AZITHROMYCIN S BIOTECH

PATIENT INFORMATION LEAFLET

SCHEDULING STATUS:

AZITHROMYCIN S BIOTECH 200 mg/5 ml
Powder for oral suspension Azithromycin (as dihydrate)
Contains sugar (3,87 g sucrose per 5 ml)

Read all of this leaflet carefully before you start taking or giving AZITHROMYCIN S BIOTECH.

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

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

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

WHAT IS IN THIS LEAFLET

1.What AZITHROMYCIN S BIOTECH is and what it is used for

2. What you need to know before you take or give AZITHROMYCIN S BIOTECH
3. How to take AZITHROMYCIN S BIOTECH

4. Possible side effects

5. How to store AZITHROMYCIN S BIOTECH

6. Contents of the pack and other information

1.What AZITHROMYCIN S BIOTECH is and what it is used for

AZITHROMYCIN S BIOTECH contains azithromycin, which is one of a group of antibiotics called
macrolides.

Itis used to treat the following infections in children 1 year and over, weighing less than 45 kg:

« inflamed throat (pharynagitis)

« inflammation of the tonsils (tonsillitis)

« ear infections (otitis media).

It is used to treat the following infections in adults and children weighing more than 45 kg:

« chest, throat or nasal infections (such as bronchitis, pneumonia, tonsillitis, pharyngitis and
sinusitis)

- skin and soft tissue infections.

2. What you need to know before you take or give AZITHROMYCIN S BIOTECH

Do not take or give AZITHROMYCIN S BIOTECH

« if you or your child have a known hypersensitivity (allergy) to azithromycin, erythromycin, any
of the macrolide antibiotics such as, clarithromycin, telithromycin or to any other ingredients of
AZITHROMYCIN S BIOTECH (see section 6)

- with ergot derivatives such as, bromocriptine, ergotamine, pergolide (used to treat severe,
throbbing headaches, such as migraine and cluster headaches)

« if you or your child have liver problems.

Warnings and precautions
Take special care with AZITHROMYCIN S BIOTECH
« if you or your child has ever had a serious allergic reaction, causing swelling of the face and
throat, possibly with breathing problems, serious skin rash, fever, swollen glands or increase in
eosinophils (certain type of white blood cells)
« if you or your child has liver problems: your doctor may need to monitor the liver function or stop
the treatment of AZITHROMYCIN S BIOTECH immediately if signs and/or symptoms of jaundice
(yellowing of the skin and eyes) occur
if you are taking medicines known as ergot alkaloids (such as ergotamine), which are used to treat
migraine: AZITHROMYCIN S BIOTECH is not recommended (see Other medicines and
AZITHROMYCIN S BIOTECH below)
« if you or your child develops persistent diarrhoea or loose stools during or after treatment
with AZITHROMYCIN S BIOTECH, especially if you notice blood or mucus, tell your doctor at once
do not take or give any medicine to treat the diarrhoea without checking with your doctor first
« if you or your child develop other infections
- if you or your child has kidney problems
« if you or your child has heart problems: since AZITHROMYCIN S BIOTECH may increase the risk of
abnormal heart rhythm, please tell your doctor if you have any of the following problems:
- prolonged QT interval (a heart condition, shown on an electrocardiogram or ECG machine)
especially if you are an elderly person: AZITHROMYCIN S BIOTECH is not recommended
- slow or irregular heartbeat (bradycardia), or reduced heart function (heart failure):
AZITHROMYCIN S BIOTECH is not recommended
- low levels of potassium or magnesium: AZITHROMYCIN S BIOTECH is not recommended
- taking medicines used to treat abnormal heart rhythms (e.g. quinidine, procainamide, dofetilide,
amiodarone or sotalol), antidepressants (e.g. citalopram) or certain antibiotics (e.g. moxifloxacin
or levofloxacin) that can affect the heart rhythm:
AZITHROMYCIN S BIOTECH is not recommended (see Other medicines and
AZITHROMYCIN S BIOTECH below)
« if you or your child has a disease called myasthenia gravis (a condition causing abnormal
weakness of certain muscles) or if you start experiencing muscle weakness while taking
AZITHROMYCIN S BIOTECH.

