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MITHYRO

PATIENT INFORMATION LEAFLET

ﬁIEDULING STATUS:

MITHYRO 25/50/75/100 pg tablets
Levothyroxine sodium
Sugar free

Read all of this leaflet carefully before you take MITHYRO

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

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

+ MITHYRO 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 MITHYRO is and what it is used for

2. What you need to know before you take MITHYRO
3. How to take MITHYRO

4. Possible side effects

5. How to store MITHYRO

6. Contents of the pack and other information

1.What MITHYRO is and what it is used for

The name of your medicine is MITHYRO. MITHYRO contains levothyroxine sodium. This
belongs to a group of medicines called thyroid hormones.

MITHYRO is is used to treat hypothyroidism, a disease in which the thyroid gland is
underactive and does not produce enough thyroxine, a hormone, which is important for
controlling your metabolism.

2.What you need to know before you take MITHYRO

Do not take MITHYRO:

- If you are hypersensitive (allergic) to levothyroxine or any of the other ingredients of
MITHYRO (listed in section 6).

« If you have untreated hyperthyroidism, a disease in which the thyroid gland is overactive
and produces too much thyroxine (this can lead to a life-threatening condition known as
a thyroid storm where your heart rate, blood pressure, and body temperature can soar to
dangerously high levels).

- If you have untreated adrenal insufficiency (condition where your adrenal gland does not
produce enough steroid hormones), untreated pituitary insufficiency (decreased
secretion of hormones produced by the pituitary gland).

« Treatment with MITHYRO must not be given to you if you have acute myocardial
infarction (heart attack), acute myocarditis (inflammation of the heart muscle), acute
pancarditis (inflammation of the heart or its surroundings).

Do not take MITHYRO if any of the above applies to you. If you are not sure, talk to your
doctor, nurse or pharmacist before you take MITHYRO.

Warnings and Precautions

Special care should be taken with MITHYRO:

« If you have anginal pain (pain in the heart area), palpitations and cramps in the muscle
when you start your therapy with MITHYRO.

« Before starting with MITHYRO make sure to tell your doctor if you have any heart disease,
pituitary (gland in the brain) or other thyroid disease. Thus, frequent thyroid checks
should be done.

- If you are in menopause (when your menstrual period stops later in your life (for
females)).

- If you start to have fits, abnormal heartbeat, heart failure as these are signs of a “thyroid
storm’.

- If you have panhypopituitarism (disease of the pituitary gland), notify your doctor if you
have this disease.

« If you develop bone loss due to subclinical hyperthyroidism (low levels of the hormone
TSH and normal level of the hormones T3 and T4), your doctor will give you the lowest
possible dose of MITHYRO.

« If your child is using MITHYRO, as the dosages must be monitored by your child’s doctor.
Parents of children receiving MITHYRO should be aware that partial hair loss can occur
during the first few months of therapy but their hair may grow back.

- If you are elderly.

« If you suffer from heart problems.

« If you suffer from diabetes (high blood sugar levels).

- If you are taking medicines for diabetes (high blood sugar levels).

« If you have a history of epilepsy.

Blood pressure will be regularly monitored when MITHYRO treatment is started in very low

birth weight preterm neonates because rapid fall in blood pressure (known as circulatory

collapse) may occur.

Other medicines and MITHYRO

Always tell your healthcare professional if you are taking any other medicines. (This includes
all complementary or traditional medicines).

This is because MITHYRO can affect the way some other medicines work. Also some
medicines can affect the way that MITHYRO works.

Tell your doctor if you are taking:

« Warfarin: blood thinning medicine.

« Anticonvulsants such as phenytoin and carbamazepine: medicine used to treat epilepsy.

« Digoxin: medicine used to treat heart problems.

- Sympathomimetics: examples are epinephrine (adrenaline), norepinephrine
(noradrenaline) and dopamine.

« Cholestyramine: medicine used to lower blood cholesterol levels.

- Antacids such as cimetidine: medicine used to treat high acid levels.

« Proton pump inhibitors such as omeprazole: medicine used to treat ulcers.

- Bile acid sequestrants such as colestipol: medicine used to lower blood cholesterol levels.

« Cation exchange resins such as kayexalate: medicine used to treat high blood levels of
potassium.

- Sucralfate: medicine used to treat stomach ulcers.

- Calcium carbonate and ferrous sulphate: medicines used as supplements.

