LOSARTAN COMP BIOTECH

PATIENT INFORMATION LEAFLET

SCHEDULING STATUS:

LOSARTAN COMP BIOTECH 50/12,5 film-coated tablets

LOSARTAN COMP BIOTECH 100/25 film-coated tablets

Losartan potassium and hydrochlorothiazide

Contains sugar:

LOSARTAN COMP BIOTECH 50/12,5: Each film-coated tablet contains
26,9 mg lactose monohydrate.

LOSARTAN COMP BIOTECH 100/25: Each film-coated tablet contains
53,8 mg lactose monohydrate.

Read all of this leaflet carefully before you start taking LOSARTAN

COMP BIOTECH.

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

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

« LOSARTAN COMP 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 LOSARTAN COMP BIOTECH is and what it is used for

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

4. Possible side effects

5. How to store LOSARTAN COMP BIOTECH

6. Contents of the pack and other information.

1.What LOSARTAN COMP BIOTECH is and what it is used for
LOSARTAN COMP BIOTECH is a combination of losartan potassium (an
angiotensin Il receptor type AT1 antagonist) and hydrochlorothiazide
(a diuretic).

LOSARTAN COMP BIOTECH is used in the treatment of a condition
called hypertension or high blood pressure in patients established on
identical doses of the individual components of this medicine.

2.What you need to know before you take LOSARTAN COMP

BIOTECH

Do not take LOSARTAN COMP BIOTECH

- If you are hypersensitive (allergic) to losartan potassium, other
sulphonamide-derived medicines, due to the hydrochlorothiazide
component or to any of the other ingredients of LOSARTAN COMP
BIOTECH (listed in section 6).

- If you have a family history, or you previously experienced a severe

reaction causing swelling of the face, lips, mouth, tongue or throat

(known as angioedema) while taking an angiotensin-converting

enzyme (ACE) inhibitor or an angiotensin receptor blocker, such as

LOSARTAN COMP BIOTECH.

If you have problems with your heart valves or heart muscle.

If you have a serious liver or kidney disorder.

If you suffer from renal artery stenosis (a narrowing or blockage of

the artery supplying blood to the kidney).

If you have low levels of potassium in your blood (characterised by

muscle weakness or cramps and an abnormal heart rhythm).

If you have high levels of calcium in your blood (characterised by

stomach pain or constipation).

If you have low levels of sodium in your blood (characterised by

muscle cramps, weakness and loss of energy).

« If you have too much uric acid in your blood (characterised by severe

pain, redness and swelling of the joints (gout)).

If you are also taking diuretics (medicines that increase the amount

of water that you eliminate through your kidneys (water pills), such

as spironolactone, triamterene or amiloride). This may cause your

body to retain potassium.

If you have a condition called porphyria (a disorder resulting from a

build-up of natural chemicals that produce porphyrin in your body).

- If you have a condition called Addison’s disease (a disorder in which

the adrenal glands do not produce enough of the hormones cortisol

and aldosterone).

If you are unable to pass or produce urine.

If you are taking lithium medicines.

If you have diabetes mellitus or impaired kidney function and you are

taking blood pressure-lowering medicines containing aliskiren.

- If you are pregnant or breastfeeding.

Do not use in children as safety and efficacy of LOSARTAN COMP

BIOTECH have not been established.

Warnings and precautions

Take special care with LOSARTAN COMP BIOTECH:

- If you have a fluid or electrolyte imbalance due to excessive

perspiration, vomiting or diarrhoea.

If you are taking diuretics (water pills) or potassium supplements.

If you are on a salt-restricted diet.

If you have a kidney or liver disorder.

If you have received a kidney transplant.

- If you suffer from primary hyperaldosteronism (a syndrome
associated with increased secretion of the hormone aldosterone
from the adrenal gland).

« If you suffer from coronary heart disease or if you have had a stroke.

« If you suffer from heart failure.

- If you are taking medicine to lower blood pressure (such as ACE
inhibitors, other angiotensin Il receptor blockers or aliskiren).

- If you have diabetes (high blood sugar) or are taking medicine to
treat diabetes.

« If you have high cholesterol levels (high levels of fat in your blood).

« If you suffer from gout.

« If you suffer from lupus erythematosus (a chronic autoimmune
disease that can cause severe fatigue and joint pain).

Your doctor may check your kidney function, blood pressure and the
amount of electrolytes (such as potassium) in your blood at regular
intervals.

Tell your doctor that you are taking LOSARTAN COMP BIOTECH if you
have to have your parathyroid function tested.

Talk to your doctor immediately:

- If you experience a decrease in vision or any eye pain. These could be
symptoms of fluid accumulation in your eye or an increase of
pressure in your eye and can happen within hours to weeks of taking
LOSARTAN COMP BIOTECH. This can lead to permanent vision loss, if
not treated. If you earlier have had a penicillin or sulphonamide
allergy, you can be at higher risk of developing eye problems.

- If you have a history of skin and subcutaneous lesions, as the risk of
non-melanoma skin cancer (NMSC) associated with exposure to
increasing cumulative doses of hydrochlorothiazide, has been
reported. You should regularly check your skin for new lesions.
Protect your skin from sun exposure and ultraviolet rays or use
adequate protection in the case of exposure.

After taking the first dose of LOSARTAN COMP BIOTECH, you may feel
dizzy or light-headed.

