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Valsal'tall Reva Capsules - Tablets

Composition:

Each Valsartan Reva 80 Capsule or Tablet contains Valsartan 80
mg.

Each Valsartan Reva 160 Capsule or Tablet contains Valsartan 160
mg.

Mechanism of Action:

Valsartan belongs to a class of medicines known as angiotensin IT
receptor antagonists, which help to control high blood pressure.
Angiotensin II is a substance in the body that causes vessels to
constrict, thus causing your blood pressure to increase.
Valsartan Reva works by blocking the effect of angiotensin II on its
receptors (AT1). As a result, blood vessels relax, and blood pres-
sure is lowered.

Pharmacokinetics:

After giving orally, Valsartan reaches the plasma concentration
peak after 2-4 hours,With a bioavailability of about 23%. Valsartan
is highly bound to serum proteins (94-97)%, mainly serum albu-
min. Valsartan is not bio-transformed to a high extent (less than
20% of the administered dose undergoes hepatic metabolism).
Most of it is excreted through bile in the feces (about 83% of the
dose) and renally in urine (about 13% of the dose), mainly as an
unchanged drug.

Indications:

Valsartan Reva is used in the following cases:

- Treatment of essential hypertension in adults, and hypertension in
children and adolescents 6 to 18 years of age.

- Treatment of clinically stable adult patients with symptomatic
heart failure or asymptomatic left ventricular systolic dysfunction
after a recent (12 hours -10 days) myocardial infarction.

- Treatment of heart failure: Valsartan Reva is used when Angioten-
sin Converting Enzyme inhibitors (ACE) cannot be used, or it may
be used in addition to ACE- inhibitors when other medications to
treat heart failure cannot be used.

Contraindications:

Valsartan Reva is contraindicated in the following cases:

- Allergy to valsartan or any of the ingredients of the product.

- Severe hepatic impairment, biliary cirrhosis and cholestasis.

- Second and third trimester of pregnancy.

- The concomitant use of Valsartan Reva with aliskiren-containing
products is contraindicated in patients with diabetes mellitus or re-
nal impairment.

Warnings & Precautions:

® Valsartan Reva is used with caution in:

- Patients with bilateral renal artery stenosis or stenosis to a solitary
kidney.

REVAPHARMA

- Patients with impaired renal function and dialysis.

- Patients with mild to moderate hepatic impairment without
cholestasis.

- Patients with a marked stenosis of the aorta.

- Patients with myocardial infarction and right ventricular infarc-
tion.

e Patients with primary hyperaldosteronism should not be treated
with Valsartan as their renin-angiotensin system is not activated.
e Valsartan should be immediately discontinued in patients who
develop angioedema, and it should not be re-administered.

e Observe for signs and symptoms of hypotension.

Pregnancy & Lactation:

Pregnancy category D. Valsartan Reva is contraindicated in both
pregnancy and lactation.

Driving & Using Machines:

No studies have been performed on the effects on the ability to
drive and use machines. When driving vehicles or operating ma-
chinery, the occasional possibility of dizziness or fatigue should be
taken into account.

Drug Interactions:

- Potassium sparing diuretics, potassium supplements or salt substi-
tutes may lead to increases in serum potassium, and in heart failure
patients, increases in serum creatinine.

- When angiotensin II receptor antagonists are administered con-
comitantly with NSAIDs, their hypotensive effect may be dimin-
ished.

- Reversible increases in serum lithium concentrations and toxicity
have been reported during concomitant using of lithium with angi-
otensin II receptor antagonists including Valsartan.

- Co-administration of inhibitors of the uptake transporter (e.g.:
rifampin, cyclosporine) or efflux transporter (e.g., ritonavir) may
increase the systemic exposure to valsartan.

Side Effects:

Most common side effects:

- In patients with Hypertension: headache, dizziness, viral infec-
tion, fatigue and abdominal pain.

- In patients with Heart Failure: dizziness, hypotension, diarrhea,
arthralgia, back pain, fatigue and hyperkalemia.

- In patients with Post-Myocardial Infarction: hypotension, cough
and increased blood creatinine.

Dosage & Administration:

Valsartan Reva can be used in combination with other antihyper-
tensive drugs or used to treat heart failure such as diuretics, accord-
ing to the doctor’s recommendations.

- Treatment of high blood pressure in children and adolescents
(weighing 35 kg or more) and adults:

The recommended starting dose of Valsartan Reva is 80 mg once
daily.

The antihypertensive effect is substantially present within 2 weeks
and maximal reduction is generally attained after 4 weeks. In some
patients whose blood pressure is not adequately controlled, the
dose can be increased to 160 mg and a maximum of 320 mg.

- Treatment of heart failure in adults:

Treatment is started with a dose of 40 mg divided /twice daily and
then gradually increased, to reach when needed to 80 mg or 160
mg twice daily.

- In patients with hepatic insufficiency:

Valsartan is contraindicated in patients with severe hepatic impair-
ment, biliary cirrhosis and in patients with cholestasis. In patients
with mild to moderate hepatic impairment without cholestasis, the
dose of valsartan should not exceed 80 mg.

- Children and adolescents 6 to 18 years of age: The initial dose is
40 mg once daily for children weighing below 35 kg and 80 mg
once daily for those weighing 35 kg or more. The dose should be
adjusted based on blood pressure response.

- Children less than 6 years of age: The safety and efficacy of val-
sartan in children aged 1 to 6 years have not been established.

- Pediatrics heart failure and recent myocardial infarction: Valsar-
tan is not recommended for the treatment of heart failure or recent
myocardial infarction in children and adolescents below the age of
18 years due to the lack of data on safety and efficacy.

Overdose:

Symptoms: Overdose with valsartan may result in marked hypoten-
sion, which could lead to a depressed level of consciousness, and
the possibility of shock.

Treatment: The therapeutic measures depend on the time of inges-
tion and the type and severity of the symptoms; stabilization of the
circulatory condition is of prime importance.

If hypotension occurs, the patient should be placed in a supine posi-
tion and blood volume correction should be undertaken.

Valsartan is unlikely to be removed by hemodialysis.

Storage:

Keep out of reach of children. Store below 30 °C.

Packaging:

Each Valsartan Reva (80 - 160) carton box contains 20 or 30 cap-
sules or tablets in two or three blister strips.
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