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apamide Generis 1,5 mg

Read all of this leaflet carefully before you start taking this medicine.

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

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

. This medicine has been prescribed for you. Do not pass it on to others. It may
harm them, even if their symptoms are the same as yours.

.If any of the side effects gets serious, or if you notice any side effects not listed
in this leaflet, please tell your doctor or pharmacist

In this leaflet:

1. What Indapamide Generis is and what it is used for
2. Before you take Indapamide Generis

3. How to take Indapamide Generis

4. Possible side effects

5. How to store Indapamide Generis

6. Further information

1. What Indapamide Generis is and what it is used for
Indapamide is an antihypertensive agent that belongs to a class of medicines
called “diuretics”.

Pharmacotherapeutic classification
3.4.1.1 - Thiazides and related substances.

Therapeutic indications
Indapamide Generis is indicated for the treatment of essential hypertension

2. What you need to know before you take Indapamide Generis

Do not take Indapamide Generis

« If you are hypersensitive (allergic) to the active substance or any of the other
ingredients of this medicine;

« If you are hypersensitive (allergic) to sulphonamides;

« If you suffer from severe renal failure;

« If you suffer from severe hepatic disease;

« If you suffer from hypokalaemia.

Take special care with Indapamide Generis

« The administration of the medicine should be discontinued immediately in case
of hepatic failure, in order to avoid hepatic encephalopathy.

« This medicine should be used with caution in case of water and electrolyte
imbalance, diabetes, gout and renal impairment. Patients with serum electrolyte
disturbances and diabetes should be monitored regularly.

« Athletes: athletes should be warned that this medicinal product contains an
active substance which may lead to a positive reaction in tests carried out in
the context of anti-doping controls.

Using Indapamide Generis with other medicines

Tell your doctor or pharmacist if you are taking any of the following medicines:

e Lithium;

« non-steroidal anti-inflammatory drugs or salicylic acid at high doses;

« medicines that induce Torsade de Pointes, such as certain antiarrhythmics,
antipsychotics and cisapride;

« angiotensin-converting enzyme inhibitors;

« corticosteroids and amphotericin B (IV);

« stimulant laxatives, digitalis;

« baclofen, amiloride, spironolactone, calcium, ciclosporin;

 metformin, antidepressants;

« jodinated contrast media.

Pregnancy and breast-feeding

Ask your doctor or pharmacist for advice before taking any medicine.
Like all diuretics, this medicine should be avoided in pregnant women.

Breast-feeding is not recommended during treatment, because the active
substance is excreted in milk.

Please tell your doctor if you are pregnant or breast-feeding, or wish to become
pregnant.

Driving and using machines

This medicine does not affect alertness; however, different reactions related to a
decrease in blood pressure may occur in individual cases.
Therefore, the ability to drive or use machines may be impaired.

Important information about some of the ingredients of Indapamide Generis

This medicine contains lactose. If you have been told by your doctor that you
have an intolerance to some sugars, contact your doctor before taking this
medicinal product.

3. How to take Indapamide Generis
Always take Indapamide Generis exactly as your doctor has told you. Check with
your doctor or pharmacist if you are not sure.

The dose and duration of treatment will be individually adjusted by your doctor,
according to your clinical response and tolerance.

Method of administration and Posology

The usual dose is one tablet per day, taken by mouth, preferably in the morning,
in order to avoid a possible nocturnal awakening caused by the diuretic effect
of this medicine.

The tablets should be swallowed with water and should not be chewed.

If you take more Indapamide Generis than you should
If you accidentally take too much Indapamide Generis, or if another person or a
child takes your medicine, talk to your doctor or pharmacist.

In case of an overdose, contact your doctor immediately. The expected signs and
symptoms are as follows: nausea, vomiting, hypotension, cramps, dizziness,
drowsiness, confusion, polyuria or oliguria possibly to the point of anuria.

The treatment is symptomatic and involves the rapid elimination of the ingested
substances, followed by restoration of water and electrolyte balance.

If you forget to take Indapamide Generis,

Take your medicine every day exactly as prescribed by your doctor. However, if
you forget to take a dose, you should take it as soon as you remember, instead of
taking it at the time of the next dose. Then, you should follow the usual schedule.
Do not take a double dose to make up for a forgotten dose.

If you have any further questions on the use of this medicine, ask your doctor
or pharmacist.

4. Possible side effects
Like all medicines, Indapamide Generis can cause side effects.

Nausea, constipation, dry mouth, dizziness (vertigo), tiredness, paraesthesia and
headache may rarely occur.

Very rare cases of thrombocytopenia, leukopenia, agranulocytosis, aplastic
anaemia, haemolytic anaemia, arrhythmia, hypotension, pancreatitis, abnormal
liver function and hypercalcaemia have been reported.

Hepatic encephalopathy may occur in case of hepatic failure.

Hypersensitivity reactions, such as maculopapular rash (common) and purpura
(uncommon), may occur in individuals predisposed to allergic and asthmatic
reactions.

There is a possibility of worsening of pre-existing acute disseminated lupus
erythematosus.

Cases of dehydration, orthostatic hypotension, metabolic alkalosis, and
increased uricemia and glycaemia have also been reported.

Changes in blood parameters may occur, particularly an excessive loss of
potassium in certain high-risk populations, such as elderly, malnourished
patients and/or patients who are taking many medicines, cirrhotic patients with
oedemas and ascites, individuals with coronary artery disease and heart failure.

Your doctor may conduct blood tests to monitor these parameters.

If you notice any side effects not listed in this leaflet, please tell your doctor or
pharmacist.

5. How to store Indapamide Generis
This medicinal product does not require any special storage conditions.

Keep out of the reach and sight of children.

Do not use Indapamide Generis after the expiry date which is stated on the
carton.

6.Further information

What Indapamide Generis contains

The active substance is indapamide.

The other ingredients are: hypromellose, cellactose (compound consisting of
lactose monohydrate and cellulose), silica, colloidal anhydrous, magnesium

stearate and Opadray (dye consisting of hypromellose, macrogol 400 and
titanium dioxide (E171)).

What Indapamide Generis looks like and contents of the pack

Indapamide Generis is presented as prolonged-release tablets, and is available in
packs of 15, 20, 30, 60 and 90 tablets.

-\

Not all pack sizes may be marketed.

Marketing Authorisation Holder and Manufacturer
Generis” Farmacéutica, S.A.

Rua Jodo de Deus, 19

2700-487 Amadora

Portugal

This leaflet was prepared in December 2014.
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