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Dapamix®S.R

Indapamide 1.5mg

Presentation:

Dapamix® SR: Each film coated sustained release tablet contains 1.5mg
Indapamide in packs of 30 tablets.

Hospitals packs are also available.

Excipients: Lactose monohydrate, povidone, hydroxy propyl methyl cellulose,
magnesium ctearate, titanium dioxide, polyethylene glycol/macrogol, metha-
crylic acid copolymer, talc, sodium bicarbonate, silica, sodium laurylsulfate,
triethyl citrate.

Pharmaceutical form:
Film coated sustained release tablets.

Pharmacotherapeutic group:
Thiazide like diuretic. ATC: CO3BA11.

Therapeutic Indications:

Dapamix® SR reduces high blood pressure (hypertension).

It is a sustained release film-coated tablet containing Indapamide as active
ingredient. Indapamide is a diuretic. Most diuretics increase the amount of
urine produced by the kidneys.

However, Indapamide is different from other diuretics, as it only causes a
slight increase in the amount of urine produced.

Posology and method of administration:

Always take Dapamix® SR exactly as your doctor or health care provider
has told you. You should check with your doctor, health care provider or
pharmacist if you are not sure.

The usual dose is one tablet each day, preferably in the morning. The tablets
can be taken irrespective of meals. They should be swallowed whole with
water. Do not crush or chew them.Treatment for high blood pressure is
usually life-long.

Forgotten dose: If you forget to take a dose of Dapamix® SR take the
next dose at the usual time. Do not take a double dose to make up for the
forgotten dose.

If you stop taking Dapamix® SR: As the treatment for high blood pres-
sure is usually life-long, you should discuss with your doctor before stopping
Dapamix® SR.

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

Contra-indications:

Do not take Indapamide:

- If you are allergic to Indapamide or any other sulphonamide or to any of
the other excipients.

- If you have severe kidney disease.

- If you have severe liver disease or suffer from a condition called hepatic
encephalopathy (liver problems which affect the brain and central nervous
system).

- If you have low potassium levels in your blood.

Warnings and Precautions for use:
Take special care with Dapamix® SR:

I

@

- If you have liver problems.

- If you have diabetes.

- If you suffer from gout.

- If you have any heart rhythm problems or problems with your kidneys.

- If you need to have a test to check how well your parathyroid gland is
working.

You should tell your doctor if you have had photosensitivity reactions. Your
doctor may give you blood tests to check for low sodium or potassium levels
or high calcium levels. If you think any of these situations may apply to you
or you have any questions or doubts about taking your medicine, you should
consult your doctor or pharmacist.

Athletes should be aware that this medicine contains an active ingredient,
which may give a positive reaction in doping tests.

Driving and using machines: Indapamide can cause side effects such as
dizziness or tiredness due to lowering of the blood pressure. These side
effects are more likely to occur after initiation of the treatment and after
dose increases. If this occurs, you should refrain from driving and other acti-
vities requiring alertness. However, under good control, these side effects are
unlikely to occur.

Important information about some of the ingredients of Dapamix®
SR: This medicine contains lactose monohydrate. If you have been told by
your doctor that you have an intolerance to some sugars, contact your doctor
before taking this medicinal product.

Use During Pregnancy and Lactation:

Ask your doctor, health care provider or pharmacist for advice before taking
any medicine.

This medicine is not recommended during pregnancy. When a pregnancy is
planned or confirmed, the switch to an alternative treatment should be ini-
tiated as soon as possible.

Please tell your doctor or health care provider if you are pregnant or wish to
become pregnant.

The active ingredient is excreted in milk. Breastfeeding is not advisable if you
are taking this medicine.

Drug Interactions:

Please tell your doctor, health care provider or pharmacist if you are taking
or have recently taken any other medicines, including medicines obtained
without a prescription.

You should not take Indapamide with lithium (used to treat depression) due
to the risk of increased levels of lithium in the blood.

Make sure to tell your doctor or health care provider if you are taking any of
the following medicines, as special care may be required:

o medicines used for heart rhythm problems (e.g. quinidine, hydroquinidine,
disopyramide, amiodarone, sotalol, ibutilide, dofetilide, digitalis),
 medicines used to treat mental disorders such as depression, anxiety, schi-
zophrenia. .. (e.g. tricyclic antidepressants, antipsychotic drugs, neuroleptics),
o bepridil (used to treat angina pectoris, a condition causing chest pain),

o cisapride, diphemanil (used to treat gastro-intestinal problems),

o sparfloxacin, moxifloxacin (antibiotics used to treat infections),

o halofantrine (antiparasitic drug used to treat certain types of malaria),
 pentamidine (used to treat certain types of pneumonia),

 mizolastine (used to treat allergic reactions, such as hay fever),

o non-steroidal anti-inflammatory drugs for pain relief (e.g. ibuprofen) or
high doses of acetylsalicylic acid,

e angiotensin converting enzyme (ACE) inhibitors (used to treat high blood

pressure and heart failure),

o oral corticosteroids used to treat various conditions including severe asth-
ma and rheumatoid arthritis,

e stimulant laxatives,

e baclofen (to treat muscle stiffness occurring in diseases such as multiple
sclerosis),

 potassium-sparing diuretics (amiloride, spironolactone, triamterene),

* metformin (to treat diabetes),

o iodinated contrast media (used for tests involving X-rays),

o calcium tablets or other calcium supplements,

o ciclosporin, tacrolimus or other medicines to depress the immune system
after organ transplantation, to treat autoimmune diseases, or severe rheuma-
tic or dermatological diseases,

e tetracosactide (to treat Crohn's disease).

