Tems

Telmisartan USP Tablet

DESCRIPTION

Tems™ is a preparation of Telmisartan. Telmisartan is a non-peptide
angiotensin Il receptor (type AT1) antagonist. Angiotensin Il is formed from
angiotensin | in a reaction catalyzed by angiotensin-converting enzyme (ACE,
kininase II). 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. Telmisartan blocks the vasoconstrictor and
aldosterone-secreting effects of angiotensin 1l by selectively blocking the
binding of angiotensin Il to the AT1 receptor in many tissues, such as vascular
smooth muscle and the adrenal gland. Its action is therefore independent of
the pathways for angiotensin Il synthesis.

INDICATIONS
« Treatment of hypertension
« Cardiovascular (CV) risk reduction in patients unable to take ACE inhibitors

DOSAGE AND ADMINISTRATION
Indication Starting Dose Dose Range

Hypertension 40 mg once daily | 40 to 80 mg once daily
Cardiovascular Risk Reduction | 80 mg once daily | 80 mg once daily

CONTRAINDICATIONS
Hypersensitivity.

SIDE EFFECTS
« Back pain * Sinusitis  Diarrhea ¢ Upper Respiratory Tract Infection ¢ Pharyngitis

PRECAUTION AND WARNING

* Avoid fetal or neonatal exposure

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

* Monitor carefully in patients with impaired hepatic or renal function

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

To be dispensed by the prescription of a registered physician.

USE IN PREGNANCY AND LACTATION

Pregnancy Categories C (first trimester) and D (second and third trimesters). It
is not known whether Telmisartan is excreted in human milk, but Telmisartan
was shown to be present in the milk of lactating rats. Because of the potential
for adverse effects on the nursing infant, decide whether to discontinue
nursing or discontinue the drug, taking into account the importance of the
drug to the mother.

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C temperature. Keep away from light and wet place.
Keep out of reach of children.

PACKAGING

Tems™ 40 Tablet: Box containing 3 blisters of 10 tablets each. Each tablet contains
Telmisartan USP 40 mg.

Tems™ 80 Tablet: Box containing 3 blisters of 10 tablets each. Each tablet contains
Telmisartan USP 80 mg.
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Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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