BIOTECH TRAZODONE

PATIENT INFORMATION LEAFLET

SCHEDULING STATUS

PROPRIETARY NAME, STRENGTH AND PHARMACEUTICAL FORM
BIOTECH TRAZODONE 50 (trazodone hydrochloride 50 mg capsules)
BIOTECH TRAZODONE 100 (trazodone hydrochloride 100 mg capsules)

Please read all of this leaflet carefully before you start taking BIOTECH

TRAZODONE

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

- If you have further questions, please ask your doctor or your pharmacist.

- BIOTECH TRAZODONE 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.

1. WHAT BIOTECH TRAZODONE CONTAINS:

BIOTECH TRAZODONE 50: Each capsule contains 50 mg of the active substance
trazodone hydrochloride.

The other ingredients are colloidal silica anhydrous, lactose monohydrate, magnesium
stearate and a gelatine capsule shell containing the following colourants: erythrosine,
indigo carmine, patent blue V, titanium dioxide and yellow iron oxide.

BIOTECH TRAZODONE 100: Each capsule contains 100 mg of the active substance
trazodone hydrochloride.

The other ingredients are colloidal silica anhydrous, lactose monohydrate, magnesium
stearate and a gelatine capsule shell containing the following colourants: erythrosine,
patent blue V, titanium dioxide and yellow iron oxide.

Contains sugar (lactose monohydrate).

2. WHAT BIOTECH TRAZODONE IS USED FOR:

BIOTECH TRAZODONE is an antidepressant and is used for the treatment of:
« Depression

« Mixed anxiety and depression

3. BEFORE YOU TAKE BIOTECH TRAZODONE:

Do not take BIOTECH TRAZODONE:

- if you are hypersensitive (allergic) to trazodone hydrochloride or any of the other
ingredients of BIOTECH TRAZODONE

- if you are recovering from a myocardial infarction (heart attack)

- if you are a heavy drinker or are taking any other antidepressants or sleeping tablets

- if you are pregnant or breastfeeding

Take special care with BIOTECH TRAZODONE:

Tell your doctor immediately:

« If you have thoughts of harming or killing yourself. These thoughts may be increased
when first starting treatment, since BIOTECH TRAZODONE takes time to work, usually
about two weeks but sometimes longer.

You may be more likely to think like this

- If you have previously had thoughts about killing or harming yourself

- If you are a young adult.

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.

Also tell your doctor:

« If you have heart problems such as coronary artery disease (condition that affects
the supply of blood to the heart) and problems with the heart rhythm

- If you suffer from epilepsy (fits or seizures)

- If you have severe kidney or liver problems.

- If you have an overactive thyroid gland (hyperthyroidism)

- If you have problems passing water or needing to pass water (urine) more frequently

- If you have narrow angle glaucoma (an eye disease)

« If you have porphyria

- If you have schizophrenia or another type of mental disorder

- If you are elderly, since you may be more prone to side effects, especially when
taking other medicines at the same time as BIOTECH TRAZODONE or if you have
some other diseases

- If you have high blood pressure, as your doctor may need to reduce the dose of
the antihypertensive medicine

BIOTECH TRAZODONE is not recommended for use children and adolescents under 18

years old.

If any of these apply to you, tell your doctor before you take BIOTECH TRAZODONE.

Taking BIOTECH TRAZODONE with food and drink:

BIOTECH TRAZODONE should be taken with food.

You should avoid drinking alcohol while taking BIOTECH TRAZODONE. This is because
BIOTECH TRAZODONE can change the way alcohol affects you.

Pregnancy and Breastfeeding:

Safety in pregnancy and lactation has not been established.

Pregnant women should not use BIOTECH TRAZODONE. It is important to check with
your doctor immediately if you think you may have become pregnant or are planning
to become pregnant.

If you are pregnant or breastfeeding your baby, please consult your doctor, pharmacist
or other healthcare professional for advice before taking BIOTECH TRAZODONE.

If you take BIOTECH TRAZODONE, you should not breastfeed your baby.

