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Nitrofix SR
Nitroglycerin USP 2.6 mg

Description: Nitroglycerin is a vasodilator used in
the treatment and prevention of angina pectoris
and chronic heart failure.

Mode of action: Nitroglycerin relaxes the vascular
smooth muscle, and consequent dilatation of
peripheral arteries and veins, especially the latter.
Dilatation of the veins promotes peripheral pooling
of blood and decreases venous return to the heart,
thereby reducing left ventricular end-diastolic
pressure and pulmonary capillary wedge pressure
(preload). Arteriolar relaxation reduces systemic
vascular resistance, systolic arterial pressure, and
mean arterial pressure (afterload). Dilatation of the
coronary arteries also occurs. The relative
importance of preload reduction, afterload
reduction, and coronary dilatation remains
undefined.

Pharmacokinetics: Nitroglycerin is widely
distributed in the body with an apparent volume of
distribution of approximately 200 L in adult male
subjects (only 1% present in the plasma). Half-life
is estimated at 1 to 4 minutes. Nitroglycerin is
rapidly metabolized in the liver by hepatic
enzymes to dinitrates and mononitrates.
Extensive  first-pass  deactivation follows
gastrointestinal  absorption.  Nitroglycerin is
excreted by the renal route, primarily as the 2
dinitrometabolites.

Composition: Nitrofix® SR Tablet: Diluted
Nitroglycerin powder USP 26 mg equivalent to
Nitroglycerin USP 2.6 mg

Indications: The prophylaxis of chronic stable
angina.

Dosage & administration: Dosage should be
adjusted to the requirements of the individual
patient but will usually be 1 or 2 tablets taken
three times daily.

Contraindications: Nitroglycerin should not be
used in patients with marked anemia, head trauma
cerebral haemorrhage, closed angle glaucoma,
known hypersensitivity to nitrates, hypotensive

conditions, hypovolaemia, hypertrophic
obstructive cardiomyopathy, aortic/mitral stenosis,
cardiac temponade, constrictive pericarditis,
orthostatic ~ dysfunction.  Administration  of
Nitroglycerin is contraindicated to potentiate the
hypotensive effects of organic nitrates.

Side effects: Side effects include facial flushing,
headache, dizziness and postural hypotension
which may be associated with reflex tachycardia
or paradoxical bradycardia.

Use in pregnancy & lactation: There is no
evidence relating to the safety of nitrates in
pregnancy and lactation. Nitrates should be
administered to pregnant women and nursing
mothers unless considered essential by the
physician. It is not known whether Nitroglycerin is
excreted in human milk.

Precautions: Only the smallest dose required for
effective control of the acute anginal attack
should be used. Excessive use may lead to the
development of tolerance. This drug should be
used with caution in patients who may be
volume-depleted or are already hypotensive.

Drug interactions: Patients receiving
antihypertensive drugs, beta-adrenergic blockers or
phenothiazines and nitrates should be observed for
possible additive hypotensive effects. Concomitant
use of nitrates and alcohol may cause hypotension.
The vasodilatory and hemodynamic effects of
Nitroglycerin may be enhanced by concomitant
administration of aspirin.

Over dosage: In the event of accidental or
deliberate  overdosage, toxic effects of
Nitroglycerin include vomiting, restlessness,
hypotension, cyanosis, methemoglobinemia,
tachycardia and syncope. Patients should receive
gastric aspiration and lavage and be given
respiratory and circulatory support.

Storage: Keep out of reach of children. Store in a
dry place, below 25°C temperature and protected
from light.

Packaging: Nitrofix® SR Tablet: Each carton
contains 14X3 sustained release tablets in
Alu-Alu blister pack.
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Manufactured by
Opsonin Pharma Limited
Rupatali, Barishal, Bangladesh.

Opsonin Pharma
® Registered Trade Mark.
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