« Oestrogen: medicine that imitates the effect of oestrogen in the body.

« Tamoxifen: used to prevent some types of breast cancer.

« Oral contraceptives: medicines used to prevent pregnancy.

« Clofibrate: medicine used to lower blood cholesterol levels.

+ Methadone: medicine used as a cough suppressant.

« 5-fluorouracil: medicine used to treat certain cancers.

- Imatinib: medicine used to treat certain types of leukaemia.

+ Anabolic steroids: medicine that has similar effects as testosterone.

« Amiodarone: medicine used to treat heart rhythm problems.

« Antibacterials such as rifampicin and ciprofloxacin: medicine used to treat bacterial
infections.

« Antidiabetics such as metformin, glipizide: medicine used to treat high blood sugar levels.

« Lithium: medicine used to treat mood disorders.

« Antivirals such as ritonavir: medicine used to treat viral infections.

- Beta-blockers such as propranolol: medicine used to treat high blood pressure.

+ General anaesthetics such as ketamine: medicine used to make you sleep before an
operation.

+ Antimalarials such as chloroquine: medicine used to prevent malaria.

« NSAIDs such as ibuprofen: medicines used to treat pain and inflammation.

« Soya-based infant formula: used to feed infants.

« Simvastatin: medicine used to lower high cholesterol levels.

- Orlistat: some medicine used to treat obesity.

Pregnancy, breastfeeding and fertility

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

Driving and using machines

MITHYRO is not expected to influence your ability to drive. However, you should not drive,
use machinery or perform any tasks that require concentration until you are certain that
MITHYRO does not adversely affect your ability to do so safely (see Possible side effects).

MITHYRO contains:
Less than 1 mmol sodium (23 mg) per tablet, that is to say essentially ‘sodium-free’

3. How to take MITHYRO

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

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

Your doctor will tell you how many MITHYRO tablets to take each day.

Your doctor will calculate the dose based on your weight.

Never take more tablets than your doctor has prescribed.

Your doctor may vary your dose depending on how you respond to MITHYRO.

When applicable:

Tablets are to be disintegrated in some water (10 ml to 15 ml) and the resultant suspension,
which must be prepared freshly as required, is to be administered with some more liquid (5
mLto 10 mL).

If you take more MITHYRO than you should

If you (or someone else) swallow a lot of the tablets at the same time, or you think a child
may have swallowed some, contact your nearest hospital casualty department or tell
your doctor immediately. Signs of an overdose may include: fever, chest pain (angina),
racing or irregular heartbeat, muscle cramps, headache, restlessness, flushing, sweating
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 MITHYRO
Take your missed dose as soon as you remember, if within a few hours after missing a dose.
Do not take a double dose to make up for forgotten individual doses.

4. Possible side effects

MITHYRO can have side effects.

Not all side effects reported for MITHYRO are included in this leaflet. Should your general
health worsen or if you experience any untoward effects while receiving this medicine,
please consult your healthcare provider for advice.

If any of the following happens, stop taking MITHYRO 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.

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

to MITHYRO 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:

« chest pain,

« heart attack, heart failure (the symptoms include pain or discomfort in one or both arms,
the back, neck, jaw or stomach; shortness of breath with or without chest discomfort;
other signs such as breaking out in a cold sweat, nausea or lightheadedness),

- seizures or convulsions (fits),

« difficulty in breathing,

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

« pseudotumour cerebri (benign intracranial hypertension) which can lead to blindness.

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

Tell your doctor if you notice any of the following:

The following side effects have been reported Jess frequently:

« hyperthyroidism (condition in which your thyroid produces too much thyroid hormone),
« hypothyroidism (condition in which your thyroid produces too little thyroid hormone).

The following side effects have been reported with a unknown frequency:

- eosinophilia (an increase in the number of white blood cells in response to some

medicines), fever, liver problems,

unable to tolerate heat, flushing,

increased appetite,

excitability, restlessness, confusion, agitation (irritation), insomnia (inability to sleep),

headache, tremors (involuntary movement of body parts), cephalagia (pain in head),

increased blood pressure,

stomach cramps, nausea, vomiting, diarrhoea,

sweating, hair loss,

muscle cramps, muscle weakness, decrease in bone density,

menstrual irregularity (irregular menstrual periods), impaired fertility (problems

conceiving), fatigue (tiredness), excessive loss of weight (a lot of weight loss),

« deformity of the skull in infants caused by the early closure of joints in the skull bone
(craniostenosis),

- growth in children may slow or stop due to changes in bone growth,

« intolerance to heat, temporary hair loss in children.

