Patient Package Insert

Prescription Only Medicine
Carefully read the entire leaflet before starting use
TALISTA®5, 10. 20 FILM COATED TABLETS

COMPOSITION:

TALISTA 5 mg Film Coated tablets: Each tablet contains 5 mg Tadalafil.

TALISTA 10 mg Film Coated tablets: Each tablet contains 10 mg Tadalafil.
TALISTA 20 mg Film Coated tablets: Each tablet contains 20 mg Tadalafil.
THERAPEUTIC ACTIVITY: TALISTA belongs to a group of medicines called
phosphodiesterase type 5 inhibitors (PDE5).

APPROVED INDICATIONS: TALISTA 5, 10, 20 are used for the treatment of erectile
dysfunction in men, for obtaining and maintaining an erection. TALISTA 5 mg is
also indicated for the treatment of symptoms of benign prostatic hyperplasia
(BPH).

WHEN SHOULD THE PREPARATION NOT BE USED?

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse
reactions may occur during the course of taking this medicine. Like all medicines,
using TALISTA may cause side effects in some users. Do not be alarmed by the
list of side effects; you may not experience any of them.

Common side effects: headache, back pain, muscle aches, pain in arms and legs,
facial flushing, nasal congestion and indigestion.

Dizziness was reported more frequently in men over 75 years of age who took
TALISTA. Diarrhea was reported more frequently in men over 65 years of age who
took TALISTA.

Uncommon side effects: rash, stomach ache, blurred vision, eye pain, nose

- You are sensitive to Tadalafil.

- You are taking, intermittently or continuously, medicines containing nitrates.
Simultaneous use may increase the hypotensive action of these medications.

- You have had myocardial infarction within the last 90 days; you suffer from
unstable angina, hypertension or uncontrolled arrhythmias, hypotension (lower
than 90/50) or following a stroke that occurred in the past six months.

- You are suffering or have previously suffered from vision loss as a result of a
medical condition called NAION (Non-Arteritic Anterior Ischemic Optic
Neuropathy).

- This medicine is not intended for use in patients under 18 years of age or in
women.

- You are taking riociguat. This medicine is used to treat high blood pressure in
the lungs or secondary to blood clots. PDE5 inhibitors, such as TALISTA, have
been shown to increase the hypotensive effects of this medicine. If you are
taking riociguat or are unsure, tell your doctor.

DO NOT TAKE THE MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you
suffer from sickle cell anemia, multiple myeloma or leukemia. If you have an
anatomical deformation of the penis or other conditions that may cause
prolonged erection. If you are suffering or have previously suffered from impaired
cardiac function (sexual activity involves a certain risk to heart patients as it puts
an extra strain on the heart). If you are suffering or have previously suffered from
uncontrolled high or low blood pressure. If you have had a stroke. If you are
suffering or have previously suffered from liver problems. If you are suffering or
have previously suffered from kidney problems. If you suffer from retinitis
pigmentosa, a rare genetic eye disease. If you are suffering or have previously
suffered from impaired vision. If you have a gastric ulcer. If you suffer from
bleedings.

WARNINGS:

- A person who is taking TALISTA and is in need of medical care, due to chest
pain for example, must inform the medical staff that he is taking this medicine, to
avoid being treated with nitrates! In case the patient is in need of nitrate
treatment, at least 48 hours must pass from the last dose of TALISTA. Treatment
will be conducted only under close medical supervision.

- Using medicines (such as TALISTA) that belong to the group of
phosphodiesterase type 5 inhibitors (PDE5) may cause a rare condition of sudden
loss of vision as a result of obstruction of blood flow to the optic nerve (NAION).
Analysis of data suggests that the risk of this condition increases within 1- 4 days
of taking drugs from this family in patients suffering from erectile dysfunction.
This condition may lead to decreased vision and even to blindness.

- Although this condition is rare, inform the doctor if you have suffered in the past
from decreased vision or immediately if you feel a change in vision during
treatment with the medicine.

- Decreased or sudden hearing loss has been noted in some patients taking
Tadalafil. Although it is not known if the event is directly related to Tadalafil, if you
experience decreased or sudden hearing loss, stop taking TALISTA and contact
your doctor immediately.

- In the event that the erection lasts for over 4 hours, contact your doctor
immediately.