Children and adolescents
LOSARTAN COMP BIOTECH should not be used in children and
adolescents as the safety and efficacy have not been established.

Other medicines and LOSARTAN COMP 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:

« Potassium-sparing diuretics (water pills), such as amiloride,
triamterene and spironolactone.

« Trimethoprim-containing medicines, used to treat bacterial

infections.

Salt substitutes containing potassium.

Medicines and supplements containing potassium.

Lithium and carbamazepine used for seizures.

ACE inhibitors (such as enalapril, lisinopril, ramipril) or aliskiren, used

to treat high blood pressure.

« Other medicines used to reduce blood pressure, as they may cause a

further reduction in your blood pressure.

Antidepressants, used to treat depression.

Antipsychotics, used to treat psychotic disorders.

Baclofen, used to treat muscle spasms.

Amifostine, used to reduce the undesired side effects of certain

cancer medicines.

Rifampicin, used to treat tuberculosis (TB).

Fluconazole, used to treat fungal infections.

Nonsteroidal anti-inflammatory medicines (such as ibuprofen,

indomethacin or aspirin).

Alcohol or barbiturates (such as phenobarbital, used for seizures).

Narcotics (such as morphine and codeine), used to treat moderate

to severe pain.

« Antidiabetic medicines (such as metformin) and insulin, used to treat

high blood sugar.

Colestyramine and colestipol, used to reduce cholesterol levels.

Corticosteroids, used to treat inflammation.

Adrenocorticotropic hormone, used to stimulate the release of the

hormone cortisol.

Noradrenaline and other medicines used to stimulate the

sympathetic nervous system.

Muscle relaxants such as tubocurarine.

Medicines used to treat gout (such as probenecid, sulfinpyrazone,

allopurinol).

« Anticholinergic medicines (such as atropine, biperiden), used to

treat a variety of conditions including chronic obstructive pulmonary

disease, bladder conditions, gastrointestinal disorders and symptoms

of Parkinson’s disease.

Cytotoxic medicines (such as cyclophosphamide, methotrexate),

used to treat cancer and to suppress your immune system.

Salicylates (such as aspirin), used to treat pain, fever and

inflammation.

Ciclosporin, used to prevent organ rejection after receiving an organ

transplant.

Digoxin, used to treat heart failure and an abnormal heartbeat.

Other medicines used to control heartbeat.

Bepridil, used to treat chest pain and high blood pressure.

Cisapride, used to treat heartburn.

Diphemanil, used to treat stomach ulcers.

Intravenous erythromycin, used to treat bacterial infections.

Halofantrine, used to treat malaria.

Mizolastine and terfenadine, used to treat allergies.

Pentamidine, used to treat fungal pneumonia.

Intravenous vincamine, used to treat dementia.

Calcium supplements.

lodine contrast media, used for X-ray imaging examinations.

Parenteral amphotericin B, used to treat fungal infections.

Laxative medicines, used to treat constipation.

« Glycyrrhizin (found in liquorice).

LOSARTAN COMP BIOTECH with food and drink

You are advised not to drink alcohol whilst taking LOSARTAN COMP
BIOTECH. Alcohol and LOSARTAN COMP BIOTECH may increase each
other’s effects.

LOSARTAN COMP BIOTECH may be taken with or without food.
However, simultaneous use of LOSARTAN COMP BIOTECH and liquorice
should be avoided.

Pregnancy and breastfeeding

Do not take LOSARTAN COMP BIOTECH if you are pregnant, planning
to become pregnant or breastfeeding.

You should use adequate contraception to prevent pregnancy while
taking LOSARTAN COMP BIOTECH. If you become pregnant while
taking LOSARTAN COMP BIOTECH, please consult your doctor
immediately to change your medicine.

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 health care provider for advice before taking LOSARTAN COMP
BIOTECH.

Driving and using machines

LOSARTAN COMP BIOTECH may cause dizziness or drowsiness. Please
take care before driving or using machinery until you know how
LOSARTAN COMP BIOTECH tablets affect you.

LOSARTAN COMP BIOTECH contains lactose monohydrate
LOSARTAN COMP BIOTECH contains lactose monohydrate. If you have
been told by your doctor that you have an intolerance to some sugars,
contact your doctor before taking LOSARTAN COMP BIOTECH.

3. How to take LOSARTAN COMP BIOTECH

Do not share medicines prescribed for you with any other person.
Always take LOSARTAN COMP BIOTECH at the same time every day,
exactly as your doctor or pharmacist has told you. Check with your
doctor or pharmacist if you are not sure.

The usual dose of LOSARTAN COMP BIOTECH 50/12,5 is one (1)
film-coated tablet per day to control blood pressure over the 24-hour
period. The maximum dose is one (1) LOSARTAN COMP BIOTECH
100/25 film-coated tablet once daily.

Your doctor will tell you how long your treatment with LOSARTAN
COMP BIOTECH will last.

If you have the impression that the effect of LOSARTAN COMP BIOTECH
is too strong or too weak, tell your doctor or pharmacist.

If you take more LOSARTAN COMP BIOTECH than you should

An overdose can cause a drop in blood pressure and changes in the
way your heart beats (such as beating slower or faster than normal).
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 LOSARTAN COMP BIOTECH

Take the missed dose as soon as possible. However, if it is almost time
for your next dose, continue to take the next tablet at the usual time.
Do not take a double dose to make up for forgotten individual doses.

