 Al st S5l

fieyn oo cdlaty B - Jsaspmsils o

[z il 830 GAESY lslian (g sl conipens Ly iudll it Jie) Ladl clsline (il Sl n dsalaistl

Lo (0o Blasa Aoty LyDMT lsline cgppisalis <ol 1 cromsas s mbesliveisn omnalostislins fia) dusand! lalint|

(¥ 5ue s el ) ralingl! Slaliag

tlall g ol e s sl s s (653 il 5T alt (IS 15

(PRSI WIRTRESY

Lo lim ¥ sl 0 pn 02 01 e il BT Sas 2 s 0 S alpestlisl s

Lol cap il 155 13 5591 01y psall 0l el e 0355 5 (o - SAall (o gl iy sy Tl SU9 i Le e
oLal 2ol e i Ml i

ol Ll 2l &

R

03 e 24

LB e sl il 15 wlado g

ool Lasione fpe ) o)2 50) Bails
ueingll 5L (e a3l I3 2 ey igole ud i O

(e ISy el gl asiions V2 54) 8l
ol I cn 3! gl sty Juil s ((ramannd Juo 35) il 5F udial) 2 ligasc sf cdmgl sf oLl Luably sl 2. 55 i 15

53l e
Lol 355 5l 23 2 pLis)] (n il 5131 9|

ool Ul 52 le J5¥3 0208 (055 3 e Mhadanll G Lie GELaSily ol
il ol ! 5V 020gs 5 ya 13] 028yl L033Min sy

33l e Gadial!  olal 5 clodas JLas¥l e Coms BRI Eladl BV ¢ye cuile 13]
sl 2 Sligacs @

(2ls) olaiis 9

S Ll / a1 il Cans ladle o s 2 Ly Al 5] ya0! 9|
3330 L) 535 ks b 58 3Ll 3300 B ! el 0395 0 (S g ele | il il i AL i gl @)

Al 2 St B L 2Lyl

Sl Y1 Sga e 331 @3 03hel 355801 &
(00 S cye oy Jasinn cya ST e 350 fum BSLE]
(0kiz) o2 1L ssait! @)

ol st (a1 2V2 5) i)

(180
(¥ Gl Slg) ¥ 3w 5 L @

a1 530 ol alaxsl @
(g3 el spaill il 2 ciligans s ik 230155135 @
el i 55 llsal  Jlou] @)

[OEPERRL

(Glane oy lamie @lf) Jualitly cidlnall 2 ol 9|

| (35ll gy A Jpmstl 2 ligas =Ll dn 55 g il ol o lass! e olatidl e JSLica o2l 53 15) B il o] @]

e i @)
olaalss ¢
el Lasione fpe V212 50) BLS
A g e (58) ol s
L cpn Ul el pn gh B gliial Ll ol @

[

(ohatiz) elet! ol o ylassl sl Gl ylasl @)

0331 2 ol B pacmy ) plasn) () B 2 st Bty B |
a3l |

PEWREHAL |

Disll el @)

il by ey @
Ll 5 cpe L1 2 055 @)
W e 9|
S0 S e ) i -

EWRINEESTPIIS AR

Veova ) sl

RIS RERINEY

(s bl csloglall fye Balio¥) 53,5 550 (Ses ¥) (pun y L1 avdl

il 53 51 5120l 1S3l @

(sl o ciSlanll Cans e 5 1l s3adl) Al 2 assgeall Gligia yalizil 9|
(2g3g A dais pliieil) audl daiiis olidel) v CogBoll e 33gs @)

sall sl s e 5355 0 S G 5f ! Bl s JSLis 3 gl
e Aol Sillaliin |y O ity
3 sl 313yl lladia / ASLEBY! (ighg pacall 313 000! illafin 35 a3 @

e Lo 35 Gagoim slas oa ZSLEVI G2yl sl
ERAT

Lo ¥ a1 28T 1 aneal) iy 3 )3T 2 o g1 51 B0 (6T it 1S 131 o) w3k 5o - PSS a3l 355 om
e 31 papeaill dag el

