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o Shortness of breath
* Vomiting (mainly in the elderly)
* Fever
* Changes in the amount of thyroid hormones in your
blood
* Decreases in the number of certain types of blood cells
* Increases in the amount of liver enzymes measured in
the blood
¢ Increases in the amount of the hormone prolactin in the
blood. Increases in the hormone prolactin could in rare
cases lead to the following:
o Men and women to have swelling of breasts and
unexpectedly produce breast milk
o Women to have no monthly period or irregular
periods.

Uncommon (may affect up to 1 in 100 people):

e Fits or seizures

¢ Allergic reactions that may include raised lumps
(weals), swelling of the skin and swelling around the
mouth

* Unpleasant sensations in the legs (also called restless

legs syndrome)

Difficulty swallowing

Uncontrollable movements, mainly of your face or

tongue

Sexual dysfunction

Diabetes

Change in electrical activity of the heart seen on ECG

(QT prolongation)

A slower than normal heart rate which may occur

when starfing treatment and which may be associated

with low blood pressure and fainting

Difficulty in passing urine

Fainting (may lead to falls)

Stuffy nose

Decrease in the amount of red blood cells

Decrease in the amount of sodium in the blood

* Worsening of pre-existing diabetes.

Rare (may affect up to 1 in 1,000 people):

* A combination of high temperature (fever), sweating,

stiff muscles, feeling very drowsy or faint (a disorder

called “neuroleptic malignant syndrome)”

Yellowing of the skin and eyes (jaundice)

Inflammation of the liver (hepatitis)

A long-lasting and painful erection (priapism)

Swelling of breasts and unexpected production of

breast milk (galactorrhoea)

Menstrual disorder

Blood clots in the veins especially in the legs

(symptoms include swelling, pain and redness in the

leg), which may travel through blood vessels to the

lungs causing chest pain and difficulty in breathing. If

you notice any of these symptoms seek medical advice

immediately.

Wialking, talking, eating or other activities while you

are asleep

Body temperature decreased (hypothermia)

Inflammation of the pancreas

A condition (called “metabolic syndrome”) where you

may have a combination of 3 or more of the following:

an increase in fat around your abdomen, a decrease

in “good cholesterol” (HDL-C), an increase in a type

of fat in your blood called triglycerides, high blood

pressure and an increase in your blood sugar

* Combination of fever, flu-like symptoms, sore throat,
or any other infection with very low white blood cell
count, a condition called agranulocytosis

* Bowel obstruction

* Increased blood creatine phosphokinase (a substance
from the muscles).

Very rare (may affect up to 1 in 10,000 people):

e Severe rash, blisters, or red patches on the skin

* A severe allergic reaction (called anaphylaxis) which
may cause difficulty in breathing or shock

* Rapid swelling of the skin usually around the eyes, lips
and throat (angioedemal)

e A serious blistering condition of the skin, mouth, eyes

and genitals (Stevens-Johnson syndrome)

Inappropriate secretion of a hormone that controls

urine volume

Breakdown of muscle fibers and pain in muscles

(rhabdomyolysis).

Not known (frequency cannot be estimated from the
available data)

e Skin rash with irregular red spots (erythema multiforme)
e Serious, sudden allergic reaction with symptoms such
as fever and blisters on the skin and peeling of the skin
(toxic epidermal necrolysis)

Symptoms of withdrawal may occur in newborn babies
of mothers that have used quetiapine during their
pregnancy

* Drug Reaction with Eosinophilia and Systemic
Symptoms (DRESS). Widespread rash, high body
temperature, liver enzyme elevations, blood
abnormalities (eosinophilia), enlarged lymph nodes
and other body organs involvement (Drug Reaction
with Eosinophilia and Systemic Symptoms which is also
known as DRESS or drug hypersensitivity syndrome).
Stop using Quetex XR if you develop these symptoms
and contact your doctor or seek medical attention
immediately.

Stroke

Disorder of the heart muscle (cardiomyopathy)
Inflammation of the heart muscle (myocarditis)
Inflammation of blood vessels (vasculitis), often with
skin rash with small red or purple bumps.

The class of medicines to which Quetex XR belongs can
cause heart rhythm problems, which can be serious and
in severe cases may be fatal.

Some side effects are only seen when a blood test is
taken. These include changes in the amount of certain fats
(triglycerides and total cholesterol) or sugar in the blood,
changes in the amount of thyroid hormones in your
blood, increased liver enzymes, decreases in the number
of certain types of blood cells, decrease in the amount of
red blood cells, increased blood creatine phosphokinase
(a substance in the muscles), decrease in the amount of
sodium in the blood and increases in the amount of the
hormone prolactin in the blood. Increases in the hormone
prolactin could in rare cases lead to the following:
* Men and women to have swelling of breasts and
unexpectedly produce breast milk
* Women to have no monthly period or irregular
periods.
Your doctor may ask you to have blood tests from time to
time.

Side effects in children and adolescents
The same side effects that may occur in adults may also
occur in children and adolescents.

The following side effects have been seen more often in
children and adolescents or have not been seen in adults:

Very Common (may affect more than 1in 10 people):

* Increase in the amount of a hormone called prolactin,

in the blood. Increases in the hormone prolactin could

in rare cases lead to the following:

— Boys and girls to have swelling of breasts and
unexpectedly produce breast milk

- Girls to have no monthly period or irregular periods

Increased appetite

* Vomiting

* Abnormal muscle movements. These include difficulty
starting muscle movements, shaking, feeling restless or
muscle stiffness without pain.

