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Reva Pharma

L On g D ay Film Coated Tablets

Composition:

Each Long Day (30-60) Film Coated Tablet contains:
Dapoxetine (as hydrochloride) 30 mg or 60 mg.
Mechanism of Action:

Dapoxetine is a potent selective serotonin reuptake
inhibitor (SSRI), and its major metabolites are equivalent
or less potent. The mechanism of action of Dapoxetine

in premature ejaculation is presumed to be linked to

the inhibition of neuronal reuptake of serotonin and the
subsequent potentiation of the neurotransmitter’s action at
pre- and postsynaptic receptors.

Pharmacokinetics:

Dapoxetine is rapidly absorbed with maximum plasma con-
centrations (Cmax) occurring approximately 1-2 hours after
tablet intake. The absolute bioavailability is 42%. Dapoxe-
tine and its active metabolite desmethyldapoxetine (DED)
are highly bound to plasma proteins. The metabolites of
Dapoxetine were primarily eliminated in the urine as conju-
gates. Following oral administration, the terminal half-life
of Dapoxetine and DED are approximately 19 hours.
Indications:

Long Day is indicated for the treatment of premature
ejaculation (PE) in adult men aged (18 to 64 years). Long
Day should only be prescribed to patients who meet all the
following criteria:

- An intravaginal ejaculatory latency time (IELT) of less
than two minutes.

- Persistent or recurrent ejaculation with minimal sexual
stimulation before, on, or shortly after penetration and
before the patient wishes.

- Marked personal distress or interpersonal difficulty as a
consequence of Premature ejaculation.

- Poor control over ejaculation and a history of premature
ejaculation in the majority of intercourse attempts over the
prior 6 months.

Contraindications:

- Hypersensitivity to Dapoxetine or any components of the
product.

- Moderate and severe hepatic impairment.

- A history of syncope or a history of mania or severe depression.

- Orthostatic hypotension.

- Long Day is not indicated for use by women.

- Serious heart diseases such as:

* Heart failure (NYHA class II-IV) and significant ischemic
heart disease and valvular disease.

* Conduction abnormalities such as atrioventricular block-
ing or sick sinus syndrome.

Warnings & Precautions:

- Not intended for the treatment of mental disorders, in-
cluding depression.

- Caution should be exercised in men with erectile dysfunc-
tion who are taking phosphodiesterase-5 inhibitors.

- Not recommended for patients with:

* Controlled epilepsy, a history of bleeding or coagulation
disorders.

* Increased intraocular pressure or risk of developing an-
gle-closure glaucoma.

* Severe renal failure (creatinine clearance less than 30 ml/
min).

* Mild hepatic impairment (Child-Pugh class A).
Pregnancy & Lactation:

Long Day is not indicated for use by women.

Driving & using machines:

Has minor or moderate influence on the ability to drive and
use machines. Caution should be taken when taking Long
Day, as it may cause dizziness, fainting, blurred vision, and
drowsiness.

Drug Interactions:

- In the case of concomitant use of Long Day with moderate
CYP3A4 inhibitors (e.g., clarithromycin, fluconazole, dilti-
azem); the maximum dose of Dapoxetine should be 30 mg.
- Long Day should be used with caution in patients receiv-
ing alpha-adrenergic blockers because of the possibility of
orthostatic hypotension.

- The use of Long Day is contraindicated when used con-
comitantly with:

* Thioridazine, or within 14 days of stopping thioridazine
treatment. Similarly, thioridazine should not be used within
7 days after stopping Long Day.

* Strong cytochrome CYP3A4 enzymes inhibitors (e.g,
ketoconazole, itraconazole, ritonavir, grapefruit juice).

* Phosphodiesterase-5 inhibitors due to the possibility of
orthostatic hypotension.

* Other SSRIs or MAOIs, or within 14 days of stopping
treatment with these preparations. Also, these medicines
should not be given within 7 days after stopping Long Day
treatment.

Side Effects:

Common side effects are headache, dizziness, anxiety,
agitation, restlessness, abnormal dreams, libido decreased,
disturbance in attention, tremor, vision blurred, flushing,
sinus congestion, diarrhoea, nausea, vomiting, constipation,
abdominal pain, dyspepsia, flatulence, dry mouth, erectile
dysfunction, excessive sweating and fatigue.

Dosage & Administration:

Adult men (aged 18 to 64 years): The recommended starting
dose for all patients is 30 mg, taken as needed approximately
1 to 3 hours prior to sexual activity. Treatment with Long
Day should not be initiated with the 60 mg dose.

Long Day is not intended for continuous daily use. Long
Day must not be taken more frequently than once every 24
hours.

If the patient’s response to 30 mg is insufficient and the
patient has not experienced moderate or severe side effects,
the dose may be increased to a maximum recommended
dose of 60 mg taken as needed approximately 1 to 3 hours
prior to sexual activity.

- The safety and effectiveness of Long Day have not been
established in patients younger than 18 years of age and
Elderly (65 years of age and older).

Overdose:

Symptoms: Somnolence, gastrointestinal disturbances

(e.g. nausea, vomiting), tachycardia, dizziness, tremor, and
agitation.

Treatment: In cases of overdose, standard supportive mea-
sures should be adopted as required. Due to high protein
binding and large volume of distribution of Dapoxetine,
dialysis is unlikely to be of benefit. No specific antidotes
for poisoning Long Day are known.

Storage: Keep out of reach of children. Store below 30°C.
Packaging: Each Long Day (30-60) carton box contains 4
film coated tablets in a blister strip.
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