Micatel™ .
|

Telmisartan USP

Composition: Hypotension: In patients with an activated

Micatel™ 20 mg Tablet: Each film coated tablet
contains Telmisartan USP 20 mg.

Micatel™ 40 mg Tablet: Each film coated tablet
contains Telmisartan USP 40 mg.

Micatel™ 80 mg Tablet: Each film coated tablet
contains Telmisartan USP 80 mg.

Pharmacology:

Angiotensin |l is formed from angiotensin | in a
reaction catalyzed by angiotensin-converting
enzyme (ACE, kininase Il). 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 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. Its action is
therefore independent of the pathways for
angiotensin Il synthesis.

There is also an AT, receptor found in many tissues,
but AT, is not known to be associated with
cardiovascular homeostasis. Telmisartan has much
greater affinity (>3,000 fold) for the AT receptor than
for the AT, receptor. Blockade of the
renin-angiotensin system with ACE inhibitors, which
inhibit the biosynthesis of angiotensin Il from
angiotensin |, is widely used in the treatment of
hypertension. ACE inhibitors also inhibit the
degradation of bradykinin, a reaction also catalyzed
by ACE. Because Telmisartan does not inhibit ACE
(kininase I), it does not affect the response to
bradykinin. Whether this difference has clinical
relevance is not yet known. Telmisartan does not
bind to or block other hormone receptors or ion
channels known to be important in cardiovascular
regulation.

Blockade of the angiotensin Il receptor inhibits the
negative regulatory feedback of angiotensin Il on renin
secretion, but the resulting increased plasma renin
activity and angiotensin Il circulating levels do not
overcome the effect of Telmisartan on blood pressure.

Indication:

Telmisartan is an angiotensin Il receptor blocker

(ARB) indicated for:

* Treatment of hypertension, to lower blood
pressure. Lowering blood pressure reduces the
risk of fatal and nonfatal cardiovascular events,
primarily strokes and myocardial infarctions.

+ Cardiovascular (CV) risk reduction in patients
unable to take ACE inhibitors.

Dosage & administration:

» May be administered with or without food.

» When used for cardiovascular risk reduction,
monitoring of blood pressure is recommended,
and if appropriate, adjustment of medications that
lower blood pressure may be necessary.

Indication | Starting Dose Dose Range
Hypertension | 40 mg once daily | 20 to 80 mg once daily
Cardiovascular ’ .

Risk Reduction 80 mg once daily | 80 mg once daily

Most of the antihypertensive effect is apparent within
2 weeks and maximal reduction is generally attained
after 4 weeks. When additional blood pressure
reduction beyond that achieved with 80 mg
Micatel™ is required, a diuretic may be added

Patients with renal impairment: No initial dosage
adjustment is necessary for elderly patients or
patients with renal impairment, including those on
hemodialysis. Patients on dialysis may develop
orthostatic hypotension; their blood pressure should
be closely monitored.

Patients with hepatic impairment: As the majority of
Telmisartan is eliminated by biliary excretion,
patients with biliary obstructive disorders or hepatic
insufficiency can be expected to have reduced
clearance. Initiate Telmisartan at low doses and
titrate slowly in these patients.

Route of administration: Oral.

Contraindications:
Telmisartan is contraindicated in patients who are
hypersensitive to any component of this product.

Warning & precautions:

Fetal/Neonatal Morbidity and Mortality: Drugs that
act directly on the renin-angiotensin system can
cause fetal and neonatal morbidity and death when
administered to pregnant women. Several dozen
cases have been reported in the world literature in
patients who were taking angiotensin converting
enzyme inhibitors. When pregnancy is detected,
discontinue Telmisartan tablets as soon as possible.

renin-angiotensin system, such as volume- or
salt-depleted patients (e.g., those being treated with
high doses of diuretics), symptomatic hypotension
may occur after initiation of therapy with Telmisartan.
Either correct this condition prior to administration of
Telmisartan, or start treatment under close medical
supervision with a reduced dose.

Hyperkalemia: Hyperkalemia may occur in patients
on ARBs, particularly in patients with advanced renal
impairment, heart failure, on renal replacement
therapy, or on potassium  supplements,
potassium-sparing diuretics, potassium-containing
salt substitutes or other drugs that increase
potassium levels. Consider periodic determinations
of serum electrolytes to detect possible electrolyte
imbalances, particularly in patients at risk.

Dual Blockade of the Renin- Angiotensin-
Aldosterone System: As a consequence of inhibiting
the renin-angiotensin- aldosterone system, changes
in renal function (including acute renal failure) have
been reported. Dual blockade of the
renin-angiotensin-aldosterone system (e.g., by
adding an ACE-inhibitor to an angiotensin Il receptor
antagonist) should include close monitoring of renal
function.

Side effects:

Common: The most common adverse events (21%)
reported in hypertension ftrials are back pain,
sinusitis, and diarrhea.

Rare: The serious adverse events (21%) reported in
cardiovascular risk reduction trials were intermittent
claudication and skin ulcer.

Use in pregnancy & lactation:

Pregnancy: When pregnancy is detected,
discontinue Telmisartan as soon as possible. Drugs
that act directly on the renin-angiotensin system can
cause injury and death to the developing fetus.

Lactation: Do not breastfeed during treatment with
Telmisartan.

Use in children & adolescents:
Safety and effectiveness in pediatric patients have
not been established.

Drug interaction:

With medicine: Co-administration — with NSAIDs
increase the risk of renal impairment and loss of
antihypertensive effect.

With food & others: Food does not affect the
bioavailability of Telmisartan.

Overdose:

Limited data are available with regard to overdosage
in humans. The most likely manifestation of
overdosage with Telmisartaan 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.

Storage:
Do not store above 30°C, protect from light &
moisture. Keep out of reach of children.

Packing:
Micatel™ 20 mg Tablet: Each box contains
28 (2x14’s) tablets in Alu-Alu blister pack.

Micatel™ 40 mg Tablet: Each box contains
28 (4x7’s) tablets in Alu-Alu blister pack.

Micatel™ 80 mg Tablet: Each box contains
21 (3x7’s) tablets in Alu-Alu blister pack.
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