Children under the age of 1 year
Do not give AZITHROMYCIN S BIOTECH to children under the age of 1 year, as safety and efficacy
have not been established.

Other medicines and AZITHROMYCIN S BIOTECH

Always tell your healthcare provider if you or your child is taking any other medicine. (This includes
all complementary or traditional medicines.)

Tell your doctor or pharmacist if you or your child is currently taking:

- ergotamine, dihydroergotamine (used to treat migraine)

- atorvastatin (used to lower cholesterol levels)

antacids (used to treat heartburn)

digoxin (used to treat heart failure and a fast heartbeat)

« zidovudine and nelfinavir (used in the treatment of HIV (human immunodeficiency virus) and
AIDS (acquired immune deficiency syndrome))

warfarin or dabigatran (used to thin your blood and prevent blood clots from forming)
ciclosporin (used to prevent organ rejection after a transplant)

« fluconazole (used to treat fungal infections)

rifabutin (used to treat tuberculosis (TB).

AZITHROMYCIN S BIOTECH with food
AZITHROMYCIN S BIOTECH can be taken with or without food.

Pregnancy and breastfeeding

If you are pregnant or breastfeeding, think you may be pregnant or are planning to have a baby,
please consult your doctor, pharmacist or other healthcare provider for advice before taking
AZITHROMYCIN S BIOTECH.

Pregnancy:

There is insufficient information regarding the safety of azithromycin during pregnancy.
Consequently, AZITHROMYCIN S BIOTECH is not recommended if you are pregnant or planning to
become pregnant.

However, your doctor may prescribe it under serious circumstances.

Breastfeeding:

Azithromycin is excreted in human milk, therefore it is recommended not to breastfeed while
taking AZITHROMYCIN S BIOTECH. AZITHROMYCIN S BIOTECH should only be used during
breastfeeding where adequate alternatives are not available.

Driving and using machines

AZITHROMYCIN S BIOTECH may cause side effects, such as headache and dizziness, that may affect
your ability to drive a vehicle and use machines (see section 4). Do not drive a vehicle, operate
machinery, or do anything else that requires your attention until you know how

AZITHROMYCIN S BIOTECH affects you.

AZITHROMYCIN S BIOTECH contains sucrose
If you or your child has an intolerance to some sugars, contact your doctor before taking
AZITHROMYCIN S BIOTECH.

3. How to take or give AZITHROMYCIN S BIOTECH

Do not share medicines prescribed for you or your child with any other person. Always take or

give AZITHROMYCIN S BIOTECH exactly as your doctor or pharmacist has instructed you. Check with
your doctor or pharmacist if you are unsure.

AZITHROMYCIN S BIOTECH

« should be administered as a single daily dose

« should be administered to children using the 5 ml oral dosing syringe provided
« is for oral administration only.

« Shake well before use.

Children 1 year and older
The total dose in children is 30 mg/kg which should be given as a single daily dose of 10 mg/kg for
3 days according to the following guidance:

< 15 kg: 10 mg/kg once daily on days 1 - 3.

15 - 25 kg: (200 mg) 5 ml once daily on days 1 - 3.

26 - 35 kg: (300 mg) 7,5 ml once daily on days 1 - 3.

36 - 45 kg: (400 mg) 10 ml once daily on days 1 - 3.

> 45 kg: dose as per adults (refer to the professional information of AZITHROMYCIN BIOTECH 500
tablets).

Reconstitution instructions for Azithromycin S Biotech
15 ml and 30 ml bottles:

The table below indicates the volume of distilled water to be used for constitution:

Total deliverable Amount of Azithromycin
volume (Azithromycin | distilled water concentration
content) to be added after reconstitution
15 me (600 mg) Ime 200 mg/5 me
30me (1200 mg) 15me 200 mg/5 me

SHAKE WELL BEFORE EACH USE

If you or your child takes more AZITHROMYCIN S BIOTECH than you should

Typical symptoms of overdosage are loss of hearing, severe nausea (feeling sick), vomiting (being
sick) and diarrhoea.