Driving and using machinery:

BIOTECH TRAZODONE may cause drowsiness, headaches, dizziness and impaired
concentration. So, before you drive a vehicle or use machinery make sure you know
how you react to the effects of BIOTECH TRAZODONE.

Important Information about some of the ingredients of BIOTECH TRAZODONE:
BIOTECH TRAZODONE contains lactose. Patients with the rare hereditary conditions of
lactose or galactose intolerance should not take BIOTECH TRAZODONE.

Taking other medicines with BIOTECH TRAZODONE:
Always tell your healthcare professional if you are taking any other medicine. (This
includes complementary or traditional medicines)

It is especially important to tell your doctor if you are taking any of the following medicines:

« Other antidepressants such as amitriptyline or fluoxetine

« Muscle relaxants and inhaled anaesthetics

« Phenothiazines e.g. chlorpromazine, fluphenazine, levomepromazine, perphenazine
(for treating schizophrenia)

« Antihistamines (for e.g. chlorpheniramine)

- Sleeping tablets and tranquilizers

« Pimozide (for treating uncontrolled movements, tics)

« Alcohol

- Digoxin

« Carbamazepine, phenytoin (used in treatment of epilepsy)

« Levodopa (used for Parkinson’s disease)

« MAOI (Mono Amine Oxidase Inhibitors) medicines such as tranylcypromine,
phenelzine and isocarboxazid (for depression) or selegiline (for Parkinson’s disease).

Tell your doctor or pharmacist if you are taking them now or have taken them in the last

2 weeks

- Amiodarone

- Medicines used to treat high blood pressure (e.g. clonidine)

- Medicines used to treat fungal infections such as ketoconazole and itraconazole

« Erythromycin (antibiotic used to treat infections)

- Warfarin (a medicine used to stop blood from clotting)

- Some medicines used to treat HIV such as ritonavir, indinavir and nefazodone

« St.John’s Wort (a herbal medicine)

« Oral contraceptives

- Barbiturates (used to treat depression)

« Cimetidine (inhibits stomach acid production)

« Other antipsychotics

« Anxiolytics

« Lithium (to treat major depressive disorder and bipolar disorder)

Anaesthetics
If you are going to have an anaesthetic (for an operation), tell your doctor or dentist
that you are taking BIOTECH TRAZODONE.

4. HOW TO TAKE BIOTECH TRAZODONE:

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

Always take BIOTECH TRAZODONE exactly as your doctor has instructed you. You
should check with your doctor or pharmacist if you are unsure. Your doctor will tell
you how long your treatment with BIOTECH TRAZODONE will last. If you have the
impression that the effect of BIOTECH TRAZODONE is too strong or too weak, tell your
doctor or pharmacist.

Do not exceed the recommended dosage. BIOTECH TRAZODONE is for oral use only.
Your doctor will prescribe a dose for your specific condition and your response to the
treatment.

For treatment of depression:

The doctor might start with a lower dose and then gradually increase the dosage

for your needs or response. The usual dosage will be 300 - 400 mg per day in three
divided doses. A usual starting dose of 150 mg per day is suggested for the first week,
gradually increased to 300 mg per day.

For treatment of mixed anxiety or depression:

The doctor might start with a lower dose and then gradually increase the dosage for
your needs or response. The usual starting dose is 100 - 150 mg per day. When depres-
sion is predominant the dose might be increased to 300 - 400 mg per day.

If you take more BIOTECH TRAZODONE than you should:

You may experience the following symptoms:

« drowsiness,

- nausea,

- vomiting,

« dizziness,

- fainting,

« fits (seizures),

« painful, prolonged penile erection,

« confusion,

« problems with your heart or breathing.

In the event of overdosage consult your doctor or pharmacist. If neither is available,
contact the nearest hospital or poison control centre.

Take the remaining capsules with you so that the doctor will know what the patient
has taken. There is no specific antidote for BIOTECH TRAZODONE.

