VALCARD
Film Coated Tablets

Prescription Only Medicine

Composition:
Valcard 80 tablets:

Each film coated tablet contains:
Valsartan 80 mg

Valcard 160 tablets:
Each film coated tablet contains:
Valsartan 160 mg

Therapeutic Activity:
Angiotensin Il receptor blocker (ARB).

Indications:
Valcard tablets are indicated for the treatment of hypertension, for the treatment of heart failure
and for the treatment of myocardial infarction.

When Should Not This Preparation Be Used:

Valcard is contraindicated in the following conditions:

- Known hypersensitivity to valsartan

- Pregnancy, planning to become pregnant or at breast feeding

- Infants, children and adolescents under 18 years of age

- Sever hepatic impairment, cirrhosis and biliary obstruction

- If you have high level of sugar in the blood and you are suffering from diabetes and you are
taking a blood pressure lowering medicine containing aliskiren (such as: Rasilez) at the same
time

- You are suffering from kidney function impairment and you are taking a blood pressure lowering
medicine containing aliskiren (such as: Rasilez) at the same time.

Do Not Take This Medicine Without Consulting Your Physician Before Starting

Treatment:

« If you have a liver disease

« If you have a serious kidney disease or are undergoing dialysis

« If you are taking an ACE-inhibitor together with a beta-blocker for treating heart failure

« If you are suffering from vomiting or diarrhea or are taking high doses of diuretics

* You suffer from heart failure or have experienced a myocardial infarction. Follow your
doctor’s instructions exactly regarding the starting dose. Your doctor may check your kidney
function

« If you ever had swelling, mainly of the face and throat, while taking other drugs (including an
ACE-inhibitor).




Overdose:

Patients with high blood pressure often do not notice any signs of this problem. Many feel
well. Therefore, it is very important that you take the medicine exactly as the doctor tells
you, and keep your appointments with the doctor even if you are feeling well.

This medicine is to be taken at specific time intervals as determined by the attending doctor,
preferably in the morning

The signs of overdose are: dizziness and/or fainting.

Side Effects:

In addition to the desired effects of Valcard, some side effects may occur during the course

of treatment such as:

Refer to the doctor immediately if: you have symptoms of angioedema (allergic reaction)
such as: swelling of the face, tongue or throat, difficulty swallowing, urticaria and difficulty
breathing (side effects of unknown frequency)

Additional side effects:
Occurring frequently: Dizziness, low blood pressure with symptoms such as dizziness and
decreased kidney function (signs of a kidney disorder)

Occurring infrequently: Allergic reaction with symptoms such as rash, itching, dizziness,
swelling of the face, lips, tongue and/or throat, difficulty breathing or swallowing (signs of
angioedema). Refer to the doctor immediately if”; sudden loss of consciousness; spinning
feeling; severe reduction in kidney function (signs of acute kidney failure); muscle spasms,
abnormal heart rhythm (signs of hyperkalemia); shortness of breath, difficulty breathing while
lying down, swelling of the legs or feet (signs of heart failure); headache; cough; abdominal
pain; nausea; diarrhea; fatigue; weakness

Side effects reported (frequency not known): Blistering skin (sign of dermatitis bullous);
rash, itching, together with some of the following signs or symptoms: fever, joint pain,
muscle pain, swollen lymph nodes and/or flu-like symptoms (signs of serum sickness);
purplish-reddish spots, fever, itching (signs of inflammation of blood vessels); unusual
bleeding or bruising (signs of low level of platelets); muscle pain (myalgia); fever, sore
throat or mouth ulcers due to infections (symptoms of low levels of white blood cells);
decrease of hemoglobin levels and decrease of the percentage of red blood cells in the blood
(which can, in severe cases, lead to anemia), increase in levels of potassium in the blood
(which can, in severe cases, trigger muscle spasms and abnormal heart rhythm); elevation of
liver function values (which can indicate liver damage) including an increase of bilirubin in
the blood (which can, in severe cases, cause yellowing of the skin and eyes); increase in the
level of blood urea nitrogen and increase in the level of serum creatinine (which can indicate
abnormal kidney function)

The frequency of some side effects may vary depending on your condition. For example, side
effects such as dizziness, and decreased kidney function were seen less frequently in patients
treated with high blood pressure than in patients treated for heart failure or after a recent
heart attack

The following effects have been observed during clinical trials with valsartan without
the possibility to determine if they were caused by the drug or by other causes: Back
pain, changes in libido, inflammation of the sinuses, insomnia, joint pain, pharyngitis, runny
or stuffy nose, swelling of the hands, heels or feet, upper respiratory tract infections and viral
infections



If one of the side effects gets worse, or when you suffer from a side effect not mentioned in
the leaflet, consult the doctor.

How Will This Medicine Affect Your Daily Life:

Valcard may cause dizziness and impairment of concentration. Do not drive or use any tools
or machines requiring alertness. These effects may be worsen while taking this medicine with
alcoholic beverages or certain medicine.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with
another medicine, inform your physician in order to prevent hazards and lack of efficacy
resulting from drug interactions. This is especially important for the following drugs:
Medicines used to lower blood pressure, especially diuretics, ACE-inhibitors or aliskiren;
potassium-sparing diuretics ACE-inhibitors or aliskiren; potassium-sparing diuretics such as:
spironolactone, triamterene, amiloride, potassium supplements or salt substitutes containing
potassium. The doctor may check the amount of potassium in your blood periodically; a
certain type of pain killers called nonsteroidal anti-inflammatory drugs (NSAIDs) or
selective cyclooxygenase-2 inhibitors (COX-2 inhibitors). The doctor may also check your
kidney function; lithium (a medicine used to treat some types of psychiatric illness); some
antibiotics (rifamycin group), a drug used to protect against transplant rejection
(cyclosporine) or an antiretroviral drug used to treat HIV/AIDS infection (ritonavir). These
drugs may increase the effect of Valcard.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children

2. If an excessive dose is taken, or if a child swallowed the medication accidentally, seek
help at an emergency and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not take your medication in the dark, always read the label and make sure you are taking
the right medication

5. Always notice the expiry date and never take the medicine after the mentioned date

6. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet
develops, discontinue use and consult your physician.

Dosage And Directions For Use:

- The dose is according to physician’s instructions

- Take Valcard tablets by mouth with or without food, preferably in the morning
- Do not chew the tablets. Swallow Valcard tablets with a glass of water

- Do not stop taking this medication without consulting your physician first.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is the time for your next dose, skip
the missed one and continue as your regular dose schedule

- Do not double the dose to make up the missed dose.

Storage:
Store at temperature between 15-30°C, away from light and moisture.



Presentation:
Valcard 80 : A box of 28 film coated tablets

Valcard 160: A box of 28 film coated tablets.
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