sl ok 585 2 3315 lia IS 131 513 50 I3 ligh o 13] CuSaguuSt I3l bl s g puall (30 il S 131 9|

eyl 8 lae I slils iy a8 ISH 51 ST Sl g B g iy il S 131 9|

fondse¥ ey bt ) ol iy 3 00| S e 3 sl Sians (n CouSa S ks 58 6 Sl 0o (e i3 S 151 9|
el St (B (ggadll elstl 5 /

ol 2 gl piaae 2 Linlinil il S 151 9

35 Eagad Jus (e il S 131 @)
el e 3 plaell Sl 5ol 3l Ll oS 13] 9|
] a2 13] 9

Aggans cilasS 51

A (e |5 e caile 1 B 2 JSLin n il 5] il S 131 9
[loadl Amith 2 3La¥l 2uash alai] (ya 3Las 3 by o ya3 S 51 /5 2l i Al il al yndieie Jane (e il S 13] @)
o el yom Jlasiod 5} dlagls 3 50 o315 apon|

[ e 5ad Jian M) s B il byl e 3553 5 5Ll s Lak i Sl s - AU il B (0 il 2 131 )

o sy Bl el 1ol POUn (oo 108 sty usl] Ao sty 5 LISV Gusgll 8 (00 Ogilas ) iyl Gy sl Sy

ol pe ¥l o2t e i 13] oy iy Qo 35 500y 3alaws  pui|
el 3 e Tl I3 S o Ll (S o 093 5300l 51 gt Bgaas 5l 3591 e ! e

151 1553

PRI PN SRR

LSS o 3331 (55 Olen 1 iang 2 il 5 51 el ST s o (55 UM sl placoly blene S 51 / 5 Lo s 131 @
Blen ¥ 2 2 005 el Mo 5 i Ll 2 Lo ot Sashe s oa Y S Sl sLines A e ]
sl 3 50

A YLl 2 Sl L ye 38T 0455

e Vil f I s IS Gy (e i3 S 131 9

1155 001 0Ll 5 (g5 s St Adlain] 33125 Byl sl gy 3Ll iaglell gl 3 Lasly Latly o€ 131 9|
LY el sline Jlaxiols man e @ iy Ruols Rpead gyl (po silas (il A YO (32 usLac]

D5l e Asall M cendl f iy o3l

o e L 3.5 5501 0308 52 B e ol LAl ol ] oy 5 Lo i€ 130ty 33 ol iy 5 O gl (ya il i 13 @)
ol gLt 2 il Ly (30 5308 1550 e 303 30 G120 51 LTSI s g 15318 13ty pind

st Jelis (355 e (oo ) ole linemions (d J5nSls ol mstlie] o grondl 05 aps¥ oo gt oo Il 50 LS )
~Je=Stl g

i 53 gl o2l 51881 e ilas S 131 @]

e ol pystli] 5 S bl i I i 5155 ld) 3303 oty ey
PSSP SRR IR ER P
2 3 1o

o 315 il AL iyl g 53950 sty L 35 gt (O o JB1) il 53105 1) il il a3 )
LS (o213 Cxigin ] 315500 illn e /|
Y 3o ompind prlalai 5f Shalon S 15] conlall $301 o]
LAl 6ally slalall Coudall 323lid

[ a3 0 (S B 8l Gl e e 395 0 o L5 ol (0 356591 gl S9N IO gt 55 3 S 13)
[ Sl 2 L 2 clseall el 5)la B0 2
s sl s 131 5! 5 cble Alastl b 393, il 2 25 e 5l 15 0|
<3l e cadally Lt oy cranll aglgall el o2

