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Prescription Only Medicine

Composition:
Valforj (5/160):

Each film coated tablet contains:
Amlodipine (as besylate) 5 mg
Valsartan 160 mg

Valforj (10/160):

Each film coated tablet contains:
Amlodipine (as besylate) 10 mg
Valsartan 160 mg

Therapeutic Activity:
A combination of a calcium channel blocker (Amlodipine besylate) and an Angiotensin Il antagonists

(\Valsartan).

Indications:
Valforj is indicated for the treatment of high blood pressure in patients in whom the high blood pressure
was not decreased following the use of amlodipine or valsartan alone.

When Should Not This Preparation Be Used:

Valforj is contraindicated in the following conditions:

- If you have known hypersensitivity to amlodipine, valsartan, or to a medicine of the dihydropyridine
type

- If you have severe liver problems, such as cholestasis

- If you have severe kidney problems or if you are having dialysis

- If you are pregnant or planning to become pregnant

- If you have a 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

- If you are suffering from a 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 are breastfeeding

- If you are sensitive to any type of food or medicine

- If you are suffering from several episodes of vomiting or diarrhea or are taking a diuretic

- If you are taking other drugs or substances, which increase the potassium levels in your blood (such
as certain types of diuretics, salt substitutes containing potassium, potassium supplements, etc.)

- If you suffer from liver or kidney problems

- If you have a problem with adrenal gland function

- If you are suffering from a narrowing of valves in your heart (called aortic or mitral stenosis), or
abnormally increased thickness of your heart muscle with narrowing (called obstructive hypertrophic
cardiomyopathy)

- If you have received a kidney transplant or if you had been diagnosed to suffer from a narrowing of
the kidney artery

- If you ever had a swelling mainly of the face and throat while taking other medicines (including an
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ACE inhibitor)
- If you are suffering from heart failure or have experienced a heart attack
- If you are taking an ACE inhibitor or aliskiren.

Warnings and Precautions:

- This medicine is not recommended for use in infant, children and adolescents under 18 years of age

-There are no special dose recommendations for patients aged 65 years or older. Your doctor will decided
whether Valforj is appropriate for you

- If you experience swelling mainly of the face and throat while taking other medicines) including ACE
inhibitors), stop taking this medicine and contact your doctor immediately. In such a situation, you should
never take Valforj again

- If you are suffering from heart failure or have experienced a heart attack, follow your doctor’s
instructions for the starting dose carefully. Your doctor may also check your kidney function.

Side Effects:

In addition to the desired effects of Valforj, some side effects may occur during the course of
treatment such as:

Common: Flu, nasal congestion, sore throat and discomfort when swallowing, headache, swelling of
arms, hands, legs, ankles or feet, tiredness, redness, warm feeling of the face and/or the neck, weakness

Uncommon: Dizziness, nausea, abdominal pain, dry mouth, drowsiness, tingling or numbness of the
hands or feet, vertigo, fast heart beat including palpitations, dizziness on standing up, cough, diarrhea,
constipation, skin rash, redness of the skin, joint swelling, back pain or pain in joints

Rare: Anxiety, tinnitus, fainting, passing more urine than normal or feeling an increased urge to pass
urine, inability to get or maintain an erection, sensation of heaviness, low blood pressure with symptoms
such as dizziness, light-headedness, excessive sweating, generalized skin rash, itching, muscle spasm or
vision disturbances

Consult your doctor immediately if you experience any of the following side effects (rare):
Allergic reaction with symptoms such as rash, itching, swelling of the face or lips or tongue, difficulty
breathing or low blood pressure

Additional side effects with Amlodipine or Valsartan alone, which can be serious. If you
experience any of these, tell your doctor straight away:

Amlodipine: Spontaneous bleeding or bruising (possible symptoms of thrombocytopenia), fever, sore
throat or mouth ulcers due to infections (possible symptoms of leucocytopenia), sensation of numbness
or tingling in the fingers and toes (possible symptoms of peripheral neuropathy), irregular heart beat
(possible symptoms of atrial fibrillation), slow heart beat (possible symptoms of bradycardia), sudden
and oppressive chest pain (possible symptoms of myocardial infarction), rash, fever, itching (possible
symptoms of vasculitis), severe upper stomach pain (possible symptoms of pancreatitis), yellowing of
the skin and eyes, nausea, loss of appetite, dark colored urine (possible symptoms of hepatitis), swelling
mainly of the face and throat (possible symptoms of angioedema), rash, skin reddening, blistering of
lips, eyes or mouth, skin peeling (possible symptoms of erythema multiforme), rash, red skin, blistering
of the lips, eye or mouth, skin peeling, fever (possible symptoms of Steven-Johnson syndrome)

Valsartan: Decreased number of white blood cells which could increase the risk of infections, blistering
skin (sign of dermatitis bullous)
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In the event that you experience any side effects not mentioned in this leaflet, or if there is a change in
your general health, consult your physician immediately.

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: ACE-inhibitors or aliskiren, potassium-
sparing diuretics, potassium supplements, salt substitutes containing potassium or any other medicines
that may increase potassium levels, non-steroidal anti-inflammatory drugs (NSAIDs), or selective
cyclooxygenase 2 inhibitors (Cox-2 inhibitors), lithium, carbamazepine, phenobarbital, phenytoin,
primidone, fosphenytoin, nitroglycerin, ketoconazole, itraconazole, diltiazem, ritonavir, indinavir,
clarithromycin, telithromycin, simvastatin, rifampicin, cyclosporine, nitrates and diuretics.

How Will This Medicine Affect Your Daily L ife:

Valforj may in rare cases cause dizziness and affect the ability to concentrate. Do not drive or use
machinery until you know whether this medicine affects your ability to perform these activities. Limit
alcoholic beverages as they may worsen these effects.

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

- Do not exceed the recommended dose

-The usual dosage is generally one film-coated tablet per day

- Valforj is for oral use only

- Take Valforj by mouth with or without food, at about the same time each
day (preferably in the morning)

- Do not chew or crush the tablets. Swallow Valforj tablet with a glass of water

- Persist with the treatment as recommended by the doctor. Even if there is an improvement in
your health, do not discontinue use of the medicine without consulting the doctor or pharmacist.
If you discontinue taking the medicine, your disease may get worse.

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.
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Storage:
Store this medicine in its original package at temperature between 15- 30°C, away from light
and moisture.

Presentation:
Valforj (5/160): A box of 28 film-coated tablets
Valforj (10/160): A box of 28 film-coated tablets.

[ ]
Beit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O.Box 58

Beit Jala - Palestine

http: //www.beitjalapharma.com

1401365-0
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