QUETIAPINE BIOTECH

PATIENT INFORMATION LEAFLET

EDULING STATUS
S5

QUETIAPINE BIOTECH 25, 100, 200, 300, film-coated tablets

Quetiapine

Contains sugar (QUETIAPINE BIOTECH 25 contains 15,371 mg, QUETIAPINE
BIOTECH 100 contains 61,484 mg, QUETIAPINE BIOTECH 200 contains 122,968
mg and QUETIAPINE BIOTECH 300 contains 184,452 mg lactose monohydrate
per film-coated tablet).

Read all of this leaflet carefully before you start taking QUETIAPINE

BIOTECH tablets.

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

« If you have any further questions, please ask your doctor, pharmacist, nurse
or other healthcare provider.

« QUETIAPINE BIOTECH has been prescribed for you personally and you
should not share your medicine with other people. It may harm them, even
if their symptoms are the same as yours.

What is in this leaflet

1. What QUETIAPINE BIOTECH is and what it is used for

2.What you need to know before you take QUETIAPINE BIOTECH
3. How to take QUETIAPINE BIOTECH

4. Possible side effects

5. How to store QUETIAPINE BIOTECH

6. Contents of the pack and other information.

1. What QUETIAPINE BIOTECH is and what it is used for

QUETIAPINE BIOTECH belongs to a group of medicines called antipsychotics.
It can be used to treat schizophrenia (a condition where you may hear or feel
things that are not there, believe things that are not true or feel unusually
confused) and bipolar mania (depression).

2. What you need to know before you take QUETIAPINE BIOTECH
Do not take QUETIAPINE BIOTECH:
- If you are hypersensitive (allergic) to quetiapine or any of the other

ingredients of QUETIAPINE BIOTECH (listed in section 6).

« If you are a child or adolescent under the age of 18 years.
« If you are pregnant or breastfeeding.

« If your liver or kidney function is severely impaired.

« If you are an elderly person with dementia (memory loss).
« If you are taking any of the following medicines:

- some medicines for HIV (used in the treatment of HIV (human
immunodeficiency virus) and AIDS (acquired immune deficiency
syndrome))

- azole medicines (used to treat fungal infections)

- erythromycin, clarithromycin (used to treat bacterial infections)

- nefazodone (used to treat depression).

Warnings and precautions

Take special care with QUETIAPINE BIOTECH:

« If you have thoughts of suicide and if your depression is getting worse.

These may be increased when first starting treatment with QUETIAPINE

BIOTECH. If you have thoughts of harming or killing yourself at any time,

contact your doctor or go to a hospital immediately.

If you gain weight or if you blood sugar levels increase while taking

QUETIAPINE BIOTECH, consult your doctor. You and your doctor should

check your weight regularly.

If you develop an unpleasant restlessness and need to move often

accompanied by an inability to sit or stand still while taking QUETIAPINE

BIOTECH, consult your doctor.

If you have high blood sugar or diabetes, or have a risk of getting diabetes,

your doctor may check your blood sugar levels while you are taking

QUETIAPINE BIOTECH.

If you are an elderly person with dementia (memory loss). QUETIAPINE

BIOTECH should not be taken because the group of medicines that

QUETIAPINE BIOTECH belongs to may increase the risk of stroke, or in some

cases the risk of death.

If you are an elderly person with Parkinson’s disease/parkinsonism (a

condition with the following symptoms: trembling in hands, arms, legs, jaw

or head, stiffness of the limbs, impaired balance and coordination).

If you have a history of seizures (fits).

If you have any heart disease or low blood pressure.

If you have had a stroke.

If you know that you have had low levels of white blood cells in the past.

If you are suffering from Alzheimer’s disease.

If you have a history of abusing substances/medicines or alcohol.

If you or someone else in your family has a history of blood clots.

If severe cutaneous adverse reactions (SCARs) develop while taking

QUETIAPINE BIOTECH, stop taking QUETIAPINE BIOTECH and consult your

doctor immediately. These reactions can be life-threatening. These are

commonly manifested by:

- Stevens-Johnson syndrome (SJS), a widespread rash with blisters and
peeling skin, particularly around the mouth, nose, eyes and genitals

- Toxic epidermal necrolysis (TEN), a more severe form causing extensive
peeling of the skin

- Drug reaction with eosinophilia and systemic symptoms (DRESS) consists
of flu-like symptoms with a rash, fever, swollen glands, and abnormal
blood test results (including increased white blood cells (eosinophilia) and
liver enzymes).

If you have or have had a condition where you stop breathing for short

periods during your normal nightly sleep (called “sleep apnoea”) and are

taking medicines that slow down the normal activity of the brain

(“depressants”).