If you forget to take BIOTECH TRAZODONE:
If you forget to take a dose of BIOTECH TRAZODONE, carry on with the next dose at the
usual time. Do not take a double dose to make up for forgotten individual doses.

Effects when treatment with BIOTECH TRAZODONE is stopped:

Treatment with BIOTECH TRAZODONE should not be stopped immediately but should
be withdrawn gradually in consultation with your doctor.

Stopping your medicine too quickly could cause sleep problems, leave you feeling
more irritable than usual and cause you to sweat more than usual.

5. POSSIBLE SIDE EFFECTS:
BIOTECH TRAZODONE can have side effects.

Not all side effects reported for BIOTECH TRAZODONE are included in this leaflet.
Should your general health worsen or if you experience any untoward effects while
taking BIOTECH TRAZODONE, please consult your doctor, pharmacist or other
healthcare professional for advice.

If any of the following happens, stop taking BIOTECH TRAZODONE 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

« yellowing of the skin and eyes, also called jaundice

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

allergic reaction to BIOTECH TRAZODONE. You may need urgent medical attention or

hospitalisation.

If you notice any of the following, you should also stop taking BIOTECH

TRAZODONE and tell your doctor immediately:

- bruising more easily than usual. This could be because of a blood disorder
(thrombocytopenia)

« getting more infections than usual (sore throat, skin infections) which may may
indicate a blood disorder (agranulocytosis)

- painful erection of the penis, unrelated to sexual activity, that will not go away
(priapism)

« severe abdominal pain and bloating, which may be accompanied by vomiting or
constipation. These may be signs that your intestine is not working properly
(paralyticilius)

Also tell your doctor immediately if you notice any of the following:

Less frequent:

- confusion

- unusual excitement

« fast, slow or irregular heartbeat

« low blood pressure

Frequency not known:

- feeling tired, faint, dizzy, having pale skin. These could be signs of anaemia

« convulsions

- restless, sweating, shaking, shivering, hallucinations (strange visions or sounds),
sudden jerks of the muscles or a fast heartbeat, you may have something called
Serotonin syndrome

« thoughts of harming or killing yourself

« unusual skin sensations such as numbness, tingling, pricking, burning or creeping on
the skin (paraesthesia)

- feeling very unwell possibly with shortness of breath (dyspnoea), difficulty in walking
or walking with a shuffling gait, shaking, uncontrolled muscle twitching, and a high
temperature (above 36°C). This could be a rare condition known as Neuroleptic
Malignant Syndrome

- muscle tremors

Also, tell your doctor if you notice any of the following:

Frequent:

- headache

« dizziness

« drowsiness

« nausea

- vomiting

« dry mouth, an unpleasant taste

Less frequent:

- tremors

« blurred vision

« constipation

« diarrhoea

Frequency not known:

- frequent infections with high temperature, severe chills, sore throat or mouth ulcers.

These could be signs of a blood problem called leukopenia

- weight loss and loss of appetite

« increased appetite

- feeling tired, weak and confused, having muscle that ache, are stiff or do not work
well. There may also be headache, loss of appetite, nausea or vomiting, convulsion.

This may be due to low sodium levels in your blood.

- feeling anxious or more nervous than usual, feeling agitated

« overactive behaviour or thoughts (mania), believing things that are not true

(delusions), memory disturbance

nightmares

decreased sex drive

decreased alertness

jerking movements that you cannot control, mainly in of the arms and legs,

uncontrolled muscle movements or twitches

difficulty with speaking

abnormal muscle tone and posture

restlessness

irritability

sleeplessness

slow heartbeat

feeling dizzy or light-headed on standing or sitting up quickly (postural

hypotension), fainting (syncope)

high blood pressure

blocked nose

indigestion

stomach pain

infectious diarrhoea

increased amounts of saliva,

sweating more than usual

pain in limbs, back pain, pain in your muscles, pain in your joints

disturbances of emptying of the bladder

weakness

water retention which may cause swollen arms or legs

high temperature

flu type symptoms

chest pain

tiredness

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

or pharmacist.

