%Ienty®

Vardenafil Film Coated Tablet

DESCRIPTION

Valenty®is a preparation of Vardenafil. Vardenafil is a selective inhibitor of cyclic
guanosine monophosphate (cGMP) specific phosphodiesterase type 5 (PDES5).
Penile erection is a hemodynamic process initiated by the relaxation of smooth
muscle in the corpus cavernosum and its associated arterioles. During sexual
stimulation, nitric oxide is released in the corpus cavernosum & activates the
enzyme guanylate cyclase resulting in increased synthesis of cyclic guanosine
monophosphate (cGMP) in the smooth muscle cells of the corpus cavernosum.
The ¢cGMP in turn triggers smooth muscle relaxation, allowing increased blood
flow into the penis, resulting in erection. Inhibition of PDES enhances erectile
function by increasing the amount of cGMP. Because sexual stimulation is
required to initiate the local release of nitric oxide, the inhibition of PDE5 has no
effect in the absence of sexual stimulation.

INDICATIONS
Erectile dysfunction

DOSAGE AND ADMINISTRATION

The recommended starting dose of Valenty® is 10 mg once daily, taken orally
approximately 60 minutes before sexual activity. The dose may be increased to
a maximum recommended dose of 20 mg or decreased to 5 mg based on
efficacy and side effects. The maximum recommended dosing frequency is once
per day. Valenty® can be taken with or without food.

Geriatrics: A starting dose of 5 mg vardenafil should be considered in patients
> 65 years of age.

Hepatic Impairment & Renal Impairment: For patients with mild hepatic and
renal impairment, no dose adjustment of vardenafil is required.

CONTRAINDICATIONS

« Nitrates: Administration of vardenafil with nitrates (either regularly and/or
intermittently) and nitric oxide donors is contraindicated.

« Hypersensitivity

SIDE EFFECTS
« Headache < Flushing « Rhinitis * Dyspepsia

WARNING AND PRECAUTION

Physicians should consider the cardiovascular status of their patients, since
there is a degree of cardiac risk associated with sexual activity. In men for whom
sexual activity is not recommended because of their underlying cardiovascular
status, any treatment for erectile dysfunction, including vardenafil, generally
should not be used. The evaluation of erectile dysfunction should include a
determination of potential underlying causes, a medical assessment, and the
identification of appropriate treatment.

USE IN PREGNANCY AND LACTATION
Vardenafil is not indicated for use in women, children or newborns.

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C. Keep away from light and wet place. Keep out of
reach of children.

PACKAGING

Valenty® 10 Tablet: Box containing 1 strip of 4 tablets. Each tablet contains
Vardenafil Hydrochloride, Trihydrate BP equivalent to
Vardenafil 10 mg.

Valenty® 20 Tablet: Box containing 1 strip of 4 tablets. Each tablet contains
Vardenafil Hydrochloride, Trihydrate BP equivalent to
Vardenafil 20 mg.
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Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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