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PACKAGE LEAFLET: INFORMATION FOR THE USER

Delaysin

1. Description:

Each tablet contains 30 mg of the active ingredient Dapoxetine.

2. Category:

Short-acting selective serotonin re-uptake inhibitors

3. Indication:

Premature ejaculation in men (18-64) who meet all the following
criteria:

« Poor control over ejaculation

« A history of premature ejaculation over the past 6 months

- Marked distress or interpersonal difficulty as a consequence of
premature ejaculation

« An intravaginal ejaculatory latency time of less than two minutes

4. General tips for the patient:

« 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 Dapoxetine or any other drugs.

« Test for hypotension before starting treatment. Avoid taking
Dapoxetine if hypotension occurs.

+ Swallow this medicine whole with at least one full glass of water

« If you feel very weak, dizzy or drowsy, immediately lie down with
your head lower than the rest of your body, or sit with your head
between your knees to relieve symptoms.

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

« This medicine may make you sleepy. If this happens, do not drive
or use tools or machines.

+ Do not drink alcohol

5. Warnings and Precautions:

« If you have a history of illness, syncope, mania, bipolar disorder or
acute depression.

"Avoid continuing to use if mental disorder develops ".

+ Hepatic impairment: avoid in moderate to severe impairment

« Eye disorders: The use of Dapoxetine has been associated with
ocular effects such as mydriasis and eye pain. Dapoxetine should
be used with caution in patients with raised intraocular pressure or
those at risk of angle closure glaucoma.

« Epilepsy: In case of seizures, stop taking the drug.

« Lactose intolerance: Patients with rare hereditary problems of
galactose intolerance, total lactase deficiency or glucose-galactose
malabsorption should not take this medicine.

+ Renal impairment: Dapoxetine is not recommended for use in
patients with severe renal impairment and caution is advised in
patients with mild or moderate renal impairment. Renal
impairment use with caution if eGFR 30-80 mL/minute/1.73 m2;
avoid if eGFR less than 30 mL/minute/1.73 m2.

+ Haemorrhage: Caution in patients using Dapoxetine, particularly in
concomitant use with medicinal products known to affect platelet
function (e.g., atypical antipsychotics and phenothiazine,
acetylsalicylic acid, Nonsteroidal anti-inflammatory drugs [NSAIDs],
anti-platelet agents) or anticoagulants (e.g., warfarin), as well as in
patients with a history of bleeding or coagulation disorder.

+ Depression and/or psychiatric disorders: Men with signs and
symptoms of depression should be evaluated before treatment
with Dapoxetine. Concomitant treatment of Dapoxetine with
antidepressants, including SSRIs and SNRIs, is contraindicated.

« Caution when taking medications such as ecstasy, methyl
dioxymethamphetamine, lysergic acid diethylamide, narcotics,
benzodiazepines.

Generic Name: Dapoxetine

6. Drug interactions:

+ Monoamine oxidase (MAO) inhibitors, which are antidepressants,
thioridazine, lithium, linezolid, tryptophan, St. John's wort,
tramadol, and anti-migraine drugs.

« Do not take the above drugs with Dapoxetine. If you use the above
drugs, you should wait 14 days after stopping the use of these
drugs and then start taking Dapoxetine. You should wait 7 days
after stopping Dapoxetine to start taking the above drugs and then
start taking these drugs.

+ The main drugs for the treatment of fungal infections:
Ketoconazole, litraconazole, fluconazole

« HIV-specific drug: Ritonavir, Sakuinavir, Nelfinavir, Atazanavir

« Specific antibiotics: Erythromycin, Clarithromycin, Telithromycin

+ Nefazodone

« Grapefruit juice

« Ethanol

+ Blood thinner such as warfarin

« Amprenavir, Fosamprenavir

« Aprepitant

« Verapamil, Diltiazem

- Tadalafil, Sildenafil, Vardenafil

7. Pregnancy and lactation

Dapoxetine is not indicated for use by women.

8. A and hod of i

Adult men (18-64):

« Treatment with Dapoxetine should be started at a dose of 30 mg.

- It should be taken about 1 to 3 hours before sexual activity.

« It should be used only once every 24 hours.

* Review treatment after 4 weeks (or 6 doses) and at least every 6
months thereafter

Men over 65:

« The efficacy and safety of Dapoxetine in patients over 65 years of
age have not been established.

Treatment cessation: The dose should preferably be reduced
gradually over about four weeks or longer if withdrawal symptoms
emerge (6 months in patients who have been on long-term
maintenance treatment).

9. Over-dosage:

In case of intake of an overdose, inform your doctor immediately.
Supportive treatment should be adopted as required.

10. Side effects:

Like all medicines, Dapoxetine 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

+ Common or very common

anxiety, asthenia, concentration impaired, constipation, diarrhea,
dizziness, drowsiness, dry mouth, gastrointestinal discomfort,
gastrointestinal disorders, headache, hypotension, mood altered,
nausea, paresthesia, sexual dysfunction, sinus congestion, sleep
disorders, sweat changes, syncope, tinnitus, tremor, vasodilation,
vision blurred, vomiting, yawning

« Uncommon

Akathisia, arrhythmias, abnormal behavior, confusion, depression,
eye pain, feeling abnormal, feeling hot, hypertension, level of
consciousness decreased, mydriasis, pruritus, taste altered,
thinking abnormal, vertigo

11. Storage:

Store the medicine at a temperature below 30° C, away from light
and moisture.