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 “6.04 Adverse Drug Reactions 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 MITHYRO.

5. How to store MITHYRO

Store at or below 25 °C.

Protect from light.

Keep container tightly closed.

Keep in original packaging until required for use.

Do not store in a bathroom.

Do not use after the expiry date stated on the label.

Return all unused medicine to your pharmacist.

Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets).
Store all medicines out of reach of children.

6. Contents of the pack and other information

What MITHYRO contains

The active substance is levothyroxine sodium hydrate. Each tablet contains levothyroxine
sodium hydrate equivalent to levothyroxine sodium 0,025 mg, 0,050 mg, 0,075 mg or
0,100 mg respectively.

The other ingredients are cellulose powdered (Arbosel M80), cellulose microcrystalline
(Type 101), magnesium stearate, silicon dioxide colloidal (anhydrous), sodium
croscarmellose.

What MITHYRO looks like and contents of the pack

« White tablets engraved with “25",“50",“75" or “100” on one side, depending on the
respective strength.

« Round, biconvex shaped tablets

MITHYRO tablets are packed in clear transparent PVC/TE/PVDC/Silver Aluminium blisters.

The blisters are further packaged in cardboard boxes. Each cardboard box (BT) contains

30 (2 blister x 15 tablets), 50 (2 blister x 25 tablets), 60 (4 blister x 15 tablets), or 100 tablets

(4 blister x 25 tablets), presented in multiple blister strips of 15 or 25 tablets, along with a
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MITHYRO

PASIENTINLIGTINGSPAMFLET

SKEDULERINGSTATUS:

MITHYRO 25/50/75/100 ug tablette
Levotiroksien natrium
Suikervry

Lees hierdie hele pamflet noukeurig deur voordat jy MITHYRO neem

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

« Indien jy verdere vrae het, vra asseblief jou dokter, verpleegster of ander
gesondheidsorgverskaffer.

« MITHYRO 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.

Wat is in hierdie pamflet

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

4. Moontlike newe-effekte

5.Hoe om MITHYRO te bewaar

6. Inhoud van die pak en ander inligting

1.Wat MITHYRO is en waarvoor dit gebruik word

Die naam van jou medisyne is MITHYRO. MITHYRO bevat levotiroksien natrium. Dit behoort
aan'n groep medisyne wat skildklierhormone genoem word.

MITHYRO word gebruik om hipotireose te behandel, 'n siekte waarin die skildklier
onderaktief is en nie genoeg tiroksien produseer nie, 'n hormoon wat belangrik is om jou
metabolisme te beheer.

2.Wat jy moet weet voordat jy MITHYRO neem

Moenie MITHYRO neem nie:

« Indien jy hipersensitief (allergies) is vir levotiroksien of enige van die ander bestanddele
van MITHYRO (gelys in afdeling 6).

« Indien jy onbehandelde hipertireose het, 'n siekte waarin die skildklier ooraktief is en te
veel tiroksien produseer (dit kan lei totn lewensgevaarlike toestand bekend as’n
skildklierstorm waar jou hartklop, bloeddruk en liggaamstemperatuur kan styg tot
gevaarlike hoé vlakke).

« Indien jy onbehandelde bynierontoereikendheid het (toestand waar jou bynier nie
genoeg steroiedhormone produseer nie), onbehandelde pituitére ontoereikendheid
(verminderde afskeiding van hormone wat deur die pituitére klier geproduseer word).

« Behandeling met MITHYRO moet nie aan jou gegee word as jy akute miokardiale
infarksie (hartaanval), akute miokarditis (ontsteking van die hartspier), akute pankarditis
(ontsteking van die hart of sy omgewing) het nie.

Moenie MITHYRO neem indien enige van die bogenoemde op jou van toepassing is nie.
Indien jy nie seker is nie, praat met jou dokter, verpleegster of apteker voordat jy MITHYRO
neem.

Waarskuwings en voorsorgmaatreéls

Spesiale sorg moet geneem word met MITHYRO:

« Indien jy anginapyn (pyn in die hartarea), hartkloppings en krampe in die spier het
wanneer jy jou terapie met MITHYRO begin.