If you have or have had a condition where you can't completely empty your

bladder (urinary retention), have an enlarged prostate, a blockage in your

intestines, or increased pressure inside your eye. These conditions are

sometimes caused by medicines (called “anticholinergics”) that affect the

way nerve cells function in order to treat certain conditions.

QUETIAPINE BIOTECH may increase your cholesterol levels. Your doctor

might monitor your cholesterol levels while you are taking QUETIAPINE

BIOTECH.

If symptoms such as yellowing of the skin and eyes, dark urine, and

tiredness develop while taking QUETIAPINE BIOTECH. These may be

symptoms of liver problems.

If you develop constipation or persistent abdominal pain while taking

QUETIAPINE BIOTECH. Consult your doctor. These symptoms may indicate a

blockage of your bowel.

Tell your doctor immediately if you experience:

« A combination of fever, severe muscle stiffness, sweating or a lowered level
of consciousness (a disorder called “neuroleptic malignant syndrome”).
Immediate medical treatment may be needed.

« Uncontrollable movements, mainly of your face or tongue.

« Dizziness or feeling very drowsy. This could increase the risk of accidental
injury (fall) in elderly patients.

« Fits (seizures).

« Along lasting and painful erection (priapism).

Children and adolescents
QUETIAPINE BIOTECH is not for use in children and adolescents below 18
years of age.

Other medicines and QUETIAPINE BIOTECH

Always tell your healthcare provider if you are taking any other medicine.

(This includes all complementary or traditional medicines.)

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

- ketoconazole, itraconazole or other antifungal medicines

phenytoin, carbamazepine, sodium valproate (antiepileptic medicine)

lithium (medicine used to treat some types of depression)

imipramine, fluoxetine (medicines used to treat depression)

lorazepam (medicine for anxiety)

rifampicin (medicine for TB)

alcohol

thioridazine (medicine used for psychosis or anxiety)

antihypertensive medicine (medicine that lowers your blood pressure)

medicines that affect the heart, e.g. medicines that can cause an imbalance

in some of the chemicals in your blood such as diuretics (water pills) or

certain antibiotics

- medicines called anti-cholinergics they affect the way nerve cells function
to treat certain conditions.

QUETIAPINE BIOTECH with food, drink and alcohol

QUETIAPINE BIOTECH can be taken with or without food.

Do not drink grapefruit juice while taking QUETIAPINE BIOTECH. Grapefruit
juice can affect the way QUETIAPINE BIOTECH works.

Drinking alcohol while taking QUETIAPINE BIOTECH may make you sleepy. Be
careful how much alcohol you drink.

Pregnancy, breastfeeding and fertility

QUETIAPINE BIOTECH should not be used by pregnant women or women
breastfeeding their infants.

If you are pregnant or breastfeeding, think you may be pregnant or are plan-
ning to have a baby, please consult your doctor, pharmacist or other health
care provider for advice before taking QUETIAPINE BIOTECH.

Driving and using machines

QUETIAPINE BIOTECH can cause dizziness, fits and fainting. Please make sure
you know how QUETIAPINE BIOTECH affects you prior to driving a vehicle or
operating machinery.

QUETIAPINE BIOTECH contains lactose monohydrate

QUETIAPINE BIOTECH contains lactose monohydrate which is a type of sugar.
If you have been told by your doctor that you have an intolerance to some
sugars, contact your doctor before taking QUETIAPINE BIOTECH.

3. How to take QUETIAPINE BIOTECH

Do not share medicines prescribed for you with any other person.

Always take QUETIAPINE BIOTECH exactly as your doctor has told you. Check
with your doctor or pharmacist if you are not sure.

If you have the impression that the effect of QUETIAPINE BIOTECH is too
strong or too weak, talk to your doctor or pharmacist.

The dosage will be different for each patient and will be adjusted
according to your clinical condition.

QUETIAPINE BIOTECH should be used twice daily, with or without food.

Adult treatment of schizophrenia:

For the treatment of schizophrenia the total daily dose for the first 4 days of
therapy is 50 mg (Day 1), 100 mg (Day 2), 200 mg (Day 3) and 300 mg (Day

4). From Day 4 onwards, the dose should be increased by your healthcare
professional to the effective dose range of 300 — 450 mg/day. Further dosage
adjustments up to 750 mg per day will be considered by your healthcare
professional.

Adult treatment of manic episodes associated with bipolar disorder:

For the treatment of manic episodes associated with bipolar disorder, the
total daily dose for the first 4 days of therapy is 100 mg (Day 1), 200 mg (Day
2), 300 mg (Day 3) and 400 mg (Day 4). Further dosage adjustments up to
800 mg/day by Day 6 in increments of no greater than 200 mg/day, will be
considered by your healthcare professional.

Elderly patients:
Your dose should be started on QUETIAPINE BIOTECH 25 mg/day. Your
healthcare professional will adjust the dose if needed.