12. Packaging:

Each box contains 6 tablets with a leaflet.
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Each tablet contains 60 mg of the active ingredient Dapoxetine.
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Short-acting selective serotonin re-uptake inhibitors

3. Indication:

Premature ejaculation in men (18-64) who meet all the following
criteria:

« Poor control over ejaculation

« A history of premature ejaculation over the past 6 months

- Marked distress or interpersonal difficulty as a consequence of
premature ejaculation

« An intravaginal ejaculatory latency time of less than two minutes

4. General tips for the patient:

« 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 Dapoxetine or any other drugs.

« Test for hypotension before starting treatment. Avoid taking
Dapoxetine if hypotension occurs.

+ Swallow this medicine whole with at least one full glass of water

« If you feel very weak, dizzy or drowsy, immediately lie down with
your head lower than the rest of your body, or sit with your head
between your knees to relieve symptoms.

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

« This medicine may make you sleepy. If this happens, do not drive
or use tools or machines.

+ Do not drink alcohol

5. Warnings and Precautions:

« If you have a history of illness, syncope, mania, bipolar disorder or
acute depression.

"Avoid continuing to use if mental disorder develops ".

+ Hepatic impairment: avoid in moderate to severe impairment

« Eye disorders: The use of Dapoxetine has been associated with
ocular effects such as mydriasis and eye pain. Dapoxetine should
be used with caution in patients with raised intraocular pressure or
those at risk of angle closure glaucoma.

« Epilepsy: In case of seizures, stop taking the drug.

« Lactose intolerance: Patients with rare hereditary problems of
galactose intolerance, total lactase deficiency or glucose-galactose
malabsorption should not take this medicine.

+ Renal impairment: Dapoxetine is not recommended for use in
patients with severe renal impairment and caution is advised in
patients with mild or moderate renal impairment. Renal
impairment use with caution if eGFR 30-80 mL/minute/1.73 m2;
avoid if eGFR less than 30 mL/minute/1.73 m2.

+ Haemorrhage: Caution in patients using Dapoxetine, particularly in
concomitant use with medicinal products known to affect platelet
function (e.g., atypical antipsychotics and phenothiazine,
acetylsalicylic acid, Nonsteroidal anti-inflammatory drugs [NSAIDs],
anti-platelet agents) or anticoagulants (e.g., warfarin), as well as in
patients with a history of bleeding or coagulation disorder.

+ Depression and/or psychiatric disorders: Men with signs and
symptoms of depression should be evaluated before treatment
with Dapoxetine. Concomitant treatment of Dapoxetine with
antidepressants, including SSRIs and SNRIs, is contraindicated.

« Caution when taking medications such as ecstasy, methyl
dioxymethamphetamine, lysergic acid diethylamide, narcotics,
benzodiazepines.

Generic Name: Dapoxetine

6. Drug interactions:

+ Monoamine oxidase (MAO) inhibitors, which are antidepressants,
thioridazine, lithium, linezolid, tryptophan, St. John's wort,
tramadol, and anti-migraine drugs.

« Do not take the above drugs with Dapoxetine. If you use the above
drugs, you should wait 14 days after stopping the use of these
drugs and then start taking Dapoxetine. You should wait 7 days
after stopping Dapoxetine to start taking the above drugs and then
start taking these drugs.

+ The main drugs for the treatment of fungal infections:
Ketoconazole, litraconazole, fluconazole

« HIV-specific drug: Ritonavir, Sakuinavir, Nelfinavir, Atazanavir

« Specific antibiotics: Erythromycin, Clarithromycin, Telithromycin

+ Nefazodone

« Grapefruit juice

« Ethanol

+ Blood thinner such as warfarin

« Amprenavir, Fosamprenavir

« Aprepitant

« Verapamil, Diltiazem

- Tadalafil, Sildenafil, Vardenafil

7. Pregnancy and lactation

Dapoxetine is not indicated for use by women.

8. A and hod of i

Adult men (18-64):

« Treatment with Dapoxetine should be started at a dose of 60 mg.

- It should be taken about 1 to 3 hours before sexual activity.

« It should be used only once every 24 hours.

* Review treatment after 4 weeks (or 6 doses) and at least every 6
months thereafter

Men over 65:

« The efficacy and safety of Dapoxetine in patients over 65 years of
age have not been established.

Treatment cessation: The dose should preferably be reduced
gradually over about four weeks or longer if withdrawal symptoms
emerge (6 months in patients who have been on long-term
maintenance treatment).

9. Over-dosage:

In case of intake of an overdose, inform your doctor immediately.
Supportive treatment should be adopted as required.

10. Side effects:

Like all medicines, Dapoxetine 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

+ Common or very common

anxiety, asthenia, concentration impaired, constipation, diarrhea,
dizziness, drowsiness, dry mouth, gastrointestinal discomfort,
gastrointestinal disorders, headache, hypotension, mood altered,
nausea, paresthesia, sexual dysfunction, sinus congestion, sleep
disorders, sweat changes, syncope, tinnitus, tremor, vasodilation,
vision blurred, vomiting, yawning

« Uncommon

Akathisia, arrhythmias, abnormal behavior, confusion, depression,
eye pain, feeling abnormal, feeling hot, hypertension, level of
consciousness decreased, mydriasis, pruritus, taste altered,
thinking abnormal, vertigo

11. Storage:

Store the medicine at a temperature below 30° C, away from light
and moisture.

12. Packaging:

Each box contains 6 tablets with a leaflet.
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