Dejac

Dapoxetine Hydrochloride

sentation

IC 30 Tablet: Each film coated tablet contains Dapoxetine Hydrochloride INN
valent to Dapoxetine 30 mg.

cription

oxetine is a selective serotonin reuptake inhibitor. Dapoxetine in premature
ulation is presumed to be linked to the inhibition of neuronal reuptake of serotonin
the subsequent potentiation of the neurotransmitters action at pre and post
ptic receptors.

oxetine is rapidly absorbed with maximum plasma concentrations (Cmax) occurring
oximately 1-2 hours after tablet intake. Greater than 99% of Dapoxetine is bound
tro to human proteins and the metabolites of Dapoxetine are primarily eliminated
e urine conjugates.

cation

oxetine Hydrochloride is indicated for the treatment of premature ejaculation in
t men.

age and Administration

recommended dose of Dapoxetine Hydrochloride (Dejac) is as followings -

Patients Dosage
Adult Men 30m Once Daily
to 64 years of age) 9 1 to 3 hours prior to sexual activity

Dose may be increased to the maximum recommended dose of 60 mg.

Dapoxetine should not be used in individuals below

ldren & adolescents
18 years of age.

traindication

oxetine Hydrochloride is contraindicated in patients with significant pathological
iac conditions (Heart failure, conduction abnormalities, significant Ischemic Heart
ase, concomitant treatment with Monoamine Oxidase Inhibitors, Thioridazine,
ctive Serotonin Reuptake Inhibitors) & history of hypersensitivity to any
ponent of the product.

aution

ents should be advised not to use Dapoxetine in combination with recreational
s. Recreational drugs with serotonergic activity such as ketamine, methylenedioxy
ramphetamine (MDMA) and lysergic acid diethylamide (LSD) may lead to
ntially serious reactions if combined with Depoxetine. These reaction includes -
ythmia, hyperthermia and serotonin syndrome. Use of Dapoxetine with
2ational drugs with sedative properties such as narcotics and benzodiazepines
further increase somnolence and dizziness.

» Effect

most common side effects are nausea, dizziness, dry mouth, headache, diarrhea
insomnia.

Jnancy & lactation

oxetine is not indicated for use in women.

g Interaction

ntial serious reactions with MAOIs. Inhibits metabolism of Thioridazine. Risk of
tonergic associated effects with serotonergic medicinal/herbal products (L-
ophan, triptans, Tramadol, Linezolid, SSRIs, SNRIs, Lithium & St. John's wort
). CNS active medicinal products. Possible reduction of clearance with CYP2D6,
'3A4 & flavin monooxygenase 1 inhibitors.

rdose

rdose with Dapoxetine Hydrochloride has been rare. In general, symptoms of
dose with SSRIs include serotonin-mediated adverse reactions such as
nolence, gastrointestinal disturbance (such as nausea and vomiting), tachycardia,
or, agitation and dizziness.

age

e in a cool & dry place, away from light and Keep out of reach of the children.
imercial Pack

IC 30 Tablet: Each box contains 1 x 4 tablets in blister strip.

5] Manufactured by:
/4| GLOBE PHARMACEUTICALS LTD.
)BE| Bangladesh
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