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Vardenafil Inovamed 10mg 3713 10 112219N D29NITINY
Film coated tablet noysmn n¥oav
Vardenafil (as hydrochloride trihydrate) 10mg : N1 M5av 55

Vardenafil Inovamed 20mg 3713 20 419219 DI9NITINY
Film coated tablet noy¥n 720
Vardenafil (as hydrochloride trihydrate) 20mg : N1 M5av Y5
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Treatment of erectile dysfunction, which is the inability to achieve or maintain a
penile erection sufficient for satisfactory sexual performance.

In order for Vardenafil Inovamed to be effective, sexual stimulation is required.
Not indicated for use by women
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4.4 Special warnings and precautions for use

[.]

Severe cutaneous adverse reactions

Stevens-Johnson syndrome (SJS)/toxic epidermal necrolysis (TEN), which can be life-
threatening or fatal, have been reported in association with vardenafil treatment (see section
4.8).

If signs and symptoms suggestive of these reactions appear, vardenafil should be
withdrawn immediately and should not be restarted in this patient at any time.

Effect on vision

Visual defects, including Central Serous Chorioretinopathy (CSCR), and cases of non-arteritic
ischemic optic neuropathy (NAION) have been reported in connection with the intake of Vardenafil
Inovamed and other PDES inhibitors. Analyses of observational data suggest an increased risk of
acute NAION in men with erectile dysfunction following exposure to PDES inhibitors such as
vardenafil, tadalafil and sildenafil (see section 4.8). As this may be relevant for all patients exposed
to vardenafil the patient should be advised that in the case of sudden visual defect, he should stop
taking Vardenafil Inovamed and consult immediately a physician (see section 4.3).

[.]

4.8 Undesirable effects
[...]
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System Organ very Common | Uncommon Rare Not known
Class common | (>1/100to | (>1/1,000 to (>1/10,000 to (cannot be
(=1/10) <1/10) <1/100) <1/1,000) estimated from
the available data)
[...]
Eye disorders Visual Increase in Non-arteritic
disturbance intraocular anterior ischemic
Ocular pressure optic neuropathy
hyperaemia Visual defects
Visual colour Lacrimation Central Serous
distortions increased Chorioretinopathy
Eye pain and eye (CSCR) (see
discomfort section 4.4)
Photophobia
[...]
Skin and Erythema Photosensitivity | Stevens-Johnson
subcutaneous Rash reaction syndrome
tissue disorders (SJS)/toxic
epidermal

necrolysis (TEN)
(see section 4.4)
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