Kidney and liver impairment:
Your dose should be started on QUETIAPINE BIOTECH 25 mg/day. Your
healthcare professional will adjust the dose if needed.

If you take more QUETIAPINE BIOTECH than you should
In the event of an overdosage, consult your doctor or pharmacist. If neither is
available, contact the nearest hospital or poison control centre.

If you forget to take QUETIAPINE BIOTECH

If you forget to take a dose, take it as soon as you remember. Do not take a
double or larger dose to make up for the forgotten individual doses.
Continue to take the next tablet at the usual time.

If you stop taking QUETIAPINE BIOTECH

QUETIAPINE BIOTECH should be withdrawn over a period of at least one to
two weeks. Acute withdrawal symptoms such as inability to sleep, nausea
(feeling sick), headache, diarrhoea, vomiting (being sick), dizziness and
irritability may occur when QUETIAPINE BIOTECH treatment is stopped
abruptly.

4. Possible side effects

QUETIAPINE BIOTECH can have side effects. Not all side effects reported for
QUETIAPINE BIOTECH are included in this leaflet. Should your general health
worsen or if you experience any untoward effects while taking QUETIAPINE
BIOTECH, please consult your health care provider for advice.

If any of the following happens, stop taking QUETIAPINE BIOTECH and

tell your doctor immediately or go to the casualty department at your

nearest hospital:

- Swelling of the hands, feet, ankles, face, lips, mouth or throat, which may
cause difficulty in swallowing or breathing.

« Rash oritching.

- Fainting.

These are all very serious side effects. If you have them, you may have had

a serious reaction to QUETIAPINE BIOTECH. You may need urgent medical

attention or hospitalisation.

Tell your doctor immediately or go to the casualty department at your
nearest hospital if you notice any of the following:

Frequent side effects:

- Frequent infections such as fever, severe chills, sore throat or mouth ulcers.
« Shortness of breath, weakness, dizziness, headache.

« Skin infections, mouth ulcers, swollen gums, fever.

« Thoughts about harming or killing yourself.

Less frequent side effects:

- Bleeding or bruising more easily than normal.

- Seizures or fits.

« If you develop a rare and unpredictable reaction to the active ingredient,
quetiapine, known as neuroleptic malignant syndrome (NMS). The
syndrome is characterised by fever, muscular rigidity and altered mental
status.

Restlessness of the legs.

Changes in the way your heart beats, for example, if you notice it beating
faster, slower or skipping beats.

Heart attack.

Unexplained death.

Yellow pigmentation of the skin and whites of the eyes.

If either of your lower legs (calve muscles) become swollen or red and
painful, you might have a blood clot.

Painful, blistering or peeling skin rash, such as Stevens-Johnson syndrome
or toxic epidermal necrolysis.

Difficulty in passing urine.

Frequency unknown:

« Chest pain.

« Sudden numbness or weakness in the face, arm, or leg especially on one
side of the body.

These are all serious side effects. You may need urgent medical attention.

Tell your doctor if you notice any of the following:

Frequent side effects:

Dizziness and/or fainting.

Dry mouth.

Constipation.

Stomach pain.

Irritability.

Light-headedness or numbness/tingling after standing up from a seated
position (orthostatic hypotension).

Ear pain.

Runny nose.

Weight gain.

Headache.

An unpleasant sensation of inner restlessness; absence, poverty or loss of
control of voluntary muscle movements; reduced ability of a muscle to
stretch; neck rigidity and tremor.

Abnormal dreams and nightmares.

Vomiting.

A lack or loss of strength.

Increased blood sugar.

Increased cholesterol.

Dry eyes or blurred vision.

Increased appetite.

Less frequent side effects:

- Anaemia (fatigue, loss of energy, pale skin, cramps in your legs, difficulty
with concentration).

« Sexual dysfunction.

« Menstrual disorders.

« Swelling of breasts.

« Sleep disturbances.

Back pain.

Long-lasting and painful erection.

Muscle aches and pain, stiffness and muscle weakness (rhabdomyolysis).

Sleep walking and sleep talking.

« Anxiety.

« Runny stools.

- Hepatitis.

« Decreased appetite.

If you notice any side effects not mentioned in this leaflet, please inform your

doctor or pharmacist.

Reporting of side effects:

If you get side effects, talk to your doctor or pharmacist. You can also report
side effects to SAHPRA via the “Adverse Drug Reaction Reporting Form”,
found online under SAHPRA's publications: https://www.sahpra.org.za/
Publications/Index/8. By reporting side effects, you can help provide more
information on the safety of QUETIAPINE BIOTECH.

5. How to store QUETIAPINE BIOTECH

« Store at or below 25 °C.

« Keep blister strips in the outer carton until required for use.

« STORE ALL MEDICINES OUT OF REACH OF CHILDREN.

« Do not use the tablets after the expiry date printed on the container or
blister strip.