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

If you forget to take or give AZITHROMYCIN S BIOTECH

If you forget to take or give AZITHROMYCIN S BIOTECH, take or give it as soon as you can. Take or
give the next dose at the usual time.

Do not take or give a double dose to make up for a forgotten dose.

4. Possible side effects

AZITHROMYCIN S BIOTECH can have side effects.

Not all side effects reported for AZITHROMYCIN S BIOTECH are included in this leaflet. Should your
general health worsen or if you experience any untoward effects while taking or giving
AZITHROMYCIN S BIOTECH, please consult your healthcare provider for advice.

If any of the following happens, stop taking or giving AZITHROMYCIN S BIOTECH and tell

your doctor immediately or go to the casualty department at your nearest hospital:

« swelling of your hands, feet, ankles, face, lips, mouth or throat, which may cause difficulty in
swallowing or breathing

- rash or itching

- fainting.

These are all very serious side effects. If you or your child has them, you or your child may have

had a serious reaction to AZITHROMYCIN S BIOTECH. You or your child 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:

Side effects occurring less frequently:

- chest pains, changes in the way your heart beats, for example, if you notice it beating faster or
slower

- yellowing of the skin and eyes and dark urine, which may be symptoms of liver problems

« passing less urine than is normal for you, blood in your urine.

Side effects that occur with unknown frequency:

+ bleeding or bruising more easily than normal

- convulsions (fits or seizures)

« fastirregular heartbeats, heart rhythm disorders

- severe liver disorder.

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

Tell your doctor as soon as possible if you notice any of the following:
Side effects occurring frequently:

- headache

- diarrhoea, stomach pain/cramps, nausea (feeling sick), vomiting (being sick).

Side effects occurring less frequently:

sore, creamy-yellow, raised patches in the mouth

« itching, burning and a thick white vaginal discharge

sore throat, flu-like symptoms, runny nose

blood disorders (neutropenia, leukopenia or eosinophilia) as determined by blood tests

loss of appetite

- feeling nervous, agitated, sleeping problems (insomnia)

- dizziness, sleepiness, tingling or numbness of your hands and feet (pins and needles), taste
disorder

« hearing problems, ringing in the ears, vertigo (sensation of spinning or swaying)

hot flushes

nose bleeds

constipation, excessive gas in your stomach, indigestion, loose stools, dark tarry stools, dry mouth

or increased amount of saliva in the mouth

arthritis, muscle pain, back pain, neck pain

painful urination, kidney pain

« abnormal vaginal bleeding, testicular disorder

increased sensitivity of your skin to the sun

- generally feeling unwell, abnormal physical weakness or lack of energy or unusual tiredness, fever.

Side effects occurring with unknown frequency:

- watery diarrhoea with stomach pain (pseudomembranous colitis)

- feeling anxious and aggressive, disturbed state of mind, seeing or hearing things that do not exist
(hallucinations)

« restlessness with increased body movement

« loss of the sense of smell, either total or partial

« loss of taste

« visual (eyesight) impairment

« hearing problems, deafness, ringing sound in the ears

- hypotension (low blood pressure, light-headedness)

- inflammation of the pancreas (severe pain in the stomach area), tongue discolouration

- joint pain

- kidney failure, kidney problems

« painful, blistering or peeling skin rash, such as Stevens-Johnson syndrome or toxic epidermal
necrolysis

« erythema multiforme (red, often itchy spots, similar to the rash of measles which starts on the
limbs and sometimes on the face and the rest of the body; other symptoms include fever, sore
throat).

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, pharmacist or nurse.

You can also report side effects to the South African Health Products Regulatory Authority
(SAHPRA) via the 6.04 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 AZITHROMYCIN S BIOTECH.

5. How to store AZITHROMYCIN S BIOTECH

« Store at or below 25 °C.

