Package Leaflet: Information for The User
Dapoxetine 30 mg film coated tablets
Dapoxetine 60 mg film coated tablets
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1.What dapoxetine is and what it is used for

Dapoxetine belongs to a group of medicines called ‘selective serotonin reuptake inhibitors’ (SSRls).
Dapoxetine may also be known as a ‘urological’ medicine. Dapoxetine increases the time it takes to
ejaculate and can improve the control over the ejaculation. This may reduce the frustration or worry
about fast ejaculation. Dapoxetine is used to treat premature ejaculation in adult men aged 18 to 64
years.

General information

Premature ejaculation is when a man ejaculates with little sexual stimulation and before the man wants.
This can cause problems for the man and may cause problems in sexual relationships.

2.What you need to know before you use dapoxetine
Do not use dapoxetine

e you are allergic to dapoxetine or any of the other ingredients of this medicine

e you have heart problems, such as heart failure or problems with the heart rhythm
you have a history of fainting

you have ever had mania or severe depression

you have moderate or severe liver problems.

you are taking:

e Medicines for depression called ‘monoamine oxidase inhibitors’ (MAOIs)
e Thioridazine used for schizophrenia
e Other medicines for depression



e Lithium

Linezolid

Tryptophan

St John’s wort

Tramadol

e Medicines used to treat migraines.

& Warnings and precautions

Talk to your doctor, pharmacist or nurse before taking dapoxetine if:

e You have not been diagnosed with premature ejaculation

e You also have another sexual problem, such as erectile dysfunction

e You have a history of dizziness from low blood pressure

e You use recreational drugs such as ecstasy, LSD, narcotics or benzodiazepines
e You drink alcohol

e You have ever had a mental health problem

e You have epilepsy

e You have a history of bleeding or blood clotting problems

e You have kidney problems

e You have, or are at risk of, high pressure in the eye (glaucoma)

Other medicines and dapoxetine

Tell your doctor or pharmacist if you are taking any of the following medicines:

e Medicines for mental health problems other than depression

e Non-steroidal anti-inflammatory medicines such as ibuprofen or acetylsalicylic acid

e Medicines to thin your blood, such as warfarin

e Certain medicines used to treat erectile dysfunction, such as sildenafil, tadalafil or vardenafil, as
these medicines may lower your blood pressure, possibly upon standing

e (Certain medicines used to treat high blood pressure and chest pain (angina) (such as verapamil
and diltiazem), or enlarged prostate, as these medicines may also lower your blood pressure,
possibly upon standing

e (Certain other medicines for fungal infection, such as fluconazole

e Certain other medicines for HIV, such as amprenavir and fosamprenavir

e Certain other antibiotics for treating infection, such as erythromycin and clarithromycin

e Aprepitant



Pregnancy and breastfeeding

This medicine should not be taken by women.

Driving and using machines

You may feel sleepy, dizzy, faint, have difficulty concentrating and blurred vision while taking this
medicine. If you experience any of these or similar effects, you should avoid driving or operating
hazardous machinery. The effects of alcohol may be increased if taken with this medicine and you may
be more at risk of injury from fainting or from other side effects if you take this medicine with alcohol.

3.How to use dapoxetine

Always take this medicine exactly as your doctor or pharmacist has told you. Check with your doctor or
pharmacist if you are not sure.

e The recommended dose is 30 mg. Your doctor may increase the dose to 60 mg

e Only take the medicine 1 to 3 hours before sexual activity is anticipated

e Do not take this medicine more than once every 24 hours or every day

o Swallow the tablets whole to avoid a bitter taste, with at least one full glass of water. This may
help lower your chance of fainting

e This medicine can be taken with or without food

If you use more dapoxetine than you should

Tell your doctor or pharmacist if you have taken more tablets than you should. You may feel sick or be
sick.

If you stop taking dapoxetine

Talk to your doctor before you stop taking this medicine. You may have problems sleeping and feel dizzy
after you stop taking this medicine, even if you have not taken it every day.
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"j 4.Possible side effects
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Common side effects (may affect up to 1 in 10 people)

o Feeling dizzy
e Headache
o Feeling sick.



Uncommon side effects (may affect up to 1 in 100 people)

Fainting or feeling dizzy upon standing (see advice above)
Change in mood, feeling overly excited or feelings of paranoia
Feeling confused, disoriented or unable to think clearly
Slow or irregular heartbeat or increase in heart rate

Loss of sex drive, problems reaching orgasm

Feeling weak, sedated, lethargic or fatigued

Feeling depressed, nervous or indifferent

Feeling hot, jittery, abnormal or drunk

Vision problems, eye pain or dilated pupils

Low or high blood pressure

Feeling itchy or cold sweat

Spinning sensation

Abnormal taste

Teeth grinding.

Rare side effects (may affect less than 1 in 1000 people)

Feeling dizzy following exertion
Sudden onset of sleep
Urgency of bowel action.

5.How to store dapoxetine

This medicinal product does not require any special storage conditions.

Keep this medicine out of the sight and reach of children.



Do not use this medicine after the expiry date which is stated on the carton after EXP. The expiry date
refers to the last day of that month.

Do not throw away any medicines via wastewater or household waste.

Contact with Saudi Food Drugs Authority

Call Center 19999
Phone 0118806000-0112038222
Free Phone 8002490000

Email: webmaster@sfda.gov.sa
Postal address
Saudi Food & Drugs Authority
(3292) North Road - Al Nafal
Unit (1)
Riyadh 13312 — 6288
Saudi Arabia



mailto:webmaster@sfda.gov.sa
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