« Return all unused medicine to your pharmacist.

« Do not dispose of unused medicine in drains and sewerage systems (e.g.
toilets).

6. Contents of the pack and other information

What QUETIAPINE BIOTECH contains

The active substance is quetiapine.

QUETIAPINE BIOTECH 25: Each film-coated tablet contains 25 mg of
quetiapine free base.

QUETIAPINE BIOTECH 100: Each film-coated tablet contains 100 mg of
quetiapine free base.

QUETIAPINE BIOTECH 200: Each film-coated tablet contains 200 mg of
quetiapine free base.

QUETIAPINE BIOTECH 300: Each film-coated tablet contains 300 mg of
quetiapine free base.

The inactive ingredients are colloidal anhydrous silica, glycerol dibehenate,
hypromellose, lactose monohydrate, macrogol 4000, magnesium stearate,
microcrystalline cellulose, povidone K-25, sodium starch glycolate type A, red
iron oxide (colourant for 25 mg strength), titanium dioxide, yellow iron oxide
(colourant for 100 mg strength).

What QUETIAPINE BIOTECH looks like and contents of the pack
QUETIAPINE BIOTECH 25: Round biconvex pink film-coated tablet.
QUETIAPINE BIOTECH 100: Round biconvex yellow film-coated tablet, scored
on one side.

QUETIAPINE BIOTECH 200: Round biconvex white film-coated tablet, scored
on one side.

QUETIAPINE BIOTECH 300: Oblong biconvex white film-coated tablet, scored
on one side.

30; 60; 90 or 100 tablets are packed in polyamide/aluminium/PVC blister
strips or PVC/aluminium and aluminium blister strips. Each contains ten
tablets. The blister strips are packed in an outer carton.

Not all pack sizes may be marketed.
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QUETIAPINE BIOTECH

PASIENTINLIGTINGSPAMFLET

DULERINGSTATUS
S5

QUETIAPINE BIOTECH 25, 100, 200, 300, filmbedekte tablette

Quetiapien

Bevat suiker (QUETIAPINE BIOTECH 25 bevat 15,371 mg, QUETIAPINE
BIOTECH 100 bevat 61,484 mg, QUETIAPINE BIOTECH 200 bevat 122,968 mg
en QUETIAPINE BIOTECH 300 bevat 184,452 mg laktosemonohidraat per
filmbedekte tablet).

Lees die hele pamflet versigtig deur voordat jy begin om QUETIAPINE

BIOTECH tablette te neem.

« Hou hierdie pamflet. Jy mag dit dalk weer moet lees.

- Indien jy enige verdere vrae het, vra asseblief jou dokter, apteker,
verpleegster of ander gesondheidsorgverskaffer.

« QUETIAPINE BIOTECH is vir jou persoonlik voorgeskryf en jy moet nie jou
medisyne met ander mense deel nie. Dit kan hulle skade aandoen, selfs al is
hulle simptome dieselfde as joune.

Wat is in hierdie pamflet

1. Wat QUETIAPINE BIOTECH is en waarvoor dit gebruik word
2. Wat jy moet weet voordat jy QUETIAPINE BIOTECH neem
3.Hoe om QUETIAPINE BIOTECH te neem

4. Moontlike newe-effekte

5. Hoe om QUETIAPINE BIOTECH te bewaar

6.Inhoud van die pak en ander inligting.

1. Wat QUETIAPINE BIOTECH is en waarvoor dit gebruik word
QUETIAPINE BIOTECH behoort aan ‘n groep medisyne genaamd
antipsigotika. Dit kan gebruik word om skisofrenie te behandel (‘'n toestand
waar jy dinge mag hoor of voel wat nie daar is nie of dinge glo wat nie
werklik is nie of ongewoon verward voel) en bipolére manie (depressie).

2. Wat jy moet weet voordat jy QUETIAPINE BIOTECH neem

Moenie QUETIAPINE BIOTECH neem nie:

- Indien jy hipersensitief (allergies) is vir quetiapien of vir enige van die ander
bestandele van QUETIAPINE BIOTECH (gelys in afdeling 6).

« Indien jy'n kind of 'n adolessent is jonger as 18 jaar oud.

« Indien jy swanger is of borsvoed.

« Indien jou lewer of nierfunksie ernstig benadeel is.

- Indien jy'n bejaarde persoon is met demensie (geheueverlies).

- Indien jy enige van die volgende medisyne neem:
- Sommige medisyne vir MIV (gebruik in die behandeling van MIV (menslike

immuniteitsgebrek virus) en VIGS (verworwe immuniteitsgebreksindroom)

- asoolmedisyne (gebruik om swaminfeksies te behandel)
- eritromisien, klaritromisien (gebruik om bakteriéle infeksies te behandel)
- nefasodoon (gebruik om depressie te behandel).