« Discard any unused AZITHROMYCIN S BIOTECH after 10 days.

+ STORE ALL MEDICINES OUT OF REACH OF CHILDREN.

« Do not use after the expiry date printed on the bottle.

+ 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 AZITHROMYCIN S BIOTECH contains

The active substance is azithromycin.

Each 5 mL of AZITHROMYCIN S BIOTECH contains 200 mg azithromycin (as dihydrate).

The other ingredients are banana flavour, hydroxypropylcellulose, strawberry flavour, sucrose,
trisodium phosphate (anhydrous), xanthan gum.

What AZITHROMYCIN S BIOTECH looks like and contents of the pack

Appearance before reconstitution:

Fine off-white powder with banana-strawberry flavour.

Appearance after reconstitution:

Whitish liquid with banana-strawberry flavour.

Powder for oral suspension:

Transparent, clean, type lll amber glass bottle without noticeable defects with a white, polyethylene
cap with a polyethylene sealing disc. A syringe with a white plastic seal is included as an
administration device. The bottle and syringe are packed into an outer cardboard carton.

Pack sizes: 15 ml and 30 ml.
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AZITHROMYCIN S BIOTECH

PASIENTINLIGTINGSBLAD

SKEDULERINGSTATUS:

AZITHROMYCIN S BIOTECH 200 mg/5 ml
Poeier vir orale suspensie Asitromisien (as dihidraat)
Bevat suiker (3,87 g sukrose per 5 ml)

Lees hierdie inligtingsblad aandagtig voordat u AZITHROMYCIN S BIOTECH begin gebruik of

viriemand gee.

« Bewaar hierdie inligtingsblad, dit mag nodig wees dat u dit weer lees.

« Indien u enige verdere vrae het, raadpleeg u dokter, apteker, verpleegster of ander
gesondheidsorgverskaffer.

« AZITHROMYCIN S BIOTECH is slegs vir u of u kind voorgeskryf, en moet nie met enige ander
persone gedeel word nie. Dit mag skadelik vir hul wees, selfs al is hul simptome dieselfde as wat u
ervaar.

WAT IS IN HIERDIE INLIGTINGSBLAD

1. Wat AZITHROMYCIN S BIOTECH is en waarvoor dit gebruik word

2. Wat u moet weet voordat u AZITHROMYCIN S BIOTECH neem of gee
3. Hoe om AZITHROMYCIN S BIOTECH te neem

4. Moontlike newe-effekte

5.Hoe om AZITHROMYCIN S BIOTECH te bewaar

6. Inhoud van die verpakking en ander inligting

1. Wat AZITHROMYCIN S BIOTECH is en waarvoor dit gebruik word

AZITHROMYCIN S BIOTECH bevat asitromisien, wat een van ‘n groep antibiotikas genaamd
makroliede is.

Dit word gebruik vir die behandeling van infeksies in kinders van 1 jaar en ouer, wat minder as 45 kg
weeg:

- ontsteekte keel (faringitis)

- onsteking van die mangels (mangelonsteking)

- oorinfeksies (otitis media)

Dit word gebruik in die behandeling van infeksies in volwassenes en kinders wat minder as 45 kg weeg:
« bors, keel of nasale infeksies (soos brongitis, pneumonie, mangelonsteking, faringitis en sinusitis)
« Vel en sagte weefsel infeksies.

2.Wat u moet weet voordat u AZITHROMYCIN S BIOTECH gee of neem

Moet nie AZITHROMYCIN S BIOTECH gee of neem nie:

« Indien u of u kind 'n bekende hipersensitiwiteit (allergie) teenoor asitromisien, eritromisien of
enige ander makroliede antibiotika soos, klaritromisien, telitromisien of enige ander bestanddeel
van AZITHROMYCIN S BIOTECH (sien afdeling 6) het.

- met ergot afgeleides soos bromokriptien, ergotamien, pergolied (wat gebruik word om erge,
kloppende hoofpyne, soos migraine en troshoofpyne te behandel)

« Indien u of u kind lewerprobleme het.

