Topical gel

€recgel 1%
Sildenafil

Generic name: Sildenafil

Description: Each aluminum tube contains 15 gram
sildenafil citrate %1 w/w gel as an active ingredient.
Category: Phosphodiesterase type 5 inhibitor
Indications: Sildenafil is indicated for the treatment of
erectile dysfunction in men and sexual arousal disorder in
women. Sildenafil makes smooth muscle relax and blood
flow into the corpus cavernosum, produces an erection
in men and sexual arousal in women. Without sexual
stimulation, sildenafil has no sexual effect.

Onset of action is within 30 minutes after administration.
Duration of action is up to 4 hours but with less response
than that seen at 2 hours.

Guidance for proper use:

This medicine has been prescribed for you personally
and you should not pass it on to others. It may harm
them, even if their symptoms are the same as yours.
+ Read all of this leaflet carefully before you start taking this
medicine. Keep this leaflet, you may need to read it again.
« Before you take this drug consult your doctor if:

1) Using any other medications.

2) Hypersensitivity to sildenafil or any other drugs.

3) Having any other medical problems or having history of;
including any cardiovascular disease, ophthalmic disorders,
any hepatic or renal function impairment, pulmonary veno-
occlusive disease.

4) Pregnancy and breast-feeding.

« If you have further questions, please ask your doctor or
pharmacist.

Contraindications:

Except under special circumstances, this medication
should not be used when the following medical
problems exist:

* Hypersensitivity to sildenafil.

+ Abnormalities of the penis, such as: anatomical deformity,
angulation of the penis.

« History of or priapism.

+ Administration with nitrates including nitroglycerin,
isosorbide dinitrate, nitroprosside. (Sildenafil potentiates
the hypotensive effect of nitrates; concomitant use is
contraindicated.)

+ Patients whom vasodilation or sexual activity are
inadvisable.

+ Age over 50 years, coronary artery disease, diabetes,
hyperlipidemia, hypertension or smoking.

» Autonomic dysfunction, coronary artery disease causing
unstable angina, fluid depletion, hypertension resulting
in a blood pressure over 100/170 mmHg or hypotension
resulting in a blood pressure below 50/90 mmHg, severe
left ventricular outflow obstruction, history of life-threatening
arrhythmia within the previous 6 months, history of
myocardial infarction within the previous 6 months, other
cardiovascular disease, cardiac failure, history of stroke
within the previous 6 months.

+ Previous history of Non-Arteritic Anterior Ischemic Optic
Neuropathy (NAION) in one eye, retinitis pigmentosa,
hereditary degenerative retinal disorders.

Pregnancy and breast-feeding:

Do not use this drug during pregnancy and breast-feeding.
Warning and precautions:

+ Use this drug complying with your physician's therapy
dose recommendations.

+ Sildenafil does not protect against sexually transmitted
disease; to know about proper protection, counsel with your
physician or pharmacist.
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- If a prolonged erection occurs (4 or more hours in duration),
check with physician immediately; If priapism is not treated
immediately, penile tissue damage and permanent loss of
potency could result.

+ Seek medical attention if sudden loss of vision in one or
both eyes occurs.

+ Prevent exposure to your eyes.

» Do not use the medicine after the expiry date stated on
the carton.

+ Keep the drug out of reach of children.

« Close the tube tightly immediately after each use.

Drug interactions:

Bring a list of all your medications you are taking or plan
to take to your health care provider. Sildenafil may interact
with following drugs. Do not take other medications unless
prescribed by your physician;

+ Sildenafil is contraindicated in combination with nitrates,
including Nitroglycerin, Isosorbide dinitrate.

Dosing and administration:

The exact amount of medicine should be prescribed by
your doctor. However usual adult dosing is mentioned
as follow:

Erectile dysfunction in men: Apply a thin layer on the
glans penis half an hour before intimacy.

Sexual arousal disorder in women: Apply a thin layer on
the clitoral area half an hour before intimacy.

Geriatric patients: Use the drug under supervision of your
physician.

Side/Adverse effects:

Like all medicines, sildenafil may have side effects. If you
notice any side effects not mentioned in this leaflet, or if
any of the side effects become serious, please inform your
doctor or pharmacist immediately:

Erecgel®as a topical product, has less side effects and more
tolerability compared to sildenafil oral tablets. Although
more frequently side effects of sildenafil oral tablets may
be occured by using Erecgel® which are written as below:
Sildenafil produces a transient decrease in blood pressure
through vasodilation. This hypotensive effect was most
prominent at 1 to 2 hours after the dose was administered.
Orthostatic hypotension-dizziness or lightheadedness,
especially when getting up from a lying or sitting position
may occur. Other side effects are flushing, headache,
dizziness, dyspepsia, diarrhea, vomiting, myalgia (aches or
pains in muscles), nasal congestion and visual disturbances
such as blurred vision.

Allergic reaction (skin rash; hives; itching of skin) have been
also reported.

Retinal hemorrhage has occurred and non-arteritic anterior
ischemic optic neuropathy (NAION) causing permanent
loss of vision has been reported rarely associated with
sildenafil oral tablet use.

There is no need to worry about above mentioned side
effects. Most patients do not experience any of them.
Over-dosage:In case of intake of an accidental or voluntary
overdose, inform your doctor immediately. Supportive
treatment should be adopted as required.

Storage: Store below °30C. Protect from light, moisture
and freezing.

Packaging: Erecgel® is supplied in aluminum tubes, each
containing 15 gr sildenafil citrate %1 gel. Each tube and a
leaflet is packed in one cardboard box.

References:
1. United State Pharmacopoeia Drug Information (2007 Edition))
2. BNF ( 68™ Edition )
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