- Voordat jy met MITHYRO begin, maak seker dat jy jou dokter vertel of jy enige
hartsiekte, pituitére (klier in die brein) of ander skildklier siekte het. Daarom moet
gereelde tiroiedkontrole gedoen word.

« Indien jy in menopouse is (wanneer jou menstruasie later in jou lewe ophou (vir vroue)).

« Indien jy aanvalle, abnormale hartklop, hartversaking begin kry, want dit is tekens van'n
“skildklierstorm’.

« Indien jy panhypopituitarisme (siekte van die pituitére klier) het, stel jou dokter in
kennis as jy hierdie siekte het.

« Indien jy beenverlies ontwikkel as gevolg van subkliniese hipertireose (lae vlakke van die
hormoon TSH en normale vlak van die hormone T3 en T4), sal jou dokter jou die laagste
moontlike dosis MITHYRO gee.

« Indien jou kind MITHYRO gebruik, aangesien die dosisse noukeurig deur jou kind se
dokter gemonitor moet word. Ouers van kinders wat MITHYRO ontvang moet bewus wees
dat gedeeltelike haarverlies kan voorkom gedurende die eerste paar maande van terapie,
maar dat hul hare mag teruggroei.

« Indien jy bejaard is.

« Indien jy aan hartprobleme ly.

« Indien jy aan diabetes ly (hoé bloedsuikervlakke).

« Indien jy medisyne vir diabetes (hoé bloedsuikervlakke) neem.

« Indien jy'n geskiedenis van epilepsie het.

Bloeddruk sal gereeld gemonitor word wanneer MITHYRO behandeling begin word by baie

lae geboortegewig vroeggebore neonate omdat vinnige daling in bloeddruk (bekend as

sirkulatoriese ineenstorting) kan voorkom.

Ander medisyne en MITHYRO

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

Dit is omdat MITHYRO die manier waarop sommige ander medisyne werk, kan beinvlioed.
Sommige medisyne kan ook die manier waarop MITHYRO werk, beinvloed.

Vertel jou dokter indien jy die volgende neem:

« Warfarien: bloedverdunningsmedisyne.

« Antikonvulsiewe middels soos fenitoien en karbamasepien: medisyne wat gebruik
word om epilepsie te behandel.

- Digoksien: medisyne wat gebruik word om hartprobleme te behandel.

« Simpatomimetika: voorbeelde is epinefrien (adrenalien), norepinefrien noradrenalien) en
dopamien.

« Cholestiramien: medisyne wat gebruik word om bloedcholesterolvlakke te verlaag.

« Teensuurmiddels soos simetidien: medisyne wat gebruik word om hoé suurvlakke te
behandel.

« Protonpompinhibeerders soos omeprasool: medisyne wat gebruik word om maagsere te
behandel.

« Galsuursekwestreermiddels soos kolestipol: medisyne wat gebruik word om
bloedcholesterolvlakke te verlaag.

- Katioonuitruilharse soos kayeksalaat: medisyne wat gebruik word om hoé bloedvlakke

van kalium te behandel.

Sukralfaat: medisyne wat gebruik word om maagsere te behandel.

Kalsiumkarbonaat en ystersulfied: medisyne wat as aanvullings gebruik word.

Estrogeen: medisyne wat die effek van estrogeen in die liggaam naboots.

Tamoksifeen: gebruik om skere soorte borskanker te voorkom.

Orale voorbehoedmiddels: medisyne wat swangerskap voorkom.

Klofibraat: medisyne wat gebruik word om bloedcholesterolvlakke te verlaag.

Metadoon: medisyne wat gebruik word as‘n hoesonderdrukker.

5-fluorourasiel: medisyne wat gebruik word om sekere kankers te behandel.

Imatinib: medisyne wat gebruik word om sekere soorte leukemie te behandel.

Anaboliese steroiede: medisyne wat soortgelyke effekte as testosteroon het.

Amiodaroon: medisyne gebruik om hartritmeprobleme te behandel.

Antibakteriese middels soos rifampisien en siprofloksasien: medisyne wat gebruik word

om bakteriéle infeksies te behandel.

Antidiabetika soos metformien, glipisied: medisyne wat gebruik word om hoé

bloedsuikervlakke te behandel.

« Litium: medisyne gebruik om gemoedsversteurings te behandel.

Antivirale middels soos ritonavir: medisyne wat gebruik word om virale infeksies te

behandel.

« Beta-blokkers soos propranolol: medisyne wat gebruik word om hoé bloeddruk te
behandel.