Waarskuwings en voorsorgmaatreéls

Neem spesiale sorg met AZITHROMYCIN S BIOTECH

« Indien u of u kind al voorheen 'n ernstige allergiese reaksie, wat swelling van die gesig en keel,
met moontlike gepaargaande asemhalingsprobleme, ernstige veluitslag, koors, opgeswelde kliere
of verhoging in eosinofiele (sekere tipe witbloedselle) ondervind het

« Indien u of u kind lewerprobleme het: u dokter sal waarskynlik u lewerfunksie moet monitor, en
die behandeling met AZITHROMYCIN S BIOTECH moet onmiddelik gestaak word indien tekens
en/of simptome van geelsug (geel verkleuring van die vel of 0&) voorkom.

« Indien u medisyne bekend as ergot alkaloiede (soos ergotamien) neem, wat gebruik word om
migraine te behandel: word AZITHROMYCIN S BIOTECH nie aanbeveel nie (sien Ander medisyne
en AZITHROMYCIN S BIOTECH hieronder)

« Indien u of u kind aanhoudende diarree of los stoelgange ontwikkel tydens of na die behandeling
met AZITHROMYCIN S BIOTECH, veral as u bloed of mukus opmerk, lig u dokter dadelik in en moet
nie enige medisyne neem of gee wat diarree behandel, voordat u met u dokter gepraat het nie.

« as u of u kind ander infeksies ontwikkel

- indien u of u kind nierprobleme het

- indien u of u kind hartprobleme het: omdat AZITHROMYCIN S BIOTECH die risiko van abnormale
hartritme kan verhoog. Lig u dokter in as u enige van die volgende probleme ervaar:

- verlengde QT interval ('n hartoestand, wat op 'n elektrokardiogram of EKG masjien aangetoon
word), veral as u’n bejaarde persoon is, word AZITHROMYCIN S BIOTECH nie aanbeveel nie.

- Stadige of onreélmatige hartklop (bradikardie), of verminderde hartfunksie (hartversaking):
AZITHROMYCIN S BIOTECH word nie aanbeveel nie.

- Lae vlakke van kalium of magnesium: AZITHROMYCIN S BIOTECH word nie aanbeveel nie.

« Medikasie neem wat abnormale hartritmes behandel (bv. kinidien, prokaienamied, dofetilied,
amiodaroon of sotalol), antidpressante (bv. sitalopram) of ander tipes antibiotika
(bv. moksifloksasien of levofloksasien) wat die hartritme kan affekteer: AZITHROMYCIN S BIOTECH
word nie aanbeveel nie. (sien Ander medisyne en AZITHROMYCIN S BIOTECH hieronder)

« As us of u kind aan ‘n siekte genaamd myasthenia gravis ly ('n toestand wat abnormale
verswakking van sekere spiere veroorsaak), of as u verswakking van spiere ondervind terwyl u
AZITHROMYCIN S BIOTECH neem.

Kinders onder die ouderdom van 1 jaar
Moet nie AZITHROMYCIN S BIOTECH toedien aan kinders onder die ouderdom van 1 jaar nie,
aangesien die veiligheid en effektiwiteit nog nie vasgestel is nie.

Ander medisyne en AZITHROMYCIN S BIOTECH

Lig altyd u gesondheidsorgverskaffer in as u of u kind ander medisyne neem. (Dit sluit oor die

toonbank of tradisionele medisynes in).

Lig u dokter of apteker in as u of u kind huidiglik die volgende neem:

- ergotamien, dihidro-ergotamien (gebruik in behandeling van migraine)

- atorvastatien (word gebruik om cholesterol vlakke te verlaag)

« teensuurmiddels (word gebruik vir sooibrand)

- digoksien (word gebruik om hartversaking of vinnige hartklop te behandel)

« zidovudien and nelfinavir (gebruik in die behandeling van MIV (menslike
immuniteitsgebreksvirus) en VIGS (verworwe immuungebreksindroom)

- warfarien or dabigatran (word gebruik om bloed te verdun en vorming van bloedklonte te
voorkom)

« sikllosporien (word gebruik om orgaanverwerping na‘n oorplanting te voorkom)

« flukonasool (word gebruik om swaminfeksies te behandel)

- rifabutieb (word gebruik om tuberkulose (TB) te behandel).

