Telisa-A

Telmisartan USP & Amlodipine Besilate BP

Composition

Telisa-A 40/5: Each tablet contains Telmisartan USP 40 mg and Amlodipine Besilate BP
equivalent to Amlodipine 5 mg.

Telisa-A 80/5: Each tablet contains Telmisartan USP 80 mg and Amlodipine Besilate BP
equivalent to Amlodipine 5 mg

Pharmacology

Telisa-A is a fixed dose combination of Telmisartan and Amlodipine. Telmisartan, a
non-peptide angiotensin receptor blocker (ARB), is specific angiotensin Il antagonist
acting on the AT: subtype. Angiotensin Il is the principal pressor agent of the
renin-angiotensin system, with effects that include vasoconstriction, stimulation of
synthesis and release of aldosterone, cardiac stimulation, and renal reabsorption of
sodium, which leads to an increase in blood pressure (hypertension). Telmisartan blocks
the vasoconstrictor and aldosterone-secreting effects of angiotensin Il by selectively
blocking the binding of angiotensin Il to the AT receptor in many tissues, such as
vascular smooth muscle and the adrenal gland. Therefore, Telmisartan dilates blood
vessels and reduces blood pressure without affecting pulse rate. Telmisartan has much
greater affinity (>3,000 fold) for the AT receptor than for the AT, receptor. It does not bind
or block other hormone receptors or ion channels known to be important in cardiovascu-
lar regulation. Amlodipine, a dihydropyridine calcium-channel blocker (CCB), inhibits the
transmembrane influx of calcium ion into vascular smooth muscle and cardiac muscle.
Amlodipine is a peripheral arterial vasodilator that acts directly on vascular smooth
muscle to cause a reduction in peripheral vascular resistance and reduction in blood
pressure

Indications

Telisa-A (Telmisartan & Amlodipine combination) is indicated for the treatment of
hypertension alone or with other antihypertensive agents to lower blood pressure.
Lowering blood pressure reduces the risk of fatal & nonfatal cardiovascular events,
primarily stroke & myocardial infarction. This tablet is also indicated for initial therapy in
patients likely to need multiple antihypertensive agents to achieve their blood pressure
goal.

Dosage and Administration

Route of Administration: Oral

Telmisartan is an effective treatment of hypertension in once daily doses of 20-80 mg
while Amlodipine is effective in doses of 2.5-10 mg.

Dosage must be individualized and may be increased after at least 2 weeks. Most of the
antihypertensive effect is apparent within 2 weeks and maximum reduction is generally
attained after 4 weeks.

Recommended Starting Dose

Initial Therapy: Patient may be initiated on Telisa-A tablets if it is unlikely that control of
blood pressure would be achieved with a single agent. The usual starting dose is 40/5 mg
once daily. Patients requiring larger blood pressure reductions may be started with 80/5
mg once daily. Initial therapy with Telisa-A is not recommended in patients =75 years old
or with hepatic impairment.

Add-on Therapy: Patients not adequately controlled with Amlodipine (or another
dihydropyridine calcium channel blocker) alone or with Telmisartan (or another angioten-
sin receptor blocker) alone. Patients treated with 10 mg Amlodipine who experience
adverse reactions such as edema, may be switched to Telisa-A 40/5 mg tablets once
daily, reducing the dose of Amlodipine without reducing the overall expected antihyper-
tensive response.

Replacement Therapy: Patients receiving Amlodipine and Telmisartan from separate
tablets may instead receive Telisa-A tablets containing the same component doses once
daily Dosage must be individualized and may be increased after at least 2 weeks. The
maximum recommended dose of Telisa-A tablet is 80/10 mg once daily.

Geriatric Patients: Initial therapy with Telmisartan + Amlodipine combination is not
recommended in patients =75 years old.

Hepatic impairment: Initial therapy with Telmisartan + Amlodipine combination is not
recommended in hepatically impaired patients.

OR AS DIRECTED BY THE PHYSICIAN.