« Algemene verdowingsmiddels soos ketamien: medisyne wat gebruik word om jou te laat
slaap voor‘n operasie.

« Antimalariamiddels soos khlorokien: medisyne wat gebruik word om malaria te voorkom.

« NSAID’s soos ibuprofen: medisyne wat gebruik word om pyn en inflammasie te
behandel.

« Soja-gebaseerde babaformule: gebruik om babas te voed.

- Simvastatien: medisyne wat gebruik word om hoé cholesterolvlakke te verlaag.

« Orlistat: sommige medisyne wat gebruik word om vetsug te behandel.

Swangerskap, borsvoeding en vrugbaarheid

Indien jy swanger is of borsvoed, dink dat jy dalk mag swanger wees of beplan om'n
baba te hé, raadpleeg asseblief jou dokter, apteker of gesondheidsorgverskaffer vir advies
voordat jy MITHYRO neem.

Bestuur en gebruik van masjiene

Daar word nie van MITHYRO verwag om jou vermoé om te bestuur te beinvloed nie. Jy
moet egter nie bestuur, masjinerie gebruik of enige take uitvoer wat konsentrasie vereis
totdat jy seker is dat MITHYRO nie jou vermoé om dit veilig te doen nadelig beinvloed nie
(sien Moontlike newe-effekte).

MITHYRO bevat:
Minder as 1 mmol natrium (23 mg) per tablet, so die tablette is in wese ‘natriumvry’

3.Hoe om MITHYRO te neem

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

Neem altyd MITHYRO presies soos jou dokter of apteker vir jou vertel het. Maak seker by jou
dokter of apteker indien jy nie seker is nie.

Jou dokter sal jou vertel hoeveel MITHYRO tablette om elke dag te neem.

Jou dokter sal die dosis uitwerk gebaseer op jou gewig.

Moet nooit meer tablette neem as wat jou dokter voorgeskryf het nie.

Jou dokter kan jou dosis verander na gelang van hoe jy op MITHYRO reageer.

Wanneer van toepassing:

Tablette moet in bietjie water (10 mL tot 15 mL) gedisintegreer word en die resulterende
suspensie, wat vars voorberei moet word soos benodig, moet met nog 'n bietjie vloeistof
(5 mL tot 10 mL) toegedien word.

Indien jy meer MITHYRO neem as wat jy moet

Indien jy (of iemand anders) 'n klomp van die tablette op dieselfde tyd sluk, of indien jy
dink dat 'n kind tablette mag gesluk het, kontak die naaste hospitaal se ongevalle-afdeling
of vertel onmiddelik vir jou dokter. Tekens van ‘n oordosis mag die volgende insluit: koors,
borspyn (angina), vinnige of onreélmatige hartklop, spierkrampe, hoofpyn, rusteloosheid,
bloos, sweet en diarree.

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

Indien jy vergeet om MITHYRO te neem

Neem jou oorgeslane dosis so gou as wat jy onthou indien dit binne 'n paar ure is nadat
jy die dosis oorgeslaan het. Moenie 'n dubbeldosis neem om op te maak vir vergete
individuele dosisse nie.

4. Moontlike newe-effekte

MITHYRO kan newe-effekte hé.

Nie alle newe-effekte wat vir MITHYRO aangemeld is word in hierdie pamflet ingesluit nie.
Sou jou algemene gesondheid versleg of indien jy enige ongewensde effekte ervaar terwyl
jy hierdie medisyne neem, raadpleeg asseblief jou gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, hou op om MITHYRO te neem en vertel
onmiddelik jou dokter of gaan na die ongevalle-afdeling van jou naaste hospitaal.
« swelling van jou hande, voete, enkels, gesig, lippe, mond of keel, wat moeilike sluk

of moeilike asemhaling mag veroorsaak;
« uitslag of jeuk.
Hierdie is almal baie ernstige newe-effekte. Indien jy hulle het mag jy dalk 'n ernstige
reaksie op MITHYRO gehad het en 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:

« borspyn,

« hartaanval, hartversaking (die simptome sluit in pyn of ongemak in een of beide arms, die
rug, nek, kakebeen of maag; kortasem met of sonder ongemak op die bors; ander tekens
s00s uitbreek in koue sweet, naarheid of lighoofdigheid),

« aanvalle of stuiptrekkings,

« moeilike asemhaling,

- veranderinge in die manier hoe jou hart klop, byvoorbeeld, indien jy agterkom dat
dit vinniger klop,

« pseudotumor cerebri (benigne intrakraniale hipertensie) wat tot blindheid kan lei.