If you stop taking LOSARTAN COMP BIOTECH
If you have any further questions on the use of LOSARTAN COMP
BIOTECH, ask your doctor or pharmacist.

4. Possible side effects

LOSARTAN COMP BIOTECH may have side effects.

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

If any of the following happens, stop taking LOSARTAN COMP

BIOTECH and tell your doctor immediately or go to the casualty

department at your nearest hospital:

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

« Rash or itching.

- Fainting.

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

had a serious reaction to LOSARTAN COMP 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:

« Narrowing or blockage of your blood vessels due to inflammation
(vasculitis including Henoch-Schonlein purpura (symptoms include
weight loss, general aches and pain, night sweats, nerve problems
such as numbness)).

Frequent infections, such as fever, severe chills, sore throat or mouth
ulcers.

Bleeding or bruising more easily than normal.

Angina pectoris (a feeling of tightness in your chest or severe chest
pain).

Changes in the way your heart beats, such as a fast, slow or irregular
heartbeat (palpitations).

Severe constipation (obstipation).

Liver problems characterised by nausea, yellowing of the eyes and
skin (jaundice), dark urine, light coloured bowel movements.
Breakdown of your muscles known as rhabdomyolysis (unexplained
muscle pain with dark (tea-coloured) urine).

Kidney problems (build-up of fluid in your body causing swelling in
your legs, ankles or feet, difficulty to urinate, lower back pain).

« Low sodium levels in your blood (hyponatraemia) characterised by
confusion, seizures (fits) and coma.

Low potassium levels in your blood characterised by muscle damage.
Abnormal accumulation of fluid in your eye (choroidal effusion).
Build-up of pressure in your eye (acute angle-closure glaucoma).
Skin lesions, as there is a risk of non-melanoma skin cancer (NMSC)
associated with exposure to increasing cumulative doses of hydro-
chlorothiazide.

Abnormal high pH levels in your body resulting from too little of the
chloride ion in your blood (hypochloraemic alkalosis), which can lead
to shock.

Peripheral neuropathy (numbness or weakness in the arms).

Stroke (damage to part of the brain caused by an interruption in
blood supply. Symptoms can include collapse, numbness or
weakness of the arms or legs, visual disturbance, difficulty
swallowing, slurred speech or loss of speech).

- Heart attack.

- Difficulty breathing, wheezing, shortness of breath.

« Toxic epidermal necrolysis (painful blistering or peeling skin rash).
These are all serious side effects. You may need urgent medical
attention.

Tell you doctor if you notice any of the following:

Frequent side effects:

« Feeling dizzy, weak, tired.

« Trouble sleeping (insomnia).

« Headache.

- Cough, blocked nose, sinus problems.

- Sore throat and discomfort when swallowing.

« Stomach pain, diarrhoea, indigestion, nausea (feeling sick).

« Back pain, leg pain.

« Aching muscles, muscle tenderness or weakness.

« Muscle spasms.

- Low sugar (glucose) levels in your blood characterised by increased
hunger, trembling, flushing or paleness, numbness.

« Pain in the region of your head or neck.

Less frequent side effects:

« Raised liver enzyme levels when blood tests are done.

- Anaemia characterised by being short of breath and looking pale.

« The breakdown of red blood cells in your body (pale skin and

shortness of breath).

Loss of appetite (anorexia).

Gout, characterised by painful, swollen joints.

Feeling anxious, confused, depressed, nervous, drowsy.

Abnormal dreams, sleep disturbances.

Memory impairment.

Tingling or numbness of the hands or feet (paraesthesia).

Involuntary trembling or shaking of your hands and feet.

Migraine (severe headache with or without an aura).

Blurred vision or changes in your eyesight (such as seeing in yellow),

burning or stinging of your eye.

Discharge with itching of your eyes and crusty eyelids

(conjunctivitis).

Sensation of spinning or swaying (vertigo).

Ringing noise in your ears (tinnitus).

Low blood pressure characterised by dizziness and light-headedness.

Dizziness on standing up, especially when getting up from a sitting

or lying position (orthostatic hypotension).

Inflammation of your vocal cords characterised by a hoarse voice,

sore throat and cough.

Bronchitis characterised by shortness of breath, chest discomfort

and chills.

Runny nose or nosebleed:s.

Taste disturbances or complete loss of taste.

Constipation.

Toothache, dry mouth.

Excessive gas (flatulence).

A stomach problem which may result in pain, feeling sick (nausea),

vomiting blood and blood in the stool (gastritis).

Vomiting (being sick).

A rare skin condition characterised by lesions or lumps under the

skin (atypical lymphoid infiltrates).

Unusual hair loss or thinning.

Dry skin.

Fibromyalgia characterised by widespread pain.

Sensitivity to the sun or sun beds.

Sweating.

Pain in the arm, shoulder or knee.

Swollen, painful joints.

Need to urinate frequently.

Urinary tract infection characterised by a strong, persistent urge to

urinate, burning sensation when urinating, cloudy urine, blood in the

urine.

Changes in sexual function or libido.

Fever.

High creatinine levels in your blood characterised by swelling,

passing small amounts of urine, and nausea.

Pin-point bleeds under the skin (purpura).

Inflammation of your pancreas (pancreatitis) characterised by pain in

your stomach area radiating to your back with nausea.

High sugar (glucose) levels in the blood characterised by passing

large amounts of urine and excessive thirst.

Spasms and irritation of your stomach.