AZITHROMYCIN S BIOTECH met voedsel
AZITHROMYCIN S BIOTECH kan met of sonder voedsel geneem word.

Swangerskap en borsvoeding

Indien u swanger is of borsvoed, of vermoed dat u swanger kan wees, of 'n baba beplan, lig u
dokter, apteker of enige ander gesondheidsorgverskaffer in vir advies, voordat u
AZITHROMYCIN S BIOTECH neem.

Swangerskap:

Daar is onvoldoende inligting rakende die veiligheid van asitromisien gedurende swangerskap.
As gevolg daarvan, word AZITHROMYCIN S BIOTECH nie aanbeveel as u swanger is of beplan om
swanger te raak nie.

U dokter kan dit egter voorskryf onder sekere ernstige omstandighede.

Borsvoeding:

Asitromisien word uitgeskei in borsmelk, daarom word dit nie aanbeveel om te borsvoed terwyl u
AZITHROMYCIN S BIOTECH neem nie. AZITHROMYCIN S BIOTECH mag slegs tydens borsvoeding
gebruik word indien daar geen ander alternatiewe beskikbaar is nie.

Bestuur en gebruik van masjinerie

AZITHROMYCIN S BIOTECH kan newe-effekte, soos hoofpyn en duiseligheid, veroorsaak, wat u
vermoé omn voertuig te bestuur of masjinerie te gebruik kan affekteer (sien afdeling 4). Moet nie’'n
voertuig bestuur, met masjinerie werk, of enige iets anders doen wat u aandag verg, voordat u weet
hoe AZITHROMYCIN S BIOTECH u beinvloed nie.

AZITHROMYCIN S BIOTECH bevat sukrose
Indien u of u kind ‘n weestandigheid teenoor sekere suikers het, kontak u dokter voordat u
AZITHROMYCIN S BIOTECH neem.

3.Hoe om AZITHROMYCIN S BIOTECH te gee of te neem

Moet nie medisyne wat vir u of u kind voorgeskryf met enige ander persone deel nie. Neem altyd
of gee AZITHROMYCIN S BIOTECH presies soos deur u dokter of apteker aanbeveel. Raadpleeg u
dokter of apteker indien u onseker is.

AZITHROMYCIN S BIOTECH

« Moet toegedien word as'n enkele daaglikse dosis

« Moet aan kinders toegedien word met die 5 ml orale doserings-inspuiting wat voorsien is
« Moet slegs per mond toegedien word

« Skud goed voor gebruik.

Kinders 1 jaar en ouer

Die totale dosering vir kinders is 30 mg/kg wat as 'n enkele daaglikse dosis van 10 mg/kg vir'n
tydperk van drie dae gegee moet word, volgens die volgende aanbevelings:

<15 kg: 10 mg/kg een maal daagliks op dae 1-3.

15 - 25 kg: (200 mg) 5 ml een maal daagliks op dae 1 - 3.

26 - 35 kg: (300 mg) 7,5 ml een maal daagliks op dae 1 - 3.

36 - 45 kg: (400 mg) 10 ml een maal daagliks op dae 1 - 3.

> 45 kg: dosis soos vir volwassenes ( verwys na die professionele inligtingsblad van AZITHROMYCIN
BIOTECH 500 tablette).

Hersamestellings-instruksies vir Azithromycin S Biotech
15 ml en 30 ml bottels:

Die tabel hieronder dui die volume gedistilleerde water aan wat vir hersamestelling gebruik moet
word:

Asitromisien
konsentrasie na

Hoeveelheid
gedistilleerde water

Totale lewerbare
volume (Asitromisien

inhoud) om bygevoeg te word hersamestelling
15 me (600 mg) Ime 200 mg/5 me
30 me (1200 mg) 15me 200 mg/5 me

SKUD GOED VOOR ELKE GEBRUIK

Indien u of u kind meer AZITHROMYCIN S BIOTECH neem as wat u moet

Tipiese simptome met oordosering is gehoorverlies, erge naarheid (siek gevoel), braking (opgooi)
en diarree.