Waarskuwings en voorsorgmaatreéls

Neem spesiale sorg met QUETIAPINE BIOTECH:

« Indien jy gedagtes van selfmoord het en as jou depressie erger word.
Hierdie mag verhoog word wanneer jy met QUETIAPINE BIOTECH
behandeling begin. Indien jy enige tyd gedagtes het om jouself skade aan
te doen of jouself dood te maak, kontak jou dokter onmiddelik of gaan
onmiddelik na’n hospitaal.

- Indien jy gewig optel of as jou bloedsuikervlakke verhoog terwyl jy

QUETIAPINE BIOTECH neem, raadpleeg jou dokter. Jy en jou dokter moet

jou gewig gereeld monitor.

Indien jy‘n onaangename rusteloosheid ontwikkel en gereeld moet

beweeg, vergesel deur’n onvermoé om stil te sit of te staan terwyl jy

QUETIAPINE BIOTECH neem, raadpleeg jou dokter.

Indien jy hoé bloedsuiker of diabetes het of 'n risiko loop om diabetes te kry

sal jou dokter jou bloedsuikervlakke monitor terwyl jy QUETIAPINE BIOTECH

neem.

« Indien jy'n bejaarde persoon is met demensie (geheueverlies).

QUETIAPINE BIOTECH moet nie geneem word nie, aangesien die groep van

medisyne waaraan QUETIAPINE BIOTECH behoort, die risiko vir beroerte

mag verhoog, of in sommige gevalle, die risiko vir dood.

Indien jy‘n bejaarde persoon met Parkinson se siekte/ parkinsonisme is ('n

toestand met die volgende simptome: bewing in hande, arms, bene,

kakebeen of kop, styfheid van die ledemate, benadeelde balaans en
kodrdinasie).

Indien jy ‘n geskiedenis het van aanvalle (stuiptrekkings).

Indien jy enige hartsiekte of lae bloeddruk het.

Indien jy‘'n beroerte gehad het.

Indien jy weet dat jy lae vlakke witbloedselle in die verlede gehad het.

Indien jy aan Alzheimers se siekte ly.

Indien jy‘n geskiedenis van dwelmmisbruik/ medisynemisbruik of alkohol

misbruik het.

Indien jy of iemand anders in jou familie'n geskiedenis van bloedklonte het.

- Indien ernstige kutane nadelige reaksies (SCARs) ontwikkel terwyl jy

QUETIAPINE BIOTECH neem, staak die gebruik van QUETIAPINE BIOTECH

en raadpleeg onmiddelik jou dokter. Hierdie reaksies kan lewensbedreigend

wees. Hierdie word algemeen gemanifesteer deur:

- Stevens Johnson se sindroom (SJS), 'n wydverspreide veluitslag met
blasies en afskilfering veral rondom die mond, neus, 0é en geslagsdele

- Toksiese epidermale nekrolise (TEN), 'n meer ernstige geval wat
uitgebreide afskilfering van die vel veroorsaak

- Geneesmiddelreaksie met eosinofilie en sistemiese simptome (DRESS)
bestaan uit griepagtige simptome met 'n veluitslag, koors, geswelde
kliere en abnormale bloedtoetsresultate (insluitend verhoogde
witbloedselle (eosinofilie) en lewerensieme).

Indien jy ‘n toestand het of al gehad het waar jy ophou asemhaal vir kort

tydperke gedurende jou normale nagtelike slaap (genaamd “slaapapnee”)

en medisyne neem wat die normale aktiwiteit van die brein vertraag

(“depressante”).

Indien jy ‘n toestand het of al gehad het waar jy nie jou blaas heeltemal

kan ledig nie (urinére retensie), 'n vorgrote prostaat het, 'n blokkasie van

jou derms het of verhoogde druk binne jou oog het. Hierdie toestande
word soms deur medisyne veroorsaak (genaamd “anticholinergiese
middels”) wat die manier wat senuweeselle funksioneer om sekere
toestande te behandel affekteer.

QUETIAPINE BIOTECH mag jou cholesterolvlakke verhoog. Jou dokter mag

jou cholesterolvlakke monitor terwyl jy QUETIAPINE BIOTECH neem.

Indien simptome soos vergeling van die vel en o0&, donker uriene en

moegheid ontwikkel terwyl jy QUETIAPINE BIOTECH neem. Hierdie mag

simptome van lewerprobleme wees.

« Indien jy hardlywigheid of annhoudende maagpyn ontwikkel terwyl jy
QUETIAPINE BIOTECH neem. Raadpleeg jou dokter. Hierdie simptome mag
‘n verstopping in jou derm aandui.