Infection of your salivary gland characterised by enlarged, sore

salivary glands.

- The presence of sugar in your urine.

Restlessness or irritability.

The following side effects have been reported with unknown frequency:

« Feeling unwell (malaise).

« Acute short-sightedness.

« Cutaneous lupus erythematosus, characterised by a butterfly-shaped
rash on your face that covers your cheeks and bridge of the nose.

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 doctor, pharmacist or nurse. You can also
report side effects to 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 LOSARTAN COMP BIOTECH.

5. How to store LOSARTAN COMP BIOTECH

- Store all medicines out of reach of children.

- Store at or below 25 °C.

- Keep blister strips in outer carton until required for use.

« Return expired medicine or unused medicine to your pharmacist.

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

6. Contents of the pack and other information

What LOSARTAN COMP BIOTECH contains

The active substances are losartan potassium and hydrochlorothiazide.
Each LOSARTAN COMP BIOTECH 50/12,5 film-coated tablet contains
50 mg losartan potassium and 12,5 mg hydrochlorothiazide.

Each LOSARTAN COMP BIOTECH 100/25 film-coated tablet contains
100 mg losartan potassium and 25 mg hydrochlorothiazide.

The other ingredients are: Colloidal silicon dioxide, lactose
monohydrate, magnesium stearate, microcrystalline cellulose,
pregelatinised starch, Tabcoat (TC 520074) (containing
hydroxypropylcellulose, hypromellose, titanium dioxide, yellow iron
oxide non-irradiated), talc.

What LOSARTAN COMP BIOTECH looks like and contents of the
pack

LOSARTAN COMP BIOTECH 50/12,5: Light yellow, round, biconvex,
film-coated tablets. Diameter: 8,0 — 8,3 mm; thickness: 3,3 - 3,8 mm.
LOSARTAN COMP BIOTECH 100/25: Light yellow, round, biconvex,
film-coated tablets. Diameter: 10,0 — 10,2 mm; thickness: 4,5 - 5,1 mm.
LOSARTAN COMP BIOTECH 50/12,5 and 100/25 film-coated tablets are
packed into silver aluminium/aluminium blisters or blisters comprising
of white ACLAR 3000 film and silver aluminium foil.

Each blister strip contains 10 film-coated tablets.

3 blister strips (30 film-coated tablets) are packed into a cardboard
carton together with a patient information leaflet.
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LOSARTAN COMP BIOTECH

PASIENTINLIGTINGSPAMFLET
SKEDULERINGSTATUS:

LOSARTAN COMP BIOTECH 50/12,5 filmbedekte tablette

LOSARTAN COMP BIOTECH 100/25 filmbedekte tablette
Losartankalium en hidrochloortiasied

Bevat suiker:

LOSARTAN COMP BIOTECH 50/12,5: Elke filmbedekte tablet bevat 26,9
mg laktosemonohidraat.

LOSARTAN COMP BIOTECH 100/25: Elke filmbedekte tablet bevat 53,8
mg laktosemonohidraat.

Lees hierdie pamflet noukeurig deur voordat jy begin om

LOSARTAN COMP BIOTECH te neem.

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

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

« LOSARTAN COMP 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 hul simptome dieselfde as joune.

Wat is in hierdie pamflet

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

4. Moontlike newe-effekte

5. Hoe om LOSARTAN COMP BIOTECH te bewaar

6.Inhoud van die pak en ander inligting.

1.Wat LOSARTAN COMP BIOTECH is en waarvoor dit gebruik word
LOSARTAN COMP BIOTECH is‘n kombinasie van losartankalium ('n
angiotensien Il reseptor-tipe AT1 antagonis) en hidrochloortiasied (‘'n
diuretikum).

LOSARTAN COMP BIOTECH word gebruik in die behandeling van‘n
toestand genaamd hipertensie of hoé bloeddruk in pasiénte gevestig
op identiese dosisse van die individuele komponente van hierdie
medisyne.

2.Wat jy moet weet voordat jy LOSARTAN COMP BIOTECH neem

Moenie LOSARTAN COMP BIOTECH neem nie

- Indien jy hipersensitief (allergies) is vir losartankalium, ander
sulfonamiede-afgeleide medisyne is as gevolg van die
hidrochloortiasied komponent of vir enige van die ander
bestanddele van LOSARTAN COMP BIOTECH (gelys in afdeling 6).

- Indien jy'n familiegeskiedenis het, of indien jy al voorheen swelling
van die gesig, lippe, mond, tong of keel gehad het (bekend as
angioedeem) terwyl jy ‘n angiotensienomskakelende ensiem (ACE)
inhibeerder of ‘n angiotensien reseptorblokker geneem het, soos
LOSARTAN COMP BIOTECH.

« Indien jy probleme met jou hartkleppe of hartspier het.

« Indien jy ernstige lewer- of nierversteurings het.

« Indien jy aan renale arterie stenose ly (‘'n vernouing of blokkasie van
die bloedvat/ arterie wat bloed aan die nier voorsien).

« Indien jy lae vlakke kalium in jou bloed het (gekenmerk deur
spierswakheid of krampe en’n abnormale hartritme).

« Indien jy hoé kalsiumvlakke in jou bloed het (gekenmerk deur
maagpyn of hardlywigheid).

« Indien jy lae vlakke natrium in jou bloed het (gekenmerk deur
spierkrampe, swakheid en verlies aan energie).