6. STORING AND DISPOSING OF BIOTECH TRAZODONE:

Store in a cool dry place at or below 25 °C and protect from light.

Keep the capsules in the blister in the outer carton until required for use.

Do not take BIOTECH TRAZODONE after the expiry date shown on the pack.
Do not use any BIOTECH TRAZODONE pack that is damaged or shows signs of
tampering.

STORE ALL MEDICINES OUT OF REACH OF CHILDREN.

Return all unused medicine to your pharmacist.

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

7. PRESENTATION OF BIOTECH TRAZODONE
Clear PVC and silver aluminium foil blister strips each containing 10, 12 or 14 capsules
per strip. The strips are packed in an outer carton.

8. IDENTIFICATION OF BIOTECH TRAZODONE
BIOTECH TRAZODONE 50: Hard gelatine green-violet coloured capsule.
BIOTECH TRAZODONE 100: Hard gelatine yellow- violet coloured capsule.

9. REGISTRATION NUMBER/REFERENCE NUMBER
BIOTECH TRAZODONE 50: 43/1.2/0698
BIOTECH TRAZODONE 100: 43/1.2/0699

10. NAME AND ADDRESS OF THE REGISTRATION HOLDER:
BIOTECH LABORATORIES (PTY) LTD.

Ground Floor, Block K West, Central Park

400 16" Road, Halfway House

Midrand, Gauteng, 1685

Tel: +27 (0) 11 848 3050

11. DATE OF PUBLICATION:

Date of Registration: 10 April 2014
Date of latest revision of the text as approved by SAHPRA: 27 June 2020

PIL 430698/9-1



BIOTECH TRAZODONE

PASIENTINLIGTINGSPAMFLET

SKEDULERINGSTATUS

EIENDOMSNAAM, STERKTE EN FARMASEUTIESE VORM
BIOTECH TRAZODONE 50 (trasodoon hidrochloried 50 mg kapsules)
BIOTECH TRAZODONE 100 (trasodoon hidrochloried 100 mg kapsules)

Lees blief die hele p

TRAZODONE te neem

- Hou hierdie pamflet. Jy mag dit dalk weer moet deurlees.

- Indien jy verdere vrae het, vra asseblief jou dokter of apteker.

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

flet versigtig deur voordat jy begin om BIOTECH

1. WAT BIOTECH TRAZODONE BEVAT:

BIOTECH TRAZODONE 50: Elke kapsule bevat 50 mg van die aktiewe stof trasodoon
hidrochloried.

Die ander bestanddele is kolloidale watervrye silika, laktosemonohidraat,
magnesiumstearaat en ‘n gelatienkapsuledop wat die volgende kleurstowwe bevat:
eritrosien, indigokarmien, patentblou V, titaandioksied en geel ysteroksied.
BIOTECH TRAZODONE 100: Elke kapsule bevat 100 mg van die aktiewe stof trasodoon
hidrochloried.

Die ander bestanddele is kolloidale watervrye silika, laktosemonohidraat,
magnesiumstearaat en 'n gelatienkapsuledop wat die volgende kleurstowwe bevat:
eritrosien, patentblou V, titaandioksied en geel ysteroksied.

Bevat suiker (laktosemonohidraat).

2. WARVOOR BIOTECH TRAZODONE GEBRUIK WORD:

BIOTECH TRAZODONE is ‘n antidepressant en word gebruik vir die behandeling
van:

« Depressie

« Gemengde angs en depressie

3. VOORDAT JY BIOTECH TRAZODONE NEEM:

Moenie BIOTECH TRAZODONE neem nie:

- indien jy hipersensitief (allergies) is vir trasodoon hidrochloried of vir enige van die
ander bestanddele van BIOTECH TRAZODONE

- indien jy herstel van 'n miokardiale infarksie (hartaanval)

- indien jy‘'n swaar drinker is of enige ander antidepressante of slaaptablette gebruik

- indien jy swanger is of borsvoed

Neem spesiale sorg met BIOTECH TRAZODONE:

Vertel jou dokter onmiddelik:

- Indien jy gedagtes het om jouself seer te maak of dood te maak. Hierdie gedagtes
kan verhoog word wanneer die eerste behandeling begin word, aangesien BIOTECH
TRAZODONE tyd neem om te werk, gewoonlik ongeveer twee weke maar soms
langer.

