Rejoy”

Mirtazapine USP Film Coated Tablet

DESCRIPTION

Rejoy™ is a preparation of Mirtazapine. Mirtazapine is a potent antagonist of 5-HT2
and 5-HT3 receptors. Mirtazapine has no significant affinity for the 5-HT1A and
5-HT1B receptors. Mirtazapine is a potent antagonist of histamine (H1) receptors,
a property that may explain its prominent sedative effects. Mirtazapine is a
moderate peripheral a; adrenergic antagonist, a property that may explain the
occasional orthostatic hypotension reported in association with its use.
Mirtazapine is a moderate antagonist at muscarinic receptors, a property that may
explain the relatively low incidence of anticholinergic side effects associated with
its use. The mechanism of action of Mirtazapine in the treatment of major
depressive disorder, is unknown. Evidence gathered in preclinical studies suggests
that Mirtazapine enhances central noradrenergic and serotonergic activity. These
studies have shown that Mirtazapine acts as an antagonist at central presynaptic
a, adrenergic inhibitory autoreceptors and heteroreceptors, an action that is
postulated to result in an increase in central noradrenergic and serotonergic
activity.

INDICATION
Major depressive disorder.

DOSAGE AND ADMINISTRATION

Initial Treatment: The recommended starting dose of Mirtazapine is 15 mg/day,
administered in a single dose, preferably in the evening prior to sleep.

Elderly and Patients with Renal or Hepatic Impairment: The clearance of
Mirtazapine is reduced in elderly patients and in patients with moderate to severe
renal or hepatic impairment. Consequently, the prescriber should be aware that
plasma Mirtazapine levels may be increased in these patient groups, compared to
levels observed in younger adults without renal or hepatic impairment.

Mai /Extended Tr Systematic evaluation of Mirtazapine has
demonstrated that its efficacy in major depressive disorder is maintained for
periods of up to 40 weeks following 8 to 12 weeks of initial treatment at a dose of
15 to 45 mg/day.

CONTRAINDICATIONS
* Hypersensitivity
« Concomitant use with Monoamine Oxidase Inhibitors

SIDE EFFECTS
Sleepiness, increased appetite, weight gain, dizziness.

PRECAUTION AND WARNING

There have been reports of adverse reactions upon the discontinuation of
Mirtazapine (particularly when abrupt), including but not limited to the following:
dizziness, abnormal dreams, sensory disturbances (including paresthesia and
electric shock sensations), agitation, anxiety, fatigue, confusion, headache, tremor,
nausea, vomiting, and sweating, or other symptoms which may be of clinical
significance. The majority of the reported cases are mild and self-limiting. Even
though these have been reported as adverse reactions, it should be realized that
these symptoms may be related to underlying disease.

Patients with major depressive disorder (MDD), both adult and pediatric, may
experience worsening of their depression and/or the emergence of suicidal
ideation and behavior (suicidality) or unusual changes in behavior, whether or not
they are taking antidepressant medications, and this risk may persist until
significant remission occurs. Suicide is a known risk of depression and certain
other psychiatric disorders, and these disorders themselves are the strongest
predictors of suicide. There has been a long-standing concern, however, that
antidepressants may have a role in inducing worsening of depression and the
emergence of suicidality in certain patients during the early phases of treatment.

USE IN PREGNANCY AND LACTATION

Pregnancy category ‘C’. Patients should be advised to notify their physician if they
become pregnant or intend to become pregnant during Mirtazapine therapy. Patients
should be advised to notify their physician if they are breast-feeding an infant.

PHARMACEUTICAL PRECAUTION
Store at or below 30 °C temperature. Keep away from light and wet place. Keep out
of reach of children.

PACKAGING

Rejoy™ 7.5 Tablet: Box containing 3 strips of 10 tablets each. Each tablet contains
Mirtazapine USP 7.5 mg tablet.

Rejoy™ 15 Tablet: Box containing 3 strips of 10 tablets each. Each tablet contains
Mirtazapine USP 15 mg tablet.

Rejoy™ 30 Tablet: Box containing 3 strips of 10 tablets each. Each tablet contains
Mirtazapine USP 30 mg tablet.
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