« Indien jy te veel uriensuur in jou bloed het (gekenmerk deur erge
pyn, rooiheid en swelling van die gewrigte (jig)).

« Indien jy ook diuretika neem (medisyne wat die hoeveelheid water
wat jy uitskei deur jou niere (waterpille) sal verhoog, soos
spironolaktoon, triamterien of amiloried). Dit kan jou liggaam laat
kalium terughou.

« Indien jy'n toestand het genaamd porferie (‘'n versteuring veroorsaak
deur’n ophoping van natuurlike chemikalieé wat porfirien vervaardig
in jou liggaam).

« Indien jy'n toestand het genaamd Addison se siekte ('n
versteuring waar die byniere nie genoeg kortisolhormoon en
aldosteroon produseer nie).

« Indien jy nie in staat is om uriene uit te skei of te produseer nie.

« Indien jy litium medisyne neem.

« Indien jy diabetes mellitus of ingeperkte nierfunskie het en jy neem
bloeddrukverlagende medisyne wat aliskirien bevat.

« Indien jy swanger is of borsvoed.

Moenie in kinders gebruik nie, aangesien die veiligheid en

doeltreffendheid van LOSARTAN COMP BIOTECH nog nie vasgestel is

nie.

Waarskuwings en voorsorgmaatreéls

Neem spesiale sorg met LOSARTAN COMP BIOTECH:

« Indien jy 'n vloeistof- of elektrolietwanbalaans het as gevolg van
oormatige sweet, braking of diarree.

- Indien jy diuretika (waterpille) of kaliumaanvullings neem.

- Indien jy op 'n soutbeperkte dieet is.

- Indien jy nier- of lewerversteurings het.

- Indien jy'n nieroorplanting ontvang het.

« Indien jy aan primére hiperaldosteronisme ly (‘'n sindroom wat
verband hou met verhoogde afskeiding van die hormoon
aldosteroon vanaf die bynier).

- Indien jy aan koronére hartsiekte ly of as jy'n beroerte gehad het.

« Indien jy aan hartversaking ly.

« Indien jy medisyne neem om bloeddruk te verlaag (soos ACE
inhibeerders, ander angiotensien Il reseptorblokkers of aliskirien).

- Indien jy diabetes het (hoé bloedsuiker) of medisyne neem om
diabetes te behandel.

« Indien jy hoé cholesterolvlakke het (hoé vlakke van vet in jou bloed).

« Indien jy aan jig ly.

« Indien jy aan lupus erythematosus ly (‘n chroniese outo-immuun
siekte wat erge moegheid en gewrigspyn kan veroorsaak).

Jou dokter mag jou nierfunksie, bloeddruk en die hoeveelheid
elektroliete (soos kalium) in jou bloed wil nagaan op gereelde
intervalle.

Vertel jou dokter dat jy LOSARTAN COMP BIOTECH neem indien jy jou
paratiroiedfunksie laat toets.

Praat onmiddelik met jou dokter:

- Indien jy'n afname in visie of enige oogpyn ervaar. Hierdie kan
simptome wees van vloeistofophoping in jou oog of 'n verhoging in
druk in jou oog en kan gebeur binne ure tot weke nadat jy
LOSARTAN COMP BIOTECH geneem het. Dit kan lei tot permanente
visie verlies indien dit nie behandel word nie. Indien jy vroeér'n
penissilien of sulfonamiedallergie gehad het, kan jy'n hoér risiko hé
om oogprobleme te ontwikkel.

Indien jy 'n geskiedenis van vel of subkutane letsels het, aangesien
die risiko van nie-melanoomvelkanker (NMSC) wat geassosieer word
met verhoogde kumulatiewe dosisse van hidrochloordiasied
aangemeld is. Jy moet gereeld jou vel nagaan vir nuwe letsels.
Beskerm jou vel teen sonblootstelling en ultravioletstrale of gebruik
genoegsame beskerming in die geval van blootstelling.

Jy mag duiselig of lighoofdig voel nadat jy die eerste dosis van
LOSARTAN COMP BIOTECH geneem het.

Kinders en adolessente

LOSARTAN COMP BIOTECH moet nie in kinders en adolessente gebruik
word nie, aangesien die veiligheid en doeltreffendheid nog nie
vasgestel is nie.

Ander medisyne en LOSARTAN COMP BIOTECH

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

Vertel jou dokter indien jy die volgende neem:

« Kaliumsparende diuretika (waterpille) soos amiloried, triamtereen en
spironolaktoon.

« Trimetopriem-bevattende medisyne, gebruik om bakteriéle infeksies
te behandel.

- Sout plaasvervangers wat kalium bevat.

« Medisyne en aanvullings wat kalium bevat.

« Litium en karbamasepien wat gebruik word vir aanvalle/
stuiptrekkings.

« ACE inhibeerders (soos enalapril, lisinopril, ramipril) of aliskirien,

gebruik om hoé bloeddruk te behandel.

Ander medisyne wat gebruik word om bloeddruk te verlaag,

aangesien hulle 'n verdere verlaging in jou bloeddruk kan veroorsaak.

Antidepressante, gebruik om depressie te behandel.

Antipsigotika, gebruik om psigotiese versteurings te behandel.

Baklofeen, gebruik om spierspasmas te behandel.

Amifostien, gebruik om die ongewensde newe-effekte van sekere

kankermedisyne te verminder.