Jy sal dalk meer geneig wees om so te dink

« Indien jy voorheen gedagtes gehad het om jouself dood te maak of skade aan te
doen

- Indien jy'n jong volwassene is.

Jy kan dit dalk nuttig vind om‘n familielid of goeie vriend te vertel dat jy depressief is

of 'n angsversteuring het, en hulle te vra om hierdie pamflet te lees. Jy kan hulle vra om

vir jou te sé as hulle dink jou depressie of angs word erger, of as hulle bekommerd is

oor veranderinge in jou gedrag.

Vertel ook jou dokter:

« Indien jy hartprobleme het soos koronére arteriesiekte (toestand wat die toevoer van

bloed na die hart beinvloed) en probleme met die hartritme

Indien jy aan epilepsie ly (aanvalle of stuiptrekkings)

Indien jy ernstige nier- of lewerprobleme het.

Indien jy ‘n ooraktiewe skildklier het (hipertireose)

Indien jy probleme het om water uit te skei of meer gereeld water (uriene) moet

uitskei

« Indien jy nouhoek gloukoom ('n oogsiekte) het

« Indien jy porferie het

- Indien jy skisofrenie of 'n ander tipe geestesversteuring het

- Indien jy bejaard is, aangesien jy meer geneig kan wees tot newe-effekte, veral
wanneer jy ander medisyne op dieselfde tyd as BIOTECH TRAZODONE neem of as jy
ander siektes het

« Indien jy hoé bloeddruk het, aangesien jou dokter dalk die dosis van die
antihipertensiewe medisyne moet verminder

BIOTECH TRAZODONE word nie aanbeveel vir gebruik by kinders en adolessente
jonger as 18 jaar nie.

Indien enige van hierdie op jou van toepassing is, vertel jou dokter voordat jy BIOTECH
TRAZODONE neem.

Die neem van BIOTECH TRAZODONE met kos en drank:

BIOTECH TRAZODONE moet met kos geneem word.

Jy moet vermy om alkohol te drink terwyl jy BIOTECH TRAZODONE neem. Dit is omdat
BIOTECH TRAZODONE die manier waarop alkohol jou beinvloed, kan verander.

Swangerskap en borsvoeding:

Veiligheid in swangerskap en laktasie is nie vasgestel nie.

Swanger vroue moet nie BIOTECH TRAZODONE gebruik nie. Dit is belangrik om
dadelik jou dokter te raadpleeg as jy dink jy het dalk swanger geraak of beplan om
swanger te word.

Indien jy swanger is of jou baba borsvoed, raadpleeg asseblief jou dokter, apteker of
ander gesondheidsorgverskaffer vir advies voordat jy BIOTECH TRAZODONE neem.

Indien jy BIOTECH TRAZODONE neem, moet jy nie jou baba borsvoed nie.

Bestuur en die gebruik van masjinerie:

BIOTECH TRAZODONE kan lomerigheid, hoofpyn, duiseligheid en verswakte
konsentrasie veroorsaak. Dus, voordat jy 'n voertuig bestuur of masjinerie gebruik,
maak seker jy weet hoe jy reageer op die effekte van BIOTECH TRAZODONE.

Belangrike inligting oor sommige van die bestanddele van BIOTECH
TRAZODONE:

BIOTECH TRAZODONE bevat laktose. Pasiénte met die seldsame oorerflike toestande
van laktose of galaktose-onverdraagsaamheid moet nie BIOTECH TRAZODONE neem
nie.