In die geval van oordosering, raadpleeg u dokter of apteker. Indien beide nie beskikbaar is nie,
kontak die naaste hospitaal of gifsentrum.

Indien u vergeet om u AZITHROMYCIN S BIOTECH te neem of te gee

As u vergeet om AZITHROMYCIN S BIOTECH te neem of te gee, gee dit of neem dit so gou u kan.
Neem of gee die volgende dosis op die gewone tyd.

Moet nie 'n dubbele dosis gee of neem, om op te maak vir die vergete dosis nie.

4. Moontlike newe-effekte

AZITHROMYCIN S BIOTECH kan newe-effekte veroorsaak.

Nie alle newe-effekte wat al aangemeld is vir AZITHROMYCIN S BIOTECH is ingesluit in hierdie
inligtingsblad nie. Indien u of u kind se algemene gesondheid versleg of as u enige ongunstige
effekte ervaar, raadpleeg met u gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, staak die neem of gee van AZITHROMYCIN S BIOTECH
en lig u dokter onmiddellik in, of gaan na die noodgevalle afdeling van u naaste hospitaal:

- swelling van u hande, voete, enkels, gesig, lippe, mond of keel, wat asemhaling of sluk bemoeilik.
« Uitslag of jeuk;

- Floute.

Hierdie is almal ernstige newe-effekte. Indien u of u kind dit ervaar, mag u of u kind moontlike 'n
ernstige reaksie teenoor AZITHROMYCIN S BIOTECH hé. U of u kind mag dringende mediese aandag
of hospitalisasie benodig.

Lig u dokter onmiddellik in of gaan na die naaste noodgevalle afdeling van u naaste
hospitaal indien u enige van die volgende waarneem:

Newe-effekte wat minder algemeen voorkom:

« Borspyne, verandering in hartklop, bv. indien u opmerk dat u hart vinnniger of stadiger klop

- Geel verkleuring van die vel en 0é en donker uriene, wat simptome van lewerprobleme kan wees
« Minder as normale urinering vir u, of bloed in u uriene

Newe-effekte met minder bekende voorkoms:

+ Makliker as gewone bloeding of kneusing

« Konvulsies (stuiptrekkings of aanvalle)

- Vinnigie onreélmatige hartkloppings, hartritme versteurings

- Ernstige lewerafwykings

Hierdie is almal ernstige newe-effekte. U of u kind mag dalk dringende mediese aandag benodig.

Lig u dokter in, so gou moontlik, in as u enige van die volgende opmerk:
Newe-effekte wat algemeen voorkom:

+ Hoofpyn

- diarree, maagpyn/krampe, naarheid ( siek gevoel), braking (opgooi).

Newe-effekte wat minder algemeen voorkom:

- seer, romerige geel, opgehewe kolle in die mond

« jeuk, brand en’n dik wit vaginale afskeiding

- keelseer, griepagtige simptome, loopneus

- bloedafwykings (neutropenie, leukopenie of eosinofilie) soos bepaal deur bloedtoetse

verlies van eetlus

- senuweeagtig, angstigheid, slaapprobleme (slapeloosheid)

« duiseligheid, slaperigheid, tinteling of gevoelloosheid van u hande en voete (naalde en spelde),
smaakversteuring

- gehoorprobleme, gelui in die ore, vertigo (gevoel van draai of wieg)

« warm gloede

neusbloeding

- hardlywigheid, oormatige gas in u maag, slegte spysvertering, los stoelgang, donker teer

stoelgang, droé mond of verhoogde hoeveelheid speeksel in die mond

artritis, spierpyn, rugpyn, nekpyn

« pynlike urinering, nierpyn

- abnormale vaginale bloeding, testikulére afwyking

verhoogde sensitiwiteit van u vel vir die son

- algemene slegte gevoel, abnormale liggaamlike swakheid of gebrek aan energie of ongewone
moegheid, koors