- pl sl e il oy cpelall 1 / 5 1352l B yas 0 e S

551 b e ipnt 2
oo 130 Y1 Ansle ey a5 51 el € 131 el Va5

333a e el 2 AUia 5391 i cllily

Bl oyt 2Lt (oo s ol (50 5,581 3001 62912 Limgamy anl] 3,5 IO 3555 Lo ol pepllie] e Zossl s 3
b sl IS0 iy Jalal) Jund Las o (PPHN 353501 o 25 1001 (655,01 il i sl s g 1 JUe1 2.5 ]

23330 0ls iy

sl / 5 gl s yeay JLas¥) e comy llilal 12 &t 131 Jalall 335 s 31 delis Yo J1 g3 il 5o o2a T L le]
g el

e lin IS alppllind LA e o &l 1 Jasd1 35 oLl Jarial La 13

gl galitly Hlalall (e lpade (BLak 208 13] Y] Bunssls e lin (a5 8 131 alpugtlind 0033l Y selis i)

A ) O

A By 393 eyl 0 21 BT 32 Loy 5,3 Bl 3 s 5] Jg 8 131 el o3k
21 29331 ¢ye gl 5l € 13 e 55

Loslis e g5 1L "(MAOIS) s
oLV UG o gt i 0 2 Lags 1 S o g By ¥ 0 (ot 5] 35130 s S8 0y ek}
<293 W 08 ¢y 6l 5L U3l astli] 5L G sl e

a5 (G 2300 Jarion 1) sassiSpa e 533 o "Bl ASLEEYI | Besama (30 JooSyl ralsipn liasa” O
Fatliin] s o 3 00 (iS5l o 30 iy 5301 bt e 5o " Banal) 528 om0 a5 s
ERIRIICNIONN

g5 sLina g3l ®|

b oL 5L Sl sl S it spasnSs) nalsisa cllaga” ¢

~olag 55 asdull @]

PHARMA

Total Quality

° [

U guS

.

(295 A
a3 T R lgie 2 gl @ile 0 Jolay Lo VLSS ol pogllial e (g5 Cilie o3 S £ 0 OuSpusS|
o Ao 2 st il )+ ol Lo LSl o1 poplinl e st Cilin 53 S 1)+ Sy guS |
Lo e lpse 2 st wile 10 oy Lo VLSl ol poplial e st Cilin 53 S 110 OuSyguS |
T3 Aan e 2 ol ile Y+ Jolay e LS5l ol sl e gsimg Cilin 53 S 1 ¥+ Sy gusS |
ol §13bs psannall @bl B L asag Solea sl S SLed gyl IS 3kl ol 563 Sule 1 LS 1 3|
(1 3000 Lt 5 gt i lsee
RIRIRIPIVES-REXPORTPNEIN PIVEIY-D I RETR
£ ¥ caialt S
<o Bl 0 Jlesian U 2ilia ool 3
+ 2 Slal) A sant
NOBAB10 sttt cxicott «(SSRIS) 2y s saas) olista] 331e ] il ie de gamae (p0 TSVl sl

L

< Slldaiay

s 11 LN o oyl (5 f ool s Jin) LA e ol (651 ZSY i) S 25 oS ST i
(630 el unsl! ol ol Ll LM s e L 31 01 oyl

o lgall J9US Ady sl g Ac )|
T LS Ll © Sy g1 ol L.
550 e 1 o e 353 LT g 5231 900 s Ll 5 (ol it PSS o5 A

IS e 355 e 1+ 31153025 8 I3 il J5L Lo iy 2 e & %3Sy 2151 il s 0L
A1 S 2 Lo il Y o) ae il ] a3y 553 50yl 35 S g 3y o]

syl

ST jud e 131 ol 5 s e 33l elle o

el s

el Bl il las) o

L 3121 e

480 pulsagll ol slasal o

525y ey KB le 3055 @ile 0 O (ouSguuS | (o Lgs (ol 451 W) G sl 205 3 (mall (0 s 10 368 gl oo |
T i 1+ a5l Bl o 3] el 0 (0 ol 51