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

Vertel jou dokter indien jy enige van die volgende opmerk:

Die volgende newe-effekte is mider gereeld aangemeld:

« hipertireose (toestand waarin jou skildklier te veel tiroiedhormoon produseer),
- hipotireose (toestand waarin jou skildklier te min tiroiedhormoon produseer).

Die volgende newe-effekte is aangemeld met onbekende frekwensie:

eosinofilie ('n toename in die aantal witbloedselle in reaksie op sommige medisyne),
koors, lewerprobleme,

onvermoé om hitte te verdra, blosing,

verhoogde aptyt,

opgewondenheid, rusteloosheid, verwarring, agitasie (irritasie), slapeloosheid
(onvermoé om te slaap),

hoofpyn, bewing (onwillekeurige beweging van liggaamsdele), cefalagie (pyn in

die kop),

verhoogde bloeddruk,

maagkrampe, naarheid, braking, diarree,

sweet, haarverlies,

spierkrampe, spierswakheid, verlaagde beendigdheid,

menstruele onreélmatigheid (onreélmatige menstruasieperiodes), verswakte
vrugbaarheid (probleme om swanger te raak), moegheid, oormatige gewigsverlies
(baie gewigsverlies),

misvorming van die skedel by babas wat veroorsaak word deur die vroeé sluiting
van gewrigte in die skedelbeen (kraniostenose),

« groei in kinders kan vertraag word of ophou as gevolg van veranderinge in beengroei,
onverdraagsaamheid vir hitte, tydelike haarverlies in kinders.

Indien jy enige newe-effekte opmerk wat nie in hierdie pamflet genoem word nie, lig
asseblief jou dokter of apteker daarvan in.

A Iding van ffekte

Indien jy newe-effekte kry, praat met jou dokter of apteker. Jy kan ook newe-effekte aan
SAHPRA aanmeld deur die vorm “6.04 Adverse Drug Reactions 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 MITHYRO te verskaf.

5.Hoe om MITHYRO te bewaar

Bewaar teen of benede 25 °C.

Beskerm teen lig.

Hou die houer dig geslote.

Bewaar in die oorsprinklike verpakking totdat dit benodig word vir gebruik.
Moenie in'n badkamer bewaar nie.

Moenie gebruik na die vervaldatum wat op die ettiket gedruk is nie.

Gee alle ongebruikte medisyne terug aan jou apteker.

Moenie ongebruikte medisyne in dreine of rioolstelsels (bv. toilette) weggooi nie.
Bewaar alle medisyne buite bereik van kinders.

6. Inhoud van die pak en ander inligting

Wat MITHYRO bevat

Die aktiewe stof is levotyroksien natriumhidraat. Elke tablet bevat
levotyroksiennatriumhidraat gelykstaande aan levotyroksiennatrium 0,025 mg, 0,050 mg,
0,075 mg of 0,100 mg onderskeidelik.

Die ander bestanddele is sellulose poeier (Arbosel M80), sellulose mikrokristallyn (tipe 101),
magnesiumstereaat, silikondioksied kolloidaal (watervry), natrium kruiskarmellose.

Hoe MITHYRO lyk en die inhoud van die pak
Wit tablette gegrafeer met“25”,”50",“75" or“100” aan die een kant, afhangende van die
onderskeidelike sterkte.

MITHYRO tablette word verpak in duidelike, deurskynende PVC/TE/PVDC/Silver Aluminium
stulpstroke.

Die stulpstroke word verder verpak in kartonbokse. Elke kartonboks (BT) bevat 30 (2
stulpstroke x 15 tablette), 50 (2 stulpstroke x 25 tablette), 60 (4 stulpstroke x 15 tablette),
of 100 tablette (4 stulpstroke x 25 tablette), aangebied in veelvoudige stulpstroke van 15
of 25 tablette, saam met‘n pasiéntinligtingspamflet.

Houer van die Sertifikaat van Registrasie
Biotech Laboratories (Edms) Bpk
Grondvloer, Blok K Wes, Central Park

16 Weg 400,

Halfweghuis

Midrand, 1685

Tel.no: 011 848 3050

Vervaardiger:
Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.,
14™ Km National Weg 1, GR-145 64 Kifissia, Griekeland
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