PACKAGE LEAFLET: INFORMATION FOR THE USER
PRESCRIPTION ONLY MEDICINE
ANGIOCARE® 5 mg, 20 mg TABLETS

Read all of this leaflet carefully before you start

- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your docto  r 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 yo  u notice any side effects not listed in this
leaflet, please tell your doctor or pharmacist.

In this leaflet:

What Angiocare ® 5 mg, 20 mg tablets is and what it is used for

Before you take Angiocare ®5 mg, 20 mg tablets

How to take Angiocare ©5 mg, 20 mg tablets

Possible side effects

How to store Angiocare ©5 mg, 20 mg tablets

Further information

WHAT ANGIOCARE ® 5 mg, 20 mg TABLETS IS AND WHAT IT IS USED FOR:

Angiocare @ belongs to the class of medicines called angiotens in-converting enzyme
inhibitors (ACE inhibitors). Angiocare® is indicate d for:

- Treating hypertension (high blood pressure).

- Treating symptomatic heart failure (the heart can
rest of the body).

- Preventing symptomatic heart failure.

2. WHEN THE PREPARATION SHOULD NOT BE USED:

- If you are allergic (hypersensitive) to 0 nalapril or any of the other ingredients of
Angiocare e

- If you have been treated before with a medicine i
(ACE inhibitors) and have had allergic reactions wi
and/or throat with difficulty swallowing or breathi ng.
- if you have been diagnosed with hereditary angio = -oedema or angio-oedema of unknown
cause (angio-oedema is the development of large whe  als on the skin surface, especially
around the eyes and lips, which may also affect the hands, feet and throat and can also
cause swelling of the face, lips, tongue and/or thr  oat with difficulty swallowing or
breathing).

- If you are pregnant or think you might be pregnan  t.

taking this medicine.
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Warnings and precautions:

- If you suffer from heart disease.

- If you have problems with your blood.

- If you have diabetes (sugar in the blood).

- If you have liver problems.

- If you have kidney problems (including a kidney t

- If you have dialysis.

- If you are being treated with diuretics (medicine

- If you are on a salt-free diet, take potassium su

or salt substitutes that contain potassium, or if y
vomiting or diarrhoea.

- If an allergic reaction occurs during treatment, with swelling of the face, lips, tongue
and/or throat with difficulty swallowing or breathi ng.

- If you are about to have a treatment called LDL a  pheresis, or a desensitisation treatment
to reduce the effect of an allergy to bee orwasps  tings.

- If you have low blood pressure (you may notice th is as faints or dizziness, especially
with the first few doses and when standing up; you may find it helpful to lie down in such
cases).

In all these cases, tell your doctor because you ma y need a dose adjustment or to stop
taking the Angiocare ® medication. Before you have surgery or anaesthesia (even at the
dentist's surgery), tell the doctor or dentist that you are taking Angiocare ®, because there
may be a sudden drop in blood pressure associated w ith anaesthesia.

Drug interactions:

Please tell your doctor or pharmacist if you are us ing or have recently used any other
medicines, including medicines obtained without a p rescription.

Certain medicines can interact with Angiocare ® in these cases it may be necessary to
change the dose or stop treatment with one of them.

It is important for you to tell your doctor if you are taking or have recently taken any of the
following medicines:

- Antihypertensive medicines (reduce high blood pre

- Diuretics (medicines that increase urine excretio  n).
- Medicines containing potassium (including dietary
- Lithium (a medicine used to treat a certain type

- Tricyclic antidepressants.

- Antipsychotics.

- Anaesthetics.

- Antidiabetics.

- Non-steroidal anti-inflammatory drugs (NSAIDs) (m
inflammations, e.g. aspirin).

Sympathomimetics.

Taking Angiocare ® with food and drink:

Food does not affect the absorption of Angiocare
Alcohol enhances the hypotensive effect (reduction
please tell your doctor if you are drinking alcohol
this medicine.

Pregnancy and breast-feeding:

Ask your doctor or pharmacist for advice before tak ing any medicine.

Angiocare ® must not be used in pregnant women. If you are pre  gnant or plan to become
pregnant, you must tell your doctor before starting Angiocare © treatment so that another
treatment can be considered.

Angiocare ® enters breast milk in very small amounts, so you s
while you are being treated with this medicine.

How will this medicine affect your daily life: Do n ot drive or use any tools or machines
because Angiocare ® can cause dizziness or tiredness.
Individual responses to the medication can vary. Tr
demand special attention until you know how you tol

3. DIRECTION FOR USE:

Always take Angiocare @ exactly as your doctor has told you. You should ch
doctor or pharmacist if you are not sure. Remember to take your medicine.
Angiocare @ may be taken with or between meals together with a glass of water. Your
doctor will decide the right dose of Angiocare  © for you to take, depending on your
condition and whether you are taking any other medi cines.

Extreme caution should be taken when starting treat ~ ment because of the possibility of
dizziness or vertigo occurring.