Vertel onmiddelik jou dokter indien jy die volgende ervaar:

« 'n Kombinasie van koors, erge spierstyfheid, sweet of 'n verlaagde vlak van
bewussyn ('n toestand wat “neuroleptiese kwaadaardige sindroom”
genoem word). Onmiddelike mediese behandeling mag nodig wees.

« Onbeheerde bewegings, veral van jou gesig of tong.

- Duiseligheid of lomerige gevoel. Dit kan die risiko verhoog vir toevallige
beserig (val) in bejaarde pasiénte.

« Aanvalle (stuiptrekkings).

- 'n Langdurige en pynlike ereksie (priapisme).

Kinders en adolessente
QUETIAPINE BIOTECH is nie geskik vir gebruik in kinders en adolessente
jonger as 18 jaar oud nie.

Ander medisyne en QUETIAPINE BIOTECH

Vertel altyd jou gesondheidsorgverskaffer indien jy enige ander medisyne
neem. (Dit sluit alle komplementére of tradisionele medisyne in.)

Vertel jou dokter indien jy enige van die volgende medisyne neem:

« Ketokonasool, itrakonasool of ander teenswammiddels

fenitoien, karbamasepien, natriumvalproaat (anti-epileptiese medisyne)
litium (medisyne genruik om sommige tipes depressie te behandel)
imipramien, fluoksetien (medisyne gebruik om depressie te behandel)
lorasepaam (medisyne vir angstigheid)

rifampisien (medisyne vir TB)

alkohol

tioridasien (medisyne gebruik vir psigose of angstigheid)
antihipertensiewe middel (medisyne wat jou bloeddruk verlaag)
medisyne wat die hart affekteer, bv medisyne wat’'n wanbalaans in
sommige chemikalieé in jou bloed veroorsaak soos diuretika (waterpille) of
sekere antibiotika

medisyne genaamd anticholinergiese middels wat die manier wat
senuweeselle funsioneer om sekere toestande te behandel affekteer.

QUETIAPINE BIOTECH met kos, drank en alkohol

QUETIAPINE BIOTECH kan sonder of met voedsel geneem word.

Moenie pomelosap drink terwyl jy QUETIAPINE BIOTECH neem nie.
Pomelosap kan die manier hoe QUETIAPINE BIOTECH werk affekteer.

Die drink van alkohol terwyl jy QUETIAPINE BIOTECH neem mag jou slaperig
maak. Wees versigtig hoeveel alkohol jy drink.

Swangerskap, borsvoeding en vrugbaarheid

QUETIAPINE BIOTECH moet nie deur swanger vroue of vroue wat hul babas
borsvoed gebruik word nie.

Indien jy swanger is of borsvoed, dink dat jy mag swanger wees of beplan om
‘'n baba te hé, raadpleeg asseblief jou dokter, apteker of ander gesondheid-
sorgverskaffer vir advies voordat jy QUETIAPINE BIOTECH neem.

Bestuur en die gebruik van masjiene

QUETIAPINE BIOTECH kan duiseligheid, aanvalle en floute veroorsaak. Maak
asseblief seker dat jy weet hoe QUETIAPINE BIOTECH jou affekteer voordat jy
‘n motor bestuur of masjienerie hanteer.

QUETIAPINE BIOTECH bevat laktosemonohidraat

QUETIAPINE BIOTECH bevat laktosemonohidraat, wat ‘n tipe suiker is. Indien
jy deur jou dokter vertel is dat jy ‘n onverdraagsaamheid het vir sekere
suikers, kontak jou dokter voordat jy QUETIAPINE BIOTECH neem.

3. Hoe om QUETIAPINE BIOTECH te neem

Moenie medisyne wat vir jou voorgeskryf is met enige ander persoon deel
nie.

Neem altyd QUETIAPINE BIOTECH presies soos jou dokter jou vertel het.
Indien jy nie seker is nie, raadpleeg jou dokter of apteker.

Indien jy die indruk het dat die effek van QUETIAPINE BIOTECH te sterk of te
swak is, praat met jou dokter of apteker.

Die dosis sal verskil vir elke pasiént en sal gep
kliniese toestand

word volgens jou

QUETIAPINE BIOTECH moet twee keer daagliks geneem word, met of sonder
voedsel.

Volwasse behandeling van skisofrenie:

Vir die behandeling van skisofrenie sal die totale daaglikse dosis vir die eerste
4 dae van terapie 50 mg (dag 1), 100 mg (dag 2), 200 mg (dag 3), en 300 mg
(dag 4) wees. Vanaf dag 4 sal die dosis verhoog word deur jou gesondheid-
sorgverskaffer tot die effektiewe dosis in die reeks van 300 - 450 mg/dag.
Verdere dosisaanpassings van tot 750 mg/dag sal oorweeg word deur jou
gesondheidsorgverskaffer.