Rifampisien, gebruik om tuberkulose (TB) te behandel.

Flukonasool, gebruik om swaminfeksies te behandel.

- Niesteroidale anti-inflammatoriese medisyne (soos ibuprofeen,

indometasien of aspirien).

Alkohol or barbiturate (soos fenobarbital, gebruik vir aanvalle/

stuiptrekkings).

Verdowingsmiddels (soos morfien en kodeien), gebruik om matige

tot erge pyn te behandel.

- Antidiabetiese medisyne (soos metformien) en insulien, gebruik om

hoé bloedsuiker te behandel.

Kolestyramien en kolestipol, gebruik om cholesterolvlakke te verlaag.

Kortikosteroiede, gebruik om inflammasie te behandel.

Adrenokortikotropiese hormoon, gebruik om die vrystelling van die

hormoon, kortisol, te stimuleer.

« Noradrenalien en ander medisyne waat gebruik word om die

simpatiese senuweestelsel te stimuleer.

Spierverslappers soos tubokurarien.

Medisyne om jig te behandel (soos probenesied, sulfinpirasoon,

allopurinol).

« Anticholinergiese medisyne (soos atropine, biperidien), wat gebruik

word om'n verskeidenheid toestande te behandel, insluitende

chroniese obstruktiewe longsiekte, blaastoestande, gastro-intestinale

afwykings en simptome van Parkinson se siekte.

Sitotoksiese medisyne (soos siklofosfamied, metotreksaat), gebruik

om kanker te behandel en om die immuunsisteem te onderdruk.

Salisilate (soos apirien) gebruik om pyn, koors en inflammasie te

behandel.

Siklosporien, gebruik om orgaanverwerping te voorkom na‘n

orgaanoorplanting ontvang is.

Digoksien, gebruik om,hartversaking en’n abnormale hartklop te

behandel.

Ander medisyne gebruik om hartklop te beheer.

Bepridiel, gebruik om borspyn en hoé bloeddruk te behandel.

Sisapried, gebruik om sooibrand te behandel.

Difemaniel, gebruik om maagsere te behandel.

Binneaarse eritromisien, gebruik om bakteriéle infeksies te behandel.

Halofantrien, gebruik om malaria te behandel.

Misolastien en terfenadien, gebruik om allergieé te behandel.

Pentamidien, gebruik om swam longontsteking te behandel.

Binneaarse vinkamien, gebruik om demensie te behandel.

Kalsiumaanvullings.

Jodium kontrasmedia, gebruik vir X-trale beelding ondersoeke.

Parenterale amfoterisien B, gebruik om swaminfeksies te behandel.

Lakseermiddels gebruik om hardlywigheid te behandel.

« Glycyrrhizin (gevind in liquorice/ drop).

LOSARTAN COMP BIOTECH met kos en drank

Jy word aanbeveel om nie alkohol te drink terwyl jy LOSARTAN COMP
BIOTECH neem nie. Alkohol en LOSARTAN COMP BIOTECH mag mekaar
se effekte verhoog.

LOSARTAN COMP BIOTECH mag met of sonder voedsel geneem word.
Gelyktydige gebruik van LOSARTAN COMP BIOTECH en liquorice (drop)
moet egter vermy word.

Swangerskap en borsvoeding

Moenie LOSARTAN COMP BIOTECH neem indien jy swanger is, beplan
om swanger te raak of borsvoed nie.

Jy moet toepaslike voorbehoeding neem/ toepas terwyl jy LOSARTAN
COMP BIOTECH neem. Indien jy swanger raak terwyl jy LOSARTAN
COMP BIOTECH neem, raadpleeg asseblief jou dokter onmiddelik om
jou medisyne te verander.

Indien jy swanger is of borsvoed, dink dat jy swanger is of beplan
om’n baba te hé, raadpleeg asseblief jou dokter, apteker of ander
gesondheidsorgverskaffer vir advies voordat jy LOSARTAN COMP
BIOTECH neem.

Bestuur en gebruik van masjiene

LOSARTAN COMP BIOTECH mag duiselgheid of lomerigheid
veroorsaak. Wees asseblief versigtig voordat jy bestuur of masjinerie
gebruik totdat jy weet hoe LOSARTAN COMP BIOTECH tablette jou
affekteer.

LOSARTAN COMP BIOTECH bevat laktosemonohidraat

LOSARTAN COMP BIOTECH bevat laktosemonohidraat. Indien jy deur
jou dokter vertel is dat jy 'n onverdraagsaamheid het vir sekere suikers,
kontak jou dokter voordat jy LOSARTAN COMP BIOTECH neem.

3.Hoe om LOSARTAN COMP BIOTECH te neem

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

Neem altyd LOSARTAN COMP BIOTECH op dieslfde tyd elke dag,
presies soos jou dokter of apteker jou vertel het. Raadpleeg jou dokter
of apteker indien jy nie seker is nie.

Die gewone dosis van LOSARTAN COMP BIOTECH 50/12,5 is een (1)
filmbedekte tablet per dag om bloeddruk oor die 24 uur periode te
beheer. Die maksimum dosis is een (1) LOSARTAN COMP BIOTECH
100/25 filmbedekte tablet eenkeer per dag.

Jou dokter sal jou vertel hoe lank jou behandeling met LOSARTAN
COMP BIOTECH sal aanhou.

Indien jy die indruk het dat die effek van LOSARTAN COMP BIOTECH te
sterk of te swak is, vertel jou dokter of apteker.