Tell the doctor immediately if you have these sympt ~ oms. If you have the impression that
the effect of Angiocare ®is too strong or too weak, talk to your doctor or pharmacist.
Overdose: If you take more Angiocare ® than you should, ask your doctor or pharmacist for
advice immediately. In the event of overdose, the m  ost likely symptom is a feeling of
dizziness or vertigo because of a sudden or excessi  ve drop in blood pressure. The
recommended treatment for _overdose consists of the intravenous _administration _of
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normal saline. If hypotension occurs, the patient s hould be placed in the shock position.
The possibility of angiotensin Il infusion and/or a dministering intravenous catecholamines
should also be considered, if these treatments are available. If ingestion occurred
recently, measures should be taken to remove enalap ril maleate (e.g. vomiting, gastric
lavage, administration of absorbents and sodium sul phate). Enalaprilat can be removed
from the general circulation by haemodialysis. In t he case of refractory bradycardia,
implantation of a pacemaker is indicated. Vital sig  ns, serum electrolytes and creatinine
concentrations should be monitored constantly.

If you forget to take Angiocare ©: Do not take a double dose to make up for a forgot  ten
dose. You should continue to take Angiocare ®as prescribed.

If you stop taking Angiocare ®: Your doctor will tell you the duration of your An giocare ©
treatment. Do not stop taking it any sooner. If you have any further questions on the use

of this product, ask your doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS:

Like all medicines, Angiocare ® can cause side effects, although not everybody get s them.
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.

Blood and lymphatic system disorders:

Uncommon: anaemia (including aplastic and haemolytic anaemia ).

Rare: blood disorders, such as an abnormally low number of neutrophils, low levels of
haemoglobin, reduced or completely absent granulocy tes, a deficiency in all the cellular
elements of the blood, bone marrow depression, lymp h node disease or an abnormal
immune response.

Metabolism and nutrition disorders:

Uncommon: low levels of glucose in the blood.

Nervous system and mental disorders:

Common: headache, depression.

Uncommon: confusion, drowsiness or inability to sleep, nervo
numbness, vertigo.

Rare: sleep abnormalities, problems sleeping.

Eye disorders:

Very common: blurred vision.

Heart and blood vessel disorders:

Very common: dizziness.

Common: drop in blood pressure (including orthostatic hypo tension), fainting, heart
attack or stroke, chest pain, heart rhythm disorder s, angina, rapid heart beat.

Uncommon: rapid, strong heart beats.

Rare: spasms in small arteries, normally in the fingers
uneven red to blue colour (Raynaud’s phenomenon).
Respiratory disorders:

Very common: cough.

Common: breathing difficulty.

Uncommon: runny nose, sore throat and hoarseness, asthma.

Rare: fluid on the lungs, inflammation of the nasal muco
inflammation of the lungs.

Gastrointestinal disorders:

Very common: nausea.

Common: diarrhoea, abdominal pain, taste disturbance.

Uncommon: bowel obstruction, inflammation of the pancreas, v
constipation, appetite loss, stomach upset, dry mou th, peptic ulcer.
Rare: inflammation and ulcers in the mouth, inflammation of the tongue.
Liver disorders:

Rare: liver failure, inflammation of the liver, reduced
bile duct to the liver (cholestasis including jaund ice).
Skin and subcutaneous tissue disorders:

Common: rash, hypersensitivity or allergic reaction causin
extremities, lips, tongue, glottis and larynx.

Uncommon: sweating, itching, hives, hair loss.

Rare: serious skin reaction, including excessive redness
the skin.

A symptom complex has been observed that may includ e one or more of the following
reactions: fever, inflammation of the blood vessels , pain and inflammation in muscles and
joints, blood disorders affecting blood components and normally detected by blood test,
rash, hypersensitivity to sunlight and other effect s on the skin.

Effects on kidneys and urine excretion:

Uncommon: reduced kidney function or kidney failure, presenc
Rare: reduction in the daily amount of urine produced.
Reproductive system and breast disorders:

Uncommon: impotence.

Rare: breast enlargement in men.

General disorders:

Very common: weakness.

Common: fatigue.

Uncommon: muscle cramps, flushing, noises in the ears, feeli
Laboratory tests:

Common: high levels of potassium in the blood, increased ¢
Uncommon: increased urea in the blood, reduced sodium levels
Rare: raised liver enzymes, increased bilirubin in the b lood.
Stop taking Angiocare © and ask your doctor for advice immediately in any
cases:

. If your face, lips, tongue and/or throat swell so t
swallow.

. If your hands, feet or ankles swell.

* If you develop hives (itching and redness on parts of your body).

It should be borne in mind that black patients are more sensitive to this type of adverse
reaction.

5. HOW TO STORE ANGIOCARE® 5 mg, 20 mg TABLETS:

Keep out of the reach and sight of children. Do not use Angiocare ® after the expiry date
which is stated on the pack after “Cad". The expiry date refers to the last day of that
month.

No special storage conditions are required. Medicin  es should not be disposed of via
wastewater or household waste. Ask your pharmacist how to dispose of medicines no
longer required. These measures will help to protec  t the environment..

6. FURTHER INFORMATION:

What Angiocare © 5 mg, 20 mg tablets contains

The active substance is enalapril maleate. Each tab
The other ingredients (excipients) are: pregelatini
cellulose, silicon dioxide, sodium bicarbonate and
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PRESENTATION:

Angiocare ® is supplied in tablet form. Each box contains 30t ablets.

Pharmacare PLC

Beitunia Industrial Zone- P.O. Box 677 - Ramallah,  Palestine
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