Newe-effekte met minder bekende voorkoms:

- waterige diarree met maagpyn (pseudomembraneuse kolitis)

+ gevoelens van angs en aggressie, versteurde gemoedstoestand, sien of hoor dinge wat nie
bestaan nie (hallusinasies)

- rusteloosheid met verhoogde liggaamsbewegings

- verlies van reuk, gedeeltelik of algeheel

- verlies van smaak

- sigversteurting (visie)

+ gehoor probleme, doofheid, lui geluid in die ore

- Hipotensie (lae bloeddruk, lighoofdigheid)

« Inflammasie van die pankreas (erge pyn in die maagarea), verkleuring van die tong

« gewrigspyn

- nierversaking, nierprobleme

- pynlike, blase of afskilferende veluitslag, soos Stevens-Johnson-sindroom of toksiese epidermale
nekrolise

« erythema multiforme (rooi, dikwels jeukende kolle, soortgelyk aan die uitslag van masels wat op
die ledemate begin en soms op die gesig en in die res van die liggaam; ander simptome sluit in
koors, seer keel).

Indien u enige newe-effekte wat nie genoem is in hierdie inligtingsblad opmerk, lig u dokter of

apteker in.

A Iding van ffekte:

Indien u newe-effekte ervaar, raadpleeg u dokter, apteker of verpleegster.

U kan ook newe-effekte aanmeld by die Suid-Afrikaanse Reguleringsowerheid vir

Gesondheidsprodukte (SAHPRA) via die 6.04 Adverse Drug Reaction Reporting Form, wat aanlyn

gevind kan word onder SAHPRA publikasies: https://www.sahpra.org.za/Publications/Index/8.

Deur newe-effekte aan te meld, kan u ander help om meer inligting oor die veiligheid

AZITHROMYCIN S BIOTECH te bekom.

5.Hoe om AZITHROMYCIN S BIOTECH te bewaar

- Bewaar teen of benede 25 °C.

« Raak na 10 dae van enige ongebruikte AZITHROMYCI S BIOTECH ontslae.

+ BEWAAR ALLE MEDISYNE BUITE DIE BEREIK VAN KINDERS.

+ Moet nie gebruik na die vervaldatum soos gedruk op die karton/etiket nie.

« Besorg alle ongebruikte medisyne terug aan u apteker.

+ Moet nie van ongebruikte medisyne in dreine of rioolstelses (bv. toilette) ontslae raak nie.

6. Inhoud van die verpakking en ander inligting

Wat AZITHROMYCIN S BIOTECH bevat

Die aktiewe bestanddeel is asitromisien

Elke 5 mL AZITHROMYCIN S BIOTECH bevat asitromisien 200 mg ( as dihidraat)

Die ander bestanddele is piesanggeur, hidroksipropielsellulose, aarbei-geur, sukrose,
trinatriumfosfaat (watervry), xantangom.

Hoe AZITHROMYCIN S BIOTECH lyk en die inhoud van die verpakking

Voorkoms voor herkonstitusie:

Fyn spierwit poeier met piesang-aarbei-geur

Voorkoms na herkonstitusie:

Witterige vloeistof met piesang-aarbei-geur.

Poeier vir orale suspensie.

Deursigtige, skoon, tipe Il amberkleurige glasbottel sonder merkbare gebreke met'n wit,
poliétileen prop met 'n poliétileen seélskyf.’n Spuit met‘n wit plastiek seél is ingesluit as
toedieningsapparaat. Die bottel en die spuit word in‘n buitenste kartondoos verpak.
Verpakkingsgroottes: 15 ml en 30 ml.

Houer van die Registrasie Sertifikaat
Biotech Laboratories (Edms) Bpk
Grond Vloer, Blok K Wes, Central park
400 16% Weg, Randjespark

Midrand 1685

011848 3050
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