15 ottt il o oy o coms Ll i 1y SO @SS ol e o isle 2(lole VA) caal 11y LYY
st fsae LoL2) 8l yue Jlael Bl IS5 Ll e¥sbone s Bl ST g STl gl 035 Lele 1A e omslac

Lo

LS / 8 210 1 Ll VA (e 39 ooyl a3 1583 (o e 1 e a1 (i 250 aa J3L5 i (oo y 2l
Lole VA Gy 381 i old S g el iy 3] pginbens 2 130 0l 20,3
O S S i35kt 52013 Lol VA (e 293 41 i g sl o
s gyl 2001 0300 2 (Ssbuly 2 pall gl peiadlly il Radbas ol Juslall 5l e OS5

s ol 3 Bgall 5 et 223l oy

o3kl 3558 00 il el (gf i 131 ol e ulie]

gl s I Saill 93 615l ey s Y @
e om0 iS5 i @5 cymg e DU (uaal (lSn (g sana s e 2 330 g B slo (3 oo 3N (oaa cliSis s a1 231151 @)

o S e cilobiad! Jlawtiaaly oy 3l ol Lol e daiuiall Gy el
| ol codall uags Ul ol pogtlid J5 Alslse

Loty 3508 3l 3y 3,28t 30l 5k
5315 pm ey il s G g 31 e 5t Bl O 51 ] G| (a8 iy 2ol

by el 1 35 0 113 L5 5S35 1 yond] J35 s 23 i€ 1) pnsill il pond| inaga) dieLine ey 3555 Y sasail] eyl @
firsesill e yonll 31 I agall 2 5f L Ju oL s L3635 13]Gl gl 2 5LiallS el ol 2 il p5al) e Latsl
+3LallS £ 3l b

bote Lomass ot e ok Lapac gl oAl 3,55 JLaS] e iy s iy i tlie] 315 (e 3355 Y 9
PRI

[lesiol g e 3308 o ool e o0a Uz ool el a3 13lnd 3 St 13] Lases ¥ 1 alpugtlial 5L (e Cadgall aic @)

o Lentie ol 2ulle oo 251 Aligle 3 240 ol 5l Jlastinl e sle¥l 5 ol pe ¥l ok g Adlain] O - al gl

a3 Ay

[l e 31028 (3585 3 U1 any 21l g el oguin 2 Lguns L3 (a3 359 Rigise nlp 31 o0 0 gt ) e )
1ol ya (a3l ol el bt IS 130 (38T 51 gl ¥-Y) Aligle 3,380 yais L 5l 3]
S aday Lgie CiBgilly 6 53 3 ya il Aol ol S391 J5Lis 6oy copalall alie o
opul (Lesuds J31)3 rle 3390 spm ¥l couplyal) oo sl (0315301 i 5} ol ) Sl S5t Uaiyl ol sl Jas @
gl gl (LAl gl (sl e 350l puteg punlsS Aay i) gl bl plais! s oul 1 13 2 Les 5L oS Zareall
L s gl il ppmcall  (51321) bl g Lia¥ 5l 21 putny spail (Ll 3yl a3 2 Lay) ol (L) centl
(D) ) g s 3 5 2y byl (0 5154) gl e o Lol

Ol | i g

RAVCIPOR PR (JSES [ISHCURIPS FN PO RTE RIS Fyeegh)

s 131 o

|5 sl JLsi¥l e« ol astlis] o

Lo e g3ke 2 Joriad) calimalios (rainB GAlly 3ltinSsl slaslyipn lladia and Aesama | a3 )5 2agal
(g 2Line) 3ty (LBSY Dl 2 Jasied) sl - (G3maSl
151 @

(il Jae o Ay LB S a3 i M5 Anailapud il

May, 2021
I-Exopex-EXX-LMO-R2/AE

Exopex leaflet F C Tablets - R2 After JFDA Modification.indd 2

LIl

2689

17/12/2024 9:17:23 AM