* Increase in blood pressure.

Common (may affect up to 1in 10 people):
* Feeling weak, fainting (may lead to falls)
e Stuffy nose

* Feeling irritated.

Reporting of side effects

If you get any side effects, talk to your doctor or
pharmacist. This includes any possible side effects not
listed in this leaflet. You can also report side effects
directly via the national reporting system: HPRA
Pharmacovigilance; website: www.hpra.ie. By reporting
side effects you can help provide more information on the
safety of this medicine.

5. How to store Quetex XR
Keep this medicine out of the sight and reach of children.

Do not use Quetex XR after the expiry date which is
stated on the container after EXP. The expiry date refers
to the last day of that month.

HDPE bottle: after first opening, use before the expiry
date stated on the container after EXP.

Quetex XR does not require any special storage
conditions.

Do not throw away any medicines via wastewater or
household waste. Ask your pharmacist how to throw
away medicines you no longer use. These measures will
help protect the environment.

6. Contents of the pack and other
information

What Quetex XR contains

* The active substance is quetiapine. Quetex XR tablets
contain 50 mg, 200 mg, 300 mg or 400 mg of
quetiapine (as quetiapine fumarate).

The other ingredients are:

Tablet core: lactose anhydrous, methacrylic acid -
ethyl acrylate copolymer (1:1), type A crystalline
maltose, magnesium stearate and talc.

Tablet coating: methacrylic acid - ethyl acrylate
copolymer (1:1), type A, triethyl citrate.

What Quetex XR looks like and contents of the pack

— The 50 mg prolonged-release tablets are white to off
white, round biconvex, engraved with ‘50" on one
side, 7.1 mm in diameter and 3.2 mm in thickness.

— The 200 mg prolonged-release tablets are white to
off white, oblong biconvex and engraved with ‘200’
on one side, 15.2 mm in length, 7.7 mm in width and
4.8 mm in thickness.

- The 300 mg prolonged-release tablets are white to off
white, oblong biconvex and engraved with ‘300" on
one side and 18.2 mm in length, 8.2 mm in width and
5.4 mm in thickness.

— The 400 mg prolonged-release tablets are white to off
white, oval biconvex and engraved with 400" on one
side and 20.7 mm in length, 10.2 mm in width and
6.3 mm in thickness.

- Quetex XR prolonged-release tablets are available
as PVC/PCTFE- Aluminium foil blisters packed in a
cardboard box.

- Quetex XR prolonged-release tablets are also
available as white opaque HDPE bottle with child
resistant polypropylene screw cap and induction seal
liner.

The pack sizes for the blisters are: 10, 30, 50, 56,
60 and 100 tablets.

The pack sizes for the bottles are: 60 and 120 tablets.
The pack size of 120 tablets is limited for hospital use
and dose dispensing.

Not all pack sizes may be marketed.

Marketing Authorisation Holder and Manufacturers
Marketing Authorisation Holder
Rowex Ltd., Bantry, Co. Cork, Ireland.

Manufacturers

Pharmathen International S.A., Sapes Industrial Park
Block 5, Rodopi, 69300, Greece.

Pharmathen S.A., Dervenakion str. 6, Pallini,

15351 Attiki, Greece.

Salutas Pharma GmbH, Otto-von-Guericke-Allee 1,
Sachsen-Anhalt, 39179 Barleben, Germany.

This medicinal product is authorised in the Member

States of the EEA under the following names:

DK Quetiapin “Hexal” depottabletfter

AT Quetiapin Sandoz
50 mg/150 mg/200 mg/300 mg/400 mg
- Retardtabletten

BE Quetiapin Retard Sandoz
50 mg/200 mg/300 mg/400 mg tabletten
met verlengde afgifte

BG Kvelux XR
50 mg/150 mg/200 mg/300 mg/400 mg
prolonged release tablet

DE Quetiapin HEXAL®
50/150/200/300/400 Retardtabletten

EL Quetiapine /Sandoz

FI Quetiapin Hexal

50 mg/150 mg/200 mg/300 mg/400 mg
depottabletti

FR Quetiapin Sandoz LP
50 mg/300 mg/400 mg, comprimé &
libération prolongée

HR Volger 50 mg/200 mg/300 mg/400 mg
tablete s produljenim oslobadanjem
HU Quetiapine Sandoz

50 mg/150 mg/200 mg/300 mg/400 mg
retard tabletta

IE Quetex XR
50 mg/200 mg/300 mg/400 mg
Prolonged-release tablets

IS Quetiapin Hexal
50 mg/150 mg/200 mg/300 mg/400 mg
fordatsflur

IT Quetiapina Sandoz BY

LU Quetibloxus
50 mg/150 mg/200 mg/300 mg/400 mg
comprimés & libération prolongée

NL Quetiapine Sandoz SR
50 mg/150 mg/200 mg/300 mg/400 mg,
tabletten met verlengde afgifte

PL Kvelux SR
PT Quetiapina Sandoz
RO Netiapin

50 mg/150 mg/200 mg/300 mg/400 mg
comprimate cu eliberare prelungitd

SE Quetiapin Hexal
50 mg/150 mg/200 mg/300 mg/400 mg
depottabletter

S Kvelux SR
50 mg/150 mg/200 mg/300 mg/400 mg

tablete s podaljSanim spro3¢anjem

SK Quetiapin Sandoz 200 mg/300 mg

UK Psyquet XL

(Northern 50 mg/150 mg/200 mg/300 mg/400 mg
Ireland) prolonged-release tablets
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