Dapoxen®

Dapoxetine Hydrochloride INN

Description: Dapoxen® is a preparation of Dapoxetine
available as Dapoxetine Hydrochloride form.lt is a Selective
Serotonin Re-uptake Inhibitor (SSRI).

Mode of action: Dapoxetine Hydrochloride works by inhibiting
the serotonin transporter, increasing serotonin action at the post
synaptic cleft and delays ejaculation.

Pharmacokinetics: Dapoxetine Hydrochloride is absorbed and
eliminated rapidly in the body. It distributed rapidly. More than
99% Dapoxetine Hydrochloride is bound to plasma protein. Its
initial half-life is 1.31 hour (30 mg) and 1.43 Hour (60
mg).Dapoxetine hydrochloride is metabolized extensively in liver
and kidney by multiple enzymes such as CYP2D6, CYP3A4, and
Flavin Monooxygenase (FMO1). The metabolites of Dapoxetine
were primarily eliminated in the urine conjugates.

Composition

Dapoxen® 30 mg Tablet: Each film coated tablet contains
Dapoxetine Hydrochloride INN 33.600 mg equivalent to
Dapoxetine 30 mg.

Dapoxen® 60 mg Tablet: Each film coated tablet contains
Dapoxetine Hydrochloride INN 67.200 mg equivalent to
Dapoxetine 60 mg.

Indications: Men 18 to 64 years of age who have one or all of
the following
@ Ejaculation with minimal sexual stimulation without patient
wishes
@ Poor control over Ejaculation and consequential personal
distress and

interpersonal difficulty

Dosage & administration: Starting dose is 30 mg before 1-3
hours of sexual activity. The maximum recommended dose is 60
mg per day. Should not be taken more than 1 tablet in a day.

Contraindications: Patients with hypersensitivity to Dapoxetine
are contraindicated to this medication. Patients with significant
pathological cardiac conditions such as heart failure, conduction
abnormalities, with a permanent pacemaker, significant ischemic
heart disease, and significant valvular disease are also
contraindicated to this drug. Patient with moderate or severe
hepatic impairment are contraindicated to this drug.

Side effects: The most common adverse reaction are
headache, dizziness, diarrhea, insomnia and fatigue. Loss of
consciousness & Orthostatic Hypotension has been reported in
some clinical trials.

Use in pregnancy & lactation: USFDA Pregnancy Category C.
The drug is not indicated for woman.

Precautions: Dapoxetine is only indicated in men with
premature ejaculation. Safety has not been established and
there are no data on the ejaculation delaying effects in men
without premature ejaculation. Use of Dapoxetine with
recreational drugs with sedative properties such as narcotics
and benzodiazepines may increase somnolence and dizziness.
Patients have to avoid situations where injury could result like,
driving or operating hazardous machinery. Patients are advised
to avoid alcohol while taking Dapoxetine. This drug should not
be used in patients with a history of mania or bipolar disorder
and renal impairment. This drug is not recommended in men
below 18 years and above 64 years of age.

Drug interactions: Potential interaction with MAOIs and
Thioridazines, moderate or slight interaction with CYP3A4
inhibitors and PDES5 inhibitors. Antidepressants including SSRIs
increased the risk of suicidal thinking. Concomitant use with
alpha adrenergic agonist like Tamsulosin reduced orthostatic
tolerance.

Over dosage: There is no adequate information about overdose
with this product. A clinical trial where 240 mg Dapoxetine were
administered showed serotonin mediated adverse effect like
tachycardia, tremor, agitation and dizziness. No specific
antidotes for Dapoxetine are known.

Storage: Store in a cool and dry place, protected from light.

Packaging

Dapoxen® 30 mg Tablet: Each carton contains 4X1 tablets in
Alu-Alu Blister pack.

Dapoxen® 60 mg Tablet: Each carton contains 4X1 tablets in
Alu-Alu Blister pack.
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@ Manufactured by

Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.