Indien jy meer LOSARTAN COMP BIOTECH geneem het as wat jy
moet

‘n Oordosis kan ‘n verlaging in bloeddruk veroorsaak en veranderinge
in die manier wat jou hart klop (soos stadiger klop of vinniger as
normal klop).

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 LOSARTAN COMP BIOTECH te neem

Neem die vergete dosis so gou as moontlik. Indien dit egter amper

tyd is vir jou volgende dosis, hou aan om die volgende tablet op die
gewone tyd te neem. Moenie 'n dubbele dosis neem om op te maak vir
vergete individuele dosisse nie.

Indien jy ophou om LOSARTAN COMP BIOTECH te neem
Indien jy enige verdere vrae het oor die gebruik van LOSARTAN COMP
BIOTECH, vra jou dokter of apteker.

4. Moontlike newe-effekte

LOSARTAN COMP BIOTECH kan newe-effekte hé.

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

Indien enige van die volgende gebeur, hou op om LOSARTAN

COMP BIOTECH te neem en vertel jou dokter onmiddelik of gaan

na die ongevalle-afdeling van jou naaste hospitaal:

- Swelling van jou hande, voete, enkels, gesig, lippe tong en mond of
keel wat moeilike sluk en moeilike asemhaling mag veroorsaak.

« Veluitslag of jeuk.

« Floute.

Hierdie is almal baie ernstige newe-effekte. Indien jy hulle het mag jy

dalk'n ernstige reaksie vir LOSARTAN COMP 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:

- Vernouing of blokkasie van jou bloedvate as gevolg van inflammasie

(vaskulitis wat Henoch-Schonlein se purpura insluit (simptome sluit

in gewigsverlies, algemene pyne en skete, nagsweet,

senuweeprobleme soos gevoelloosheid).

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

Bloeding of kneusing makliker as normaalweg.

Angina pectoris (‘'n stywe gevoel in jou bors of ernstige borspyn).

Veranderinge in die manier hoe jou hart klop, soos ‘n vinnige, stadige

of onreélmatige hartklop (palpitasies).

Erge hardlywigheid (obstipasie).

Lewerprobleme gekenmerk deur naarheid, vergeling van die oé en

vel (geelsug), donker uriene, liggekleurde stoelgange.

Afbraak van jou spiere bekend as rabdomiolise (onverklaarbare

spierpyn met donker (tee-gekleurde) uriene).

« Nierprobleme (opbou van vloeistof in jou liggaam wat swelling in

jou bene, enkels of voete, moeilikheid om te urineer of lae rugpyn

veroorsaak).

Lae natriumvlakke in jou bloed (hiponatremie) gekenmerk deur

verwarring, aanvalle (stuiptrekkings) en koma.

Lae kaliumvlakke in jou bloed, gekenmerk deur spierbeskadiging.

Abnormale ophoping van vloeistof in jou oog (choroidale effusie).

Opbou van druk in jou oog (akute sluitingshoek glaukoom).

Velletsels, aangesien daar 'n risiko van nie-melanoom velkanker

(NMSC) is wat verband hou met blootstelling aan toenemende

kumulatiewe dosisse hidrochloortiasied.

Abnormale hoé pH vlakke in jou liggaam as gevolg van te min van

die chloried-ioon in jou bloed (hipochloremiese alkalose), wat tot

skok kan lei.

Perifere neuropatie (gevoelloosheid of swakheid in die arms).

Beroerte (beskadiging van‘n deel van die brein wat veroorsaak word

deur onderbreking in bloedtoevoer. Simptome kan die volgende

insluit: ineenstorting, gevoelloosheid of swakheid van die arms of

bene, visuele versteurings, moeilike sluk, sleepspraak of verlies van

spraak).

Hartaanval.

« Moeilike asemhaling, hyg, kortasem.

- Toksiese epidermale nekrolise (pynlike blase of afskilferende
veluitslag).

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:

- Duiselig gevoel, swak, moeg.

« Moeilike slaap (insomnia/ slapeloosheid).

« Hoofpyn.

- Hoes, verstopte neus, sinusprobleme.

« Seer keel en ongemak wanneer jy sluk.

- Maagpyn, diarree, slegte spysvertering, naarheid (siek gevoel).

« Rugpyn, beenpyn.

« Seer spiere, spierteerheid of swakheid.

« Spierspasmas.

« Lae suiker (glukose) viakke in jou bloed gekenmerk deur verhoogde
honger, bewing, blosing of bleekheid, gevoelloosheid.

« Pynin die area van jou kop of nek.

Minder gereelde newe-effekte:

« Verhoogde lewerensiemvlakke wanneer bloedtoetse gedoen word.

- Bloedarmoede, gekenmerk deur kort van asem wees en bleek
voorkoms.

- Die afbraak van rooibloedselle in jou liggaam (bleek vel en kort van

asem wees).

Verlies van aptyt (anoreksie).

Jig, gekenmerk deur pynlike, geswelde gewrigte.

Benoude gevoel, verwarring, depressiewe gevoel, senuweeagtigheid,

lomerigheid.

Abnormale drome, slaapversteurings.

Geheue inkorting.

Tinteling of gevoelloosheid van die hande of voete (paraestesie).

Onwillekeurige bewing van jou hande en voete.

Migraine (ernstige hoofpyn met of sonder‘n aura).

