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Sildenafil 50

Sildenafil 50mg coated tablets

e e e i
PR S A e N AP = I e

B s e D =

S‘\\de‘v\a“\\ -

S\aenati SO g o=

A CoOmMpriimidos=a Recuniaecios
Wia Ade Adrminasitracaidn Oval\

‘A SO\ < _

Sildenafil

Sildenafil 50 mg comprimidos recubiertos

@ www.adiuvopharma.com

A‘ ADIUVO

4 Comprimidos Recubiertos
Via de Administracion Oral

info@adiuvohn.com

Drug Name

Sildenafil 50

Generic name

Sildenafil 50 mg coated tablets

Qualitative-Quantitative
Composition

Each coated tablet contains:

Sildenafil Citrate 70.24 mg equivalent to
Sildenafil .....oooveveeeeeceeee e, 50mg
Excipients q.s.

Pharmaceutical form

Coated Tablets

Clinical Data
- Therapeutic Treatment of erectile dysfunction in men, which is the inability to obtain or
indications maintain an erection sufficient for satisfactory sexual activity.
For sildenafil to be effective, sexual stimulation is necessary.
- Route of Oral

Administration

- Contraindications

Hypersensitivity to the active substance or to any of the excipients.

Consistent with its known effects on the nitric oxide/cyclic guanosine
monophosphate (cGMP) pathway, sildenafil has been shown to potentiate the
hypotensive effects of nitrates, and concomitant administration of sildenafil
with nitric oxide donors (such as amyl nitrite) is contraindicated. or nitrates in
any of their forms.

Drugs for the treatment of erectile dysfunction, including sildenafil, should not
be used in men for whom sexual activity is inadvisable (for example: patients
with serious cardiovascular dysfunctions such as unstable angina or severe heart
failure).

Sildenafil is contraindicated in patients who have lost vision in one eye due to
non-arteritic anterior ischemic optic neuropathy (NAION), regardless of whether
or not this event was associated with prior exposure to a PDES5 inhibitor.

- Presentation

Blister of 4 coated tablets in a box.

- Incompatibilities

Does not apply

prescription regime

Use in adults: The recommended dose is 50 mg taken as needed, approximately
one hour before sexual activity. Based on efficacy and tolerance, the dose may
be increased to 100 mg or decreased to 25 mg. The maximum recommended
dose is 100 mg. The maximum recommended dosage schedule is once daily. If
Sildenafil is taken with food, the onset of its pharmacological action may be
delayed compared to when taken on an empty stomach.

Use in the elderly: No dose adjustment is required in the elderly.

Use in patients with renal insufficiency: The recommended doses described in
"Use in adults" are applicable to patients with mild to moderate renal
insufficiency (creatinine clearance = 30-80 ml/min).

Storage Condition

Store at a temperature below 30°C. Protect from light and moisture. Keep out
of the reach of children.

special legends

Does not apply

Countries where it is approved

Honduras, El Salvador, Costa Rica, Guatemala

Laboratory Manufacturer

Saga Lifesciences Limited, Ahmedabad, India

Review date

September 2020