Volwasse behandeling van maniese episodes geassosieer met bipolére
versteuring:

Vir die behandeling van maniese episodes geassosieer met bipolére
versteuring sal die totale daaglikse dosis vir die eerste 4 dae van behandeling
100 mg (dag 1), 200 mg (dag 2), 300 mg (dag 3) en 400 mg (dag 4) wees.
Verdere dosisaanpassings tot en met 800 mg/dag teen dag 6 in inkremente
van nie groter as 200 mg/dag sal oorweeg word deur jou gesondheidsorg-
verskaffer.

Bejaarde pasiénte:
Jou dosis van QUETIAPINE BIOTECH moet begin word op 25 mg/dag. Jou
gesondheidsorgverskaffer sal die dosis aanpas indien nodig.

Nier en lewerinkorting:
Jou dosis van QUETIAPINE BIOTECH moet begin word op 25 mg/dag. Jou
gesondheidsorgverskaffer sal die dosis aanpas indien nodig.

Indien jy meer QUETIAPINE BIOTECH neem as wat jy moet
In die geval van oordosis, raadpleeg jou dokter of apteker. Indien hulle nie
beskikbaar is nie, kontak die naaste hospitaal of gifsentrum.

Indien jy vergeet om QUETIAPINE BIOTECH te neem

Indien jy vergeet om‘n dosis te neem, neem dit sodra jy daarvan onthou.
Moenie'n dubbele or groter dosis neem om op te maak vir'n vergete
individuele dosis nie. Gaan voort en neem die volgende tablet op die gewone
tyd.

Indien jy ophou om QUETIAPINE BIOTECH te neem

QUETIAPINE BIOTECH moet onttrek word oor n periode van ten minste een
tot twee weke. Akute onttrekkingsimptome soos die onvermoé om te slaap,
naarheid (siek gevoel), hoofpyn, diarree, braking (siek wees), duiseligheid en
prikkelbaarheid mag voorkom wanneer QUETIAPINE BIOTECH behandeling
skielik gestaak word.

4. Moontlike newe-effekte

QUETIAPINE BIOTECH kan newe-effekte hé. Nie alle newe-effekte wat vir
QUETIAPINE BIOTECH aangemeld is word in hierdie pamflet ingesluit nie.
Sou jou algemene gesondheid versleg of jy enige ongewensde effekte ervaar
terwyl jy QUETIAPINE BIOTECH neem, raadpleeg asseblief jou gesondheid-
sorgverskaffer vir advies.

Indien enige van die volgende gebeur, hou op om QUETIAPINE BIOTECH

te neem en vertel onmiddelik jou dokter of gaan na die ongevalle-

afdeling van jou naaste hospitaal:

« Swelling van die hande, voete, enkels, gesig, lippe, monde of keel wat
moeilike sluk of asemhaling kan veroorsaak.

« Veluitslag of jeuk.

« Floute.

Hierdie is almal baie ernstige newe-effekte. Indien jy dit het, mag jy dalk'n

ernstige reaksie vir QUETIAPINE BIOTECH gehad het. Jy mag dalk dringende

mediese aandag of hospitalisasie benodig.

Vertel jou dokter onmiddelik of gaan na die ongevalle-afdeling van jou
naaste hospitaal indien jy enige van die volgende opmerk:

Gereelde newe-effekte:

« Gereelde infeksies soos koors, erge kouekoors, seer keel of mondsere.

« Kort van asem, swakheid, duiseligheid, hoofpyn.

« Velinfeksies, mondsere, geswelde tandvleis, koors.

« Gedagtes oor om jouself skade aan te doen of jouself dood te maak.

Minder gereelde newe-effekte:

« Bloeding of makliker kneusing as normaal.

- Aanvalle of stuiptrekkings.

- Indien jy'n skaars en onvoorspelbare reaksie vir die aktiewe bestandeel,
quetiapien, ontwikkel, genaamd neuroleptiese kwaadaardige sindroom
(NMS). Die sindroom wird gekenmerk deur koors, spierstyfheid en
veranderde geestelike status.

« Rustelose bene.

« Veranderinge in die manier wat die hart klop, byvoorbeeld indien jy
agterkom dat dit vinniger of stadiger klop of hartkloppe oorslaan.

« Hartaanval.

« Onverklaarbare dood.

« Geel pigmentasie van die vel of die wit van die oé.

« Indien jou laer bene (kuitspiere) opswel of rooi en pynlik is mag jy dalk'n
bloedklont hé.

« Pynlike, blasies of afskilfering en veluitslag soos Stevens-Johnson se
sindroom of toksiese epidermiese nekrolise.

«+ Moeilike urinering.

Frekwensie onbekend:

- Borspyn.

« Skielike gevoelloosheid of swakheid in die gesig, arm of been, veral aan een
kant van die liggaam.

Hierdie is almal ernstige newe-effekte. Jy mag dalk dringende mediese

aandag benodig.