Die neem van ander medisyne saam met BIOTECH TRAZODONE:

Vertel altyd jou gesondheidsorgverskaffer indien jy enige ander medisyne neem. (Dit

sluit komplementére of tradisionele medisyne in)

Dit is veral belangrik om jou dokter te vertel indien jy enige van die volgende medisyne

neem:

« Ander antidepressante soos amitriptilien of fluoksetien

« Spierverslappers en ingeasemde verdowingsmiddels

- Fenotiasiene bv. chloorpromasien, flufenasien, levomepromasien, perfenasien (vir
die behandeling van skisofrenie)

« Antihistamiene (byvoorbeeld chloorfeniramien)

« Slaappille en kalmeermiddels

« Pimosied (vir die behandeling van onbeheerde bewegings)

« Alkohol

« Digoksien

« Karbamasepien, fenitoien (gebruik in die behandeling van epilepsie)

« Levodopa (gebruik vir Parkinson se siekte)

« MAOI (Mono-Amien Oksidase Inhibeerders) medisyne soos tranielsipromien,
fenelsien en isokarboksasied (vir depressie) of selegilien (vir Parkinson se siekte).

Vertel jou dokter of apteker as jy dit nou neem of in die afgelope 2 weke geneem het

« Amiodaroon

« Medisyne wat gebruik word om hoé bloeddruk te behandel (bv. klonidien)

« Medisyne wat gebruik word om swaminfeksies te behandel soos ketokonasool en
itrakonasool

« Eritromisien (antibiotikum wat gebruik word om infeksies te behandel)

- Warfarien ('n medisyne wat gebruik word om te keer dat bloed stol)

« Sommige medisyne wat gebruik word om MIV te behandel, soos ritonavir, indinavir
en nefasodoon

« St. John's Wort (‘'n kruiemedisyne)

« Orale voorbehoedmiddels

« Barbiturate (gebruik om depressie te behandel)

« Simetidien (inhibeer maagsuurproduksie)

« Ander antipsigotika

« Angswerende medisyne

« Litium (om ernstige depressiewe versteuring en bipolére versteuring te behandel)

Narkose
As jy‘n narkose (vir 'n operasie) gaan kry, vertel jou dokter of tandarts dat jy BIOTECH
TRAZODONE neem.

4. HOE OM BIOTECH TRAZODONE TE NEEM:

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

Neem altyd BIOTECH TRAZODONE presies soos jou dokter jou voorgeskryf het. Jy moet
jou dokter of apteker raadpleeg as jy onseker is. Jou dokter sal jou vertel hoe lank jou
behandeling met BIOTECH TRAZODONE sal duur. As jy die indruk het dat die effek van
BIOTECH TRAZODONE te sterk of te swak is, vertel jou dokter of apteker.

Moenie die aanbevole dosis oorskry nie. BIOTECH TRAZODONE is slegs vir orale
gebruik. Jou dokter sal 'n dosis voorskryf vir jou spesifieke toestand en jou reaksie op
die behandeling.

Vir die behandeling van depressie:

Die dokter kan met 'n laer dosis begin en dan die dosis geleidelik verhoog vir jou
behoeftes of reaksie. Die gewone dosis sal 300 - 400 mg per dag wees in drie
verdeelde dosisse.’n Gewone aanvangsdosis van 150 mg per dag word vir die eerste
week voorgestel, geleidelik verhoog tot 300 mg per dag.

Vir die behandeling van gemengde angstigheid of depressie:

Die dokter kan met'n laer dosis begin en dan die dosis geleidelik verhoog vir jou
behoeftes of reaksie. Die gewone aanvangsdosis is 100 - 150 mg per dag. Wanneer
depressie oorheersend is, kan die dosis verhoog word tot 300 - 400 mg per dag.

Indien jy meer BIOTECH TRAZODONE neem as wat jy moet:

Jy mag die volgende simptome ervaar:

« lomerigheid,

- naarheid,

« braking,

+ duiseligheid,

« floute,

- aanvalle (stuiptrekkings),

- pynlike, langdurige penis ereksie,

- verwarring,

« probleme met jou hart of asemhaling.

In die geval van oordosis raadpleeg jou dokter of apteker. Indien nie een beskikbaar is
nie, kontak die naaste hospitaal of gifbeheersentrum.