Contraindications

Known hypersensitivity to this product or any of its components. Pregnancy & lactation,
Biliary obstructive disorders, severe hepatic impairment, hypotension, cardiogenic shock,
left ventricle outflow tract obstruction

Warnings and Precautions
* Avoid fetal or neonatal exposure

ijlte ACME ,Ba[m'alories .EIJ
Dhulivita, Dhamrai, Dhaka, Bangladesh
u For Health, Vigour and Happiness

Tablet

* Hypotension: Correct any volume or salt depletion before initiating therapy. Observe for
signs and symptoms of hypotension.

» Titrate slowly in patients with hepatic or severe renal impairment

* Heart failure: Monitor for worsening

* Avoid concomitant use of an ACE inhibitor and angiotensin receptor blocker

* Myocardial infarction: Uncommonly, initiating a CCB in patients with severe obstructive
coronary artery disease may precipitate myocardial infarction or increased angina

Side-effects

Common side effects : Dizziness, peripheral edema, migraine, headache, paraesthesia,
vertigo, bradycardia, palpitations, hypotension, cough, abdominal pain, diarrhea, nausea,
pruritus, myalgia, spasm, erectile dysfunction, chest pain, fatigue, edema etc.

Rare side effects: Change in vision, anemia, low blood pressure, chest pain.

Use in Pregnancy & Lactation

Pregnancy: When pregnancy is detected, Telisa-A should be discontinued as soon as
possible. Pregnancy Categories C (first trimester) and D (second and third trimesters).
Lactation: It is not known whether Telmisartan and Amlodipine is excreted in human milk.
Because of the potential for adverse effects on the nursing infant, discontinue nursing or
discontinue the drug after taking into account the importance of the drug to the mother.

Use in Children & Adolescent
Safety and effectiveness of Telmisartan + Amlodipine combination in pediatric patients have
not been established.

Drug interaction

With medicine: Co-administration of Telmisartan did not result in a clinically significant
interaction with Acetaminophen, Amlodipine, Glyburide, Simvastatin, Hydrochlorothiazide,
Warfarin, or Ibuprofen. Telmisartan is not metabolized by the cytochrome P450 system and
had no effects in vitro on cytochrome P450 enzymes, except for some inhibition of
CYP2C19. Telmisartan is not expected to interact with drugs that inhibit or are metabolized
by cytochrome P450 enzymes, except for possible inhibition of the metabolism of drugs
metabolized by CYP2C19. In clinical trials, Amlodipine has been safely administered with
thiazide diuretics, beta-blockers, angiotensin-converting enzyme inhibitors, long-acting
Nitrates, sublingual Nitroglycerin, Digoxin,Warfarin, non-steroidal anti-inflammatory drugs,
antibiotics, and oral hypoglycemic drugs.

The following have no clinically relevant effects on the pharmacokinetics of Amlodipine:
Cimetidine, Grapefruit juice, Sildenafil. Amlodipine has no clinically relevant effects on the
pharmacokinetics or pharmacodynamics of the following: Atorvastatin, Digoxin, Warfarin.
With food & others: There are no established drug-food interaction.

Over dosage

Telmisartan: Limited data are available with regard to over dosage in humans. The most
likely manifestations of over dosage with Telmisartan tablets would be hypotension,
dizziness, and tachycardia; bradycardia could occur from parasympathetic (vagal)
stimulation. If symptomatic hypotension should occur, supportive treatment should be
instituted. Telmisartan is not removed by hemodialysis.

Amlodipine: Over dosage might be expected to cause excessive peripheral vasodilation
with marked hypotension and possibly reflex tachycardia. If massive overdose occur, active
cardiac and respiratory monitoring should be instituted. Frequent blood pressure measure-
ments are essential. If hypotension occur, cardiovascular support including elevation of the
extremities and the judicious administration of fluids should be initiated. If hypotension
remains unresponsive to these conservative measures, administration of vasopressors
(such as phenylephrine) should be considered with attention to circulating volume and urine
output. Amlodipine is not removed by hemodialysis.

Storage

Store below 25° C temperature & dry place, protected from light.
De-blister the tablet just before use & do not keep it open for more time
Keep all medicine out of reach of children.

Packing
Telisa-A 40/5: Each box contains 3x10 tablets in alu-alu blister.
Telisa-A 80/5: Each box contains 3x10 tablets in alu-alu blister.
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*Further information is available on request.
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