Versteurde visie of veranderinge in jou sig/ visie (soos om geel te

sien), brand of steekgevoel van jou oog.

Afskeiding met jeuk van jou 0é en korsige ooglede (konjunktivitis).

Sensasie van draai of swaai (vertigo).

Lui geluid in jou ore (tinnitus).

Lae bloeddruk gekenmerk deur duiseligheid en lighoofdigheid.

Duiseligheid wanneer jy opstaan, veral wanneer jy opstaan uit’'n

sittende of liggende posisie (ortostatiese hipotensie).

Inflammasie van jou stembande, gekenmerk deur a hees stem, seer

keel en hoes.

Bronchitis gekenmerk deur kort van asem wees, borsongemak en

kouekoors.

Loopneus of neusbloeding.

Smaakversteurings of volledige verlies van smaak.

Hardlywigheid.

Tandpyn, doé mond.

Oormatige gas (winderigheid).

‘n Maagprobleem wat mag lei tot pyn, siek gevoel (naarheid), braking

van bloed en bloed in die stoelgang (gastritis).

Braking (siek wees).

‘'n Seldsame veltoestand gekenmerk deur letsels of knoppe onder die

vel (atipiese limfoiede infiltrate).

Ongewone haarverlies of uitdunning.

Droé vel.

Fibromialgie, gekenmerk deur wydverspreide pyn.

Sensitiwiteit vir die son of sonbeddens.

Sweet.

Pyn in die arm, skouer of knie.

Geswelde, seer gewrigte.

Moet gereeld urineer.

Urienweginfeksie, gekenmerk deur ‘n sterk, aanhoudende drang

om te urineer, brandende sensasie wanneer jy urineer, wasige uriene,

bloed in die uriene.

Veranderinge in seksuele funksie of libido.

Koors.

Hoé kreatinienvlakke in jou bloed, gekenmerk deur swelling,

uitskeiding van klein hoeveelhede uriene en naarheid.

Penpunt bloeding onder die vel (purpura).

Inflammasie van jou pankreas (pankreatitis), gekenmerk deur pyn in

jou maag area wat verwys na jou rug, met naarheid.

« Hoé suiker (glukose) vlakke in die bloed, gekenmerk deur uitskeiding
van groot hoeveelhede uriene en uitermatige dors.

- Spasmas en irritasie van jou maag.

Infeksie van jou speekselklier, gekenmerk deur vergrote, seer

speekselkliere.

- Die teenwoordigheid van suiker in jou uriene.

« Rusteloosheid of prikkelbaarheid.

Die volgende newe-effekte is aangemeld met onbekende frekwensie:

- Onwel gevoel (malaise).

« Akute kortsigtigheid.

« Kutane lupus erythematosus, gekenmerk deur vlindervormige
uitslag wat op jou gesig voorkom wat jou wange en die neusbrug
bedek.

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

genoem word nie, lig asseblief jou dokter of apteker daarvan in.

Aanmelding van newe-effekte

Indien jy newe-effekte kry, praat met jou dokter, apteker of
verpleegster. Jy kan ook newe-effekte aan SAHPRA aanmeld deur die
vorm: 6.04 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 LOSARTAN COMP BIOTECH te verskaf.

5.Hoe om LOSARTAN COMP BIOTECH te bewaar

« Bewaar alle medisyne buite bereik van kinders.

« Bewaar teen of benede 25 °C.

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

- Gee vervalde of ongebruikte medisyne terug aan jou apteker.

« Moenie ongebruikte medisyne in dreine of rioolstelses (bv. toilette)
weggooi hie.

6. Inhoud van die pak en ander inligting

Wat LOSARTAN COMP BIOTECH bevat

Die aktiewe stowwe is losartankalium en hidrochloortiasied.

Elke LOSARTAN COMP BIOTECH 50/12,5 filmbedekte tablet bevat

50 mg losartankalium en 12,5 mg hidrochloortiasied.

Elke LOSARTAN COMP BIOTECH 100/25 filmbedekte tablet bevat
100 mg losartankalium en 25 mg hidrochloortiasied.

Die ander bestandele is: Kolloidale silikondioksied,
laktosemonohidraat, magnesiumstereaat, mikrokristallyne sellulose,
voorgegelatineerde stysel, Tabcoat (TC 520074) (wat
hidroksipropielsellulose, hipromellose, titaandioksied, geel ysteroksied
onbestraal bevat), talk.

Hoe LOSARTAN COMP BIOTECH lyk en inhoud van die pak
LOSARTAN COMP BIOTECH 50/12,5: Liggeel, ronde, bikonvekse,
filmbedekte tablette. Deursnee: 8,0 - 8,3 mm; dikte: 3,3 - 3,8 mm.
LOSARTAN COMP BIOTECH 100/25: Liggeel, ronde, bikonvekse,
filmbedekte tablette. Deursnee: 10,0 - 10,2 mm; dikte: 4,5 - 5,1 mm.
LOSARTAN COMP BIOTECH 50/12,5 en 100/25 filmbedekte tablette
word verpak in silver aluminium/ aluminium stulpstroke of stulpstroke
wat uit wit ACLAR 3000 film en silver aluminium foelie bestaan.

Elke stulpstrook bevat 10 filmbedekte tablette.

3 stulpstroke (30 filmbedekte tablette) word in‘n kartonboks verpak
saam met'n pasiéntinligtingspamflet.
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