Neem die oorblywende kapsules saam sodat die dokter sal weet wat die pasiént
geneem het. Daar is geen spesifieke teenmiddel vir BIOTECH TRAZODONE nie.

Indien jy vergeet om BIOTECH TRAZODONE te neem:

Indien jy vergeet om‘n dosis BIOTECH TRAZODONE te neem, gaan voort met die
volgende dosis op die gewone tyd. Moenie 'n dubbeldosis neem om vergete
individuele dosisse in te haal nie.

Effekte wanneer behandeling met BIOTECH TRAZODONE gestaak word:
Behandeling met BIOTECH TRAZODONE moet nie onmiddellik gestaak word nie, maar
moet geleidelik in oorleg met jou dokter teruggetrek word.

Indien jy jou medisyne te vinnig stop, kan dit slaapprobleme veroorsaak, jou meer
prikkelbaar laat voel as gewoonlik en jou meer as gewoonlik laat sweet.

5. MOONTLIKE NEWE-EFFEKTE:
BIOTECH TRAZODONE kan newe-effekte hé.

Nie alle newe-effekte wat vir BIOTECH TRAZODONE aangemeld is, word in hierdie
pamflet ingesluit nie. Indien jou algemene gesondheid versleg of as jy enige nadelige
effekte ervaar terwyl jy BIOTECH TRAZODONE neem, raadpleeg asseblief jou dokter,
apteker of ander gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, hou op om BIOTECH TRAZODONE te neem

en vertel jou dokter onmiddelik of gaan na die ongevalle-afdeling van jou naaste

hospitaal:

« swelling van die hande, voete, enkels, gesig, lippe, mond of keel, wat probleme kan
veroorsaak om te sluk of asem te haal

- uitslag of jeuk

« floute

« vergeling van die vel en o0&, ook genoem geelsug

Hierdie is almal ernstige newe-effekte. Indien jy hulle het mag jy dalk'n ernstige

allergiese reaksie vir BIOTECH TRAZODONE gehad het. Jy mag dalk dringende mediese

aandag of hospitalisasie benodig.

Indien jy enige van die volgende opmerk, moet jy ook ophou om BIOTECH TRA-

ZODONE te neem en dadelik jou dokter vertel:

« kneusing makliker as gewoonlik. Dit kan wees as gevolg van 'n bloedafwyking
(trombositopenie)

- meer infeksies as gewoonlik opdoen (seer keel, velinfeksies) wat 'n bloedafwyking
kan aandui (agranulositose)

« pynlike ereksie van die penis, wat nie verband hou met seksuele aktiwiteit nie, wat
nie sal verdwyn nie (priapisme)

- erge maagpyn en opgeblaasheid, wat met braking of hardlywigheid gepaard kan
gaan. Dit kan tekens wees dat jou ingewande nie behoorlik werk nie (verlammende
ilius)

Vertel jou dokter ook dadelik as jy enige van die volgende opmerk:

Minder gereeld:

« verwarring

+ ongewone opgewondenheid

- vinnige, stadige of onreélmatige hartklop

- lae bloeddruk

Frekwensie onbekend:

« voel moeg, flou, duiselig, met'n bleek vel. Dit kan tekens van bloedarmoede wees

- stuiptrekkings/ aanvalle

- rusteloos, sweet, bewe, hallusinasies (vreemde visioene of geluide), skielike
spiertrekkings of 'n vinnige hartklop, jy mag dalk iets hé wat serotoniensindroom
genoem word

- gedagtes om jouself seer te maak of dood te maak

- ongewone velsensasies soos gevoelloosheid, tinteling, prik, brand of kruip op die vel
(parestesie)

« baie ongesteld voel moontlik met kortasem (dyspnee), moeilikheid om te loop of
te loop met'n skuifelende gang, skudding, onbeheerde spiertrekkings enn hoé
temperatuur (bo 36°C). Dit kan 'n seldsame toestand wees wat bekend staan as
Maligne Neuroleptiese Sindroom

« spierbewing

Vertel ook jou dokter indien jy enige van die volgende opmerk:

Gereeld:

« hoofpyn

« duiseligheid

+ lomerigheid

+ naarheid

« braking

« droé mond, 'n onaangename smaak

Minder gereeld:

« bewing

- versteurde visie

« hardlywigheid

- diarree

Frekwensie onbekend:

« gereelde infeksies met hoé temperatuur, erge kouekoors, seer keel of mondsere. Dit
kan tekens wees van n bloedprobleem genaamd leukopenie

« gewigsverlies en verlies aan eetlus

« verhoogde aptyt

- moeg, swak en verward voel, spiere het wat pyn, styf is of nie goed werk nie. Daar

kan ook hoofpyn, verlies aan eetlus, naarheid of braking, stuiptrekkings wees. Dit kan

wees as gevolg van lae natriumvlakke in jou bloed.

angstig of meer senuweeagtig voel as gewoonlik, opgewonde voel

ooraktiewe gedrag of gedagtes (manie), om dinge te glo wat nie waar is nie

(delusies), geheueversteuring

nagmerries

verminderde seksdrang

verminderde waaksaamheid

rukbewegings wat jy nie kan beheer nie, hoofsaaklik in van die arms en bene,

onbeheerde spierbewegings of spiertrekkings

probleme met praat

abnormale spiertonus en postuur

rusteloosheid

prikkelbaarheid

slapeloosheid

stadige hartklop

voel duiselig of lighoofdig wanneer jy vinnig staan of regop sit (posturale

hipotensie), floute (sinkopie)

hoé bloeddruk

verstopte neus

slegte spysvertering

maagpyn

aansteeklike diarree

verhoogde hoeveelhede van speeksel

meer as gewoonlik sweet

pyn in ledemate, rugpyn, pyn in jou spiere, pyn in jou gewrigte

versteurings van leegmaak van die blaas

swakheid

waterretensie wat geswelde arms of bene mag veroorsaak

hoé temperatuur

griepagtige simptome

borspyn

« moegheid

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

asseblief jou dokter of apteker daarvan in.

6. BEWARING EN WEGDOENING VAN BIOTECH TRAZODONE:

Bewaar in'n koel, droé plek teen of benede 25 °C en beskerm teen lig.

Hou die kapsules in die stulpstrook in die buitekarton totdat dit benodig word vir
gebruik.

Moenie BIOTECH TRAZODONE neem na die vervaldatum wat op die verpakking
aangedui word nie.

Moenie enige BIOTECH TRAZODONE-pak gebruik wat beskadig is of tekens van
gepeuter toon nie.

BEWAAR ALLE MEDISYNE BUITE BEREIK VAN KINDERS.

Gee alle ongebruikte medisyne terug aan jou apteker.

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

7. AANBIEDING VAN BIOTECH TRAZODONE
Deurskynende PVC en silver aluminiumfoelie stulpstroke wat 10, 12 of 14 kapsules per
strook bevat. Hierdie stulpstroke word verpak in ‘n buitenste karton.

8. IDENTIFIKASIE VAN BIOTECH TRAZODONE
BIOTECH TRAZODONE 50: Harde gelatien groen-violet gekleurde kapsule.
BIOTECH TRAZODONE 100: Harde gelatien geel-violet kapsule.

9. REGISTRASIENOMMER/ VERWYSINGSNOMMER
BIOTECH TRAZODONE 50: 43/1.2/0698
BIOTECH TRAZODONE 100: 43/1.2/0699

10. NAAM EN ADRES VAN DIE REGISTRASIEHOUER:
BIOTECH LABORATORIES (EDMS.) BPK.

Grond Vloer, Blok K Wes, Central Park

16% Weg 400, Halfweghuis

Midrand, Gauteng, 1685

Tel: +27 (0) 11 848 3050

11. DATUM VAN PUBLIKASIE:

Datum van Registrasie: 10 April 2014

Datum van die laaste hersiening van die teks soos goedgekeur deur SAHPRA: 27 Junie
2020

PIL 430698/9-1