Undesirable effects:

Like all medicines, Indapamide sustained-release film-coated tablet can
cause side effects, although not everybody gets them.

Common (<1/10, >1/100):

low potassium in the blood, which may cause muscle weakness.
Uncommon (< 1/100, >1/1000):

vomiting, allergic reactions, mainly dermatological, such as skin rashes, pur-
pura (red pinpoints on skin) in subjects with a predisposition to allergic and
asthmatic reactions.

Rare (< 1/1000, >1/10,000):

- Feeling of tiredness, dizziness, headache, pins and needles (paresthesia);

- Gastro-intestinal disorders (such as nausea, constipation), dry mouth;

- Increased risk of dehydration in the elderly and in patients suffering from
heart failure.

Very rare (< 1/10,000):

- Heart rhythm irregularities, low blood pressure;

- Kidney disease;

- Pancreatitis (inflammation of the pancreas which causes upper abdominal
pain), abnormal liver function. In cases of liver failure, there is a possibility of
getting hepatic encephalopathy (degenerative disease in the brain);

- Changes in blood cells, such as thrombocytopenia (decrease in the num-
ber of platelets which causes easy bruising and nasal bleeding), leucopenia
(decrease of white blood cells which may cause unexplained fever, soreness
of the throat or other flu-like symptoms - if this occurs, contact your doctor or
health care provider) and anaemia (decrease in red blood cells);

- Angioedema and/or urticaria, severe skin manifestations. Angioedema is
characterised by swelling of the skin of extremities or face, swelling of the
lips or tongue, swelling of the mucous membranes of the throat or airways
resulting in shortness of breath or difficulty of swallowing. If this occurs,
contact your doctor or health care provider immediately.

- If you suffer from systemic lupus erythematosus (a type of collagen disease),
this might get worse. Cases of photosensitivity reactions (change in skin ap-
pearance) after exposure to the sun or artificial UVA have also been reported.
Not known (cannot be estimated from the available data):

- Some changes may occur in your laboratory parameters and your doctor or
health care provider may need to give you blood tests to check your condi-
tion.

The following changes in laboratory parameters may occur:

 low potassium in the blood,

e low sodium in the blood that may lead to dehydration and
low blood pressure,

Dapamix leaflet.indd 1

e increase in uric acid, a substance which may cause or worsen
gout (painful joint(s) especially in the feet),

e increase in blood glucose levels in diabetic patients,

e increase of calcium in blood.

o elevation of liver enzyme levels
- Abnormal electrocardiogram tracing
- Life-threatening irregular heart beat (torsades de pointe).
- Hepatitis
- Malaise
If any of the side effects become serious, or if you notice any side effects not
listed in this leaflet, please tell your doctor, health care provider or pharmacist

Overdose:

If you have taken too many tablets, contact your doctor or pharmacist immediately.
A very large dose of Indapamide could cause nausea (feeling sick), vomiting,
low blood pressure, cramps, dizziness, drowsiness, confusion and changes in
the amount of urine produced by the kidneys.

Pharmacological Properties

Pharmacodynamic Properties:

Indapamide is a sulphonamide derivative with an indole ring, pharmacolo-
gically related to thiazide diuretics, which acts by inhibiting the reabsorption
of sodium in the cortical dilution segment. It increases the urinary excretion
of sodium and chlorides and, to a lesser extent, the excretion of potassium
and magnesium, thereby increasing urine output and having an antihyper-
tensive action.

The antihypertensive activity of Indapamide is related to an improvement in ar-
terial compliance and a reduction in arteriolar and total peripheral resistance.
Indapamide reduces left ventricular hypertrophy.

Pharmacokinetic Properties:

Absorption:

The fraction of Indapamide released is rapidly and totally absorbed via the
gastrointestinal digestive tract. Eating slightly increases the rapidity of ab-
sorption but has no influence on the amount of the drug absorbed. Peak
serum level following a single dose occurs about 12 hours after ingestion.
Distribution:

Binding of Indapamide to plasma proteins is 79%. The plasma elimination
half-life is 14 to 24 hours (mean 18 hours). Steady state is achieved after 7
days. Repeated administration does not lead to accumulation.

Special precautions for storage:

Store below 30°C.
March, 2017
1-0072-DPM-LMO-R1/AE

This is a medicament

* A medicament is a product which affects your health, and its consumption
contrary to instructions is dangerous for you.
o Follow strictly the doctor’s prescription, the method of use and the instructions
of the pharmacist who sold the medicament.
o The doctor and the pharmacist are experts in medicine, its benefits and risks.
Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.
 Keep medicament out of the reach of children.
COUNCIL OF ARAB HEALTH MINISTERS
UNION OF ARAB PHARMACISTS

PHARMA
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