Losartan Reva 25-50-100
film coated tablet

Reva Pharma

Composition:Each Losartan Reva film coated tablet contains:

losartan potassium (25-50-100) mg.

Mechanism of Action:

Losartan Reva belongs to a group of medicines known as

angiotensin II receptor antagonists, which help control high blood

pressure. Angiotensin II binds to the AT receptor and causes

blood vessels to constrict, which leads to high blood pressure.

Losartan selectively blocks the AT1 receptor. As a result, blood

vessels relax and blood pressure drops.

Pharmacokinetics:

Following oral administration, losartan is well absorbed and

undergoes first-pass metabolism, forming an active carboxylic

acid metabolite and other inactive metabolites. The systemic

bioavailability of losartan tablets is approximately 33%. Both

losartan and its active metabolite are >99% bound to plasma

proteins, primarily albumin. Both biliary and urinary excretion

contribute to the elimination of losartan and its metabolites.

Indications:

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

* Treatment of renal disease in adult patients with hypertension

hyperaldosteronism.

Pregnancy and Lactation:

Pregnancy: Pregnancy Category D, Losartan Reva is

contraindicated in pregnancy. When pregnancy is diagnosed,

treatment with Losartan should be stopped immediately, and, if
appropriate, alternative therapy should be started.

Lactation: Losartan is not recommended and alternative treatments

with better established safety profiles during breast-feeding are

preferable, especially while nursing a newborn or preterm infant.

Driving and using machines:

when driving vehicles or operating machinery it must be borne in

mind that dizziness or drowsiness may occasionally occur when

taking antihypertensive therapy, in particular during initiation of
treatment or when the dose is increased.

Drug Interactions:

« Other antihypertensive agents may increase the hypotensive
action of Losartan.

« Strong inhibitor of CYP2C9 (like fluconazole): decreases the
exposure to the active metabolite of losartan by approximately
50%.

« inducer of CYP2C9 (like rifampicine): treatment of losartan with
rifampicine gave a 40% reduction in plasma concentration of the
active metabolite.

» Concomitant use with potassium supplements, potassium-
sparing diuretics or other drugs that may increase potassium

and type 2 diabetes mellitus with proteinuria >0.5 g/day as part of Jevels (heparin, etc.) should be undertaken with caution and with

an antihypertensive treatment.

* Treatment of chronic heart failure in adult patients when
treatment with Angiotensin converting enzyme (ACE) inhibitors
is not considered suitable due to incompatibility, especially
cough, or contraindication. Switching patients with heart failure
who are stable on an ACE inhibitor to Losartan Potassium is not
recommended.

* Reduction in the risk of stroke in adult hypertensive patients with
left ventricular hypertrophy documented by ECG.

Contraindications:

Losartan Reva are contraindicated in the following cases:

- Allergy to Losartan or any of the ingredients in the medicine.

- during the 2nd and 3rd trimester of pregnancy.

- In patients with severe hepatic impairment.

- The concomitant use of Losartan Reva with aliskiren-containing
products is contraindicated in patients with diabetes mellitus or
renal impairment.

Warnings and Precautions:

* Losartan Reva should use with caution in patients with bilateral
renal artery stenosis or stenosis of the artery to a solitary kidney.

« Patients with a history of angioedema should be closely
monitored.

» Concomitant use of losartan with potassium supplements,
potassium-sparing diuretics or other drugs that may increase
potassium levels (heparin, etc.) is not recommended.

* In patients with heart failure, with or without renal impairment,
there is a risk of severe arterial hypotension, and (often acute)
renal impairment.

* Losartan Reva is not recommended in patients with primary

frequent monitoring of potassium levels.

* NSAIDs: attenuation of the antihypertensive effect may occur
and the concomitant use of angiotensin II antagonists and
NSAIDs may lead to an increased risk of worsening of renal
function.

 Co-administration of lithium and losartan should be undertaken
with caution. If this combination proves essential, serum lithium
level monitoring is recommended during concomitant use.

Side Effects:

The noticeable side effects were:

- Common side effects: dizziness, vertigo, hyperkalemia, fatigue,
hypotension.

Anaemia and increase in blood urea were common in patient with
Chronic heart failure.

- uncommon side effects: somnolence, headache, sleep disorders,
palpitations, abdominal pain, obstipation, fatigue, dyspnoea,
cough pruritus, rash and oedema.

Dosage and Administration:

- Hypertension and Hypertensive type I diabetic patients with
proteinuria > 0.5 g/day: The usual starting and maintenance
dose is 50 mg once daily for most patients. The maximal
antihypertensive effect is attained 3-6 weeks after initiation of
therapy. Some patients may receive an additional benefit by
increasing the dose to 100 mg once daily (in the morning).
Losartan Potassium Tablets may be administered with other
antihypertensive agents.

- Heart Failure: The usual initial dose of losartan in patients with
heart failure is 12.5 mg once daily. The dose should generally be

titrated at weekly intervals (i.e. 12.5 mg daily, 25 mg daily and 50

mg daily) as tolerated by the patient.

- Reduction in the risk of stroke in hypertensive patients with
left ventricular hypertrophy documented by ECG: The usual
starting dose is 50 mg of Losartan Reva once daily. A low
dose of hydrochlorothiazide should be added and/ or the dose of
Losartan Reva should be increased to 100 mg once daily based
on blood pressure response.

- Patients with intravascular volume depletion (e.g. those treated
with high-dose diuretics): Starting dose of 25 mg once daily
should be considered.

- Patient with hepatic impairment: A lower dose should be
considered for patients with a history of hepatic impairment.
Losartan is contraindicated in patients with severe hepatic
impairment.

- Paediatric population 6 years to 18 years: For patients who can
swallow tablets, the recommended dose is 25 mg once daily
in patients >20 to <50 kg. In exceptional cases the dose can be
increased to a maximum of 50 mg once daily. Dosage should be
adjusted according to blood pressure response. In patients >50 kg,
the usual dose is 50 mg once daily. In exceptional cases the dose
can be adjusted to a maximum of 100 mg once daily.

Losartan is not recommended for use in children under 6 years
old and in children with glomerular filtration rate < 30 ml/ min /
1.73 m2.
- Use in Elderly: Although consideration should be given to
initiating therapy with 25mg in patients over 75 years of age,
dosage adjustment is not usually necessary for elderly.

Overdose:

Symptoms: The most likely manifestations of overdose would

be hypotension and tachycardia. Bradycardia could occur from

parasympathetic (vagal) stimulation.

Treatment: If symptomatic hypotension should occur, supportive

treatment should be instituted.

Stabilisation of the circulatory system should be given priority.

After oral intake the administration of a sufficient dose of activated

charcoal is indicated. Afterwards, close monitoring of the vital

parameters should be performed. Vital parameters should be
corrected if necessary.

Neither Losartan nor the active metabolite can be removed by

haemodialysis.

Storage:

Keep this medicine out of the sight and reach of children. Store

below30°C. Store in the original package. Do not use this medicine

after the expiry date which is stated on the packaging after EXP.

The expiry date refers to the last day of that month.

Packaging:

Each carton Losartan Reva: (25-50-100) contains 20 tablets in

two strips.

Reva Pharmaceutical Industry - Syria
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