Vertel jou dokter indien jy enige van die volgende opmerk:

Gereelde newe-effekte:

- Duiseligheid en/ of floute.

« Droé mond.

Hardlywigheid.

Maagpyn.

Prikkelbaarheid.

Lighoofdigheid of gevoelloosheid/ tinteling nadat jy opstaan van‘n sittende

posisie (ortostatiese hipotensie).

- Oorpyn.

- Loopneus.

- Gewigstoename.

« Hoofpyn.

« 'n Onaangename sensasie van innerlike rusteloosheid; afwesigheid,
afwesigheid of beheer verloor oor vrywillige spierbewegings; verlaagde
vermoé van 'n spier om te strek; rigiditeit van die nek en bewing.

« Abnormale drome en nagmerries.

- Braking.

« 'n Gebrek aan energie of 'n verlies van energie.

« Verhoogde bloedsuiker.

« Verhoogde cholesterol.

« Droé oé of versteurde visie.

« Verhoogde aptyt.

Minder gereelde newe-effekte:

- Bloedarmoede (moegheid, verlies van energie, bleek vel, krampe in jou
bene, moeilike konsentrasie).

« Seksuele wanfunskie.

Menstruele versteurings.

Swelling van die borste.

Slaapversteurings.

Rugpyn.

Langdurige en pynlike ereksie.

Spierpyne en skete, styfheid en spierswakheid (rabdomiolise).

Slaap loop en praat terwyl jy slaap.

Angstigheid.

« Loperige stoelgang.

« Hepatitis.

- Verlaagde aptyt.

Indien jy enige newe-effekte opmerk wat nie in hierdie pamflet genoem is

nie, lig asseblief jou dokter of apteker daarvan in.

Aanmelding van newe-effekte:

Indien jy newe-effekte ervaar, praat met jou dokter of apteker. Jy kan ook
newe-effekte aan SAHPRA rapporteer deur die “Adverse Drug Reaction
Reporting Form”, wat aanlyn onder SAHPRA se publikasies gevind kan
word: https://www.sahpra.org.za/Publications/Index/8. Deur newe-effekte
aan te meld kan jy help om meer inligting oor die veiligheid van QUETIAPINE
BIOTECH te verskaf

5. Hoe om QUETIAPINE BIOTECH te bewaar

« Bewaar teen of benede 25 °C.

« Hou stulpstroke in die buitenste karton totdat dit benodig word vir gebruik.

« BEWAAR ALLE MEDISYNE BUITE BEREIK VAN KINDERS.

« Moenie die tablette gebruik na die vervaldatum wat op die houer of stulp-
strook gedruk is nie.

« Gee alle ongebruikte medisyne terug aan jou apteker.

« Moenie ongebruikte medisyne in dreine of rioolstelsels weggoi nie (bv.
toilette).

6. Inhoud van die pak en ander inligting

Wat QUETIAPINE BIOTECH bevat

Die aktiewe stof is quetiapien.

QUETIAPINE BIOTECH 25: Elke filmbedekte tablet bevat 25 mg quetiapien
vrye basis.

QUETIAPINE BIOTECH 100: Elke filmbedekte tablet bevat 100 mg quetiapien
vrye basis.

QUETIAPINE BIOTECH 200: Elke filmbedekte tablet bevat 200 mg quetiapien
vrye basis.

QUETIAPINE BIOTECH 300: Elke filmbedekte tablet bevat 300 mg quetiapien
vrye basis.

Die onaktiewe bestandele is kolloidale watervrye silika, gliseroldibenhenaat,
hipromellose, laktosemonohidraat, makrogol 4000, magnesiumstereaat,
mikrocristallyne sellulose, povidoon K-25, natriumstyselglikolaat tipe A, rooi
ysteroksied (kleurstof vir 25 mg sterkte), titaandioksied, geel ysteroksied
(kleurstof vir 100 mg sterkte).

Hoe QUETIAPINE BIOTECH lyk en inhoud van die pak

QUETIAPINE BIOTECH 25: Ronde, bikonvekse, pienk filmbedekte tablet.
QUETIAPINE BIOTECH 100: Ronde, bikonvekse, geel, filmbedekte tablet met'n
breeklyn aan die een kant.

QUETIAPINE BIOTECH 200: Ronde, bikonvekse, wit, filmbedekte tablet met'n
breeklyn aan een kant.

QUETIAPINE BIOTECH 300: Langwerpige, bikonvekse, wit, flmbedekte tablet
met’n breeklyn aan die een kant.

30; 60; 90 of 100 tablette word in poliamied/aluminium/PVC stulpstroke of
PVC/aluminium en aluminium stulpstroke verpak. Elkeen bevat tien tablette.
Die stulpstroke word in‘n buitenste karton verpak.

Nie alle pakgrootes mag bemark word nie.
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