Note: this medicine contains Lactose.

TAKING TALISTA WITH FOOD AND DRINK: TALISTA may be taken with or without
food. Do not take TALISTA together with grapefruit juice, as this combination may
affect the level of TALISTA in your blood.

DRIVING AND DRINKING ALCOHOL: Before driving or operating machines, make
sure that taking this medicine does not involve dizziness. Drinking alcohol may
impair the ability to obtain an erection. It is recommended to avoid excessive
alcohol consumption as it may also increase the risk of dizziness when standing
up from alying position.

DRUG INTERACTIONS: If you are taking other medicines, including non-
prescription medications and food supplements, inform your doctor or
pharmacist. It is particularly important to inform your doctor or pharmacist if you
are taking:

- Nitrate medications.

- Medicines belonging to the guanylate cyclase stimulators family (such as
riociguat). Do not take concurrently with TALISTA. Simultaneous use may cause
symptomatic hypotension.

- Medicines that belong to the group of alpha blockers (such as doxazosin), used
for the treatment of benign prostatic hyperplasia (BPH), or other medications used
for the treatment of hypertension concomitant use may increase the effect
(lowering blood pressure) of these medications.

- Medicines that belong to the group of 5 alpha reductase inhibitors (such as
finasteride, used for the treatment of benign prostatic hyperplasia (BPH) and hair
loss in men)since no official studies examining the effect of the combination
between these two drugs were conducted, you should notify your doctor if you
are taking a medication from this group.

- The following medicines may affect the level of TALISTA in your blood: certain
oral antifungal medications (such as ketoconazole and itraconazole); antibiotics
from the macrolide family (such as erythromycin and clarithromycin); medicines
for the treatment of AIDS virus, that belong to the group of protease inhibitors
(such as ritonavir and saquinavir); rifampicin (for the treatment of tuberculosis);
phenobarbital (for sleep); phenytoin and carbamazepine (for the treatment of
epilepsy); and theophylline (for the treatment of asthma).

- Do not use concomitantly additional medications for the treatment of erectile
dysfunction.

bleeds, difficulty in breathing, pounding heartbeat sensation, fast heart rate, high
blood pressure, low blood pressure, ringing or buzzing in the ear (tinnitus),
dizziness, blood in the urine, peripheral edema and feeling tired, heart burn,
nausea, vomiting.

Rare side effects: Partial, temporary, or permanent decrease or loss of vision in
one or both eyes; a sudden decrease or loss of hearing; fainting; epilepsy attack
and passing memory loss; swelling of the eyelids; redness of the eyes; hives
(itchy red welts on the surface of the skin); blisters or peeling skin; increased
sweating; presence of blood in semen; penile bleeding.

Rare cases of cardiac infarction and stroke were reported in most cases, there
was a preexisting heart problem before taking this drug.

Rare side effects that were not seen in clinical trials: migraine, facial edema,
serious allergic reaction which causes swelling of the face or throat, serious skin
rashes, some disorders affecting blood flow to the eyes, irregular heartbeats,
angina and sudden cardiac death.

Stop treatment and contact your doctor immediately if you experience: A
prolonged and painful erection after taking TALISTA. If the erection lasts
continuously for more than 4 hours, you should contact a doctor immediately.
Sudden loss of vision. An allergic reaction (including skin rash). Chest pain do
not use nitrates and seek medical treatment immediately. Consult your doctor if
one of the side effects becomes worse or if you are suffering from a side effect
not mentioned in this leaflet. For more information, ask your doctor. Tell your
doctor if you have any side effect that bothers you, is unusual, or does not go
away. If a side effect appears, if any of the side effects gets serious or if you
noticed side effects not mentioned in this leaflet, consult your doctor.
RECOMMENDED DOSAGE: Always use this medicine according to your doctor’s
instructions. You must check with your doctor or pharmacist if you are not sure.
The acceptable dose, unless otherwise prescribed by your doctor, for the
treatment of erectile dysfunction in men, for obtaining and maintaining an
erection:

TALISTA 10 and 20 mg: One tablet, at least 30 minutes prior to sexual activity. Do
not exceed the recommended dose. Do not take more than one tablet a day. The
tablet may be taken at any time during the day. The effect of TALISTA may last up
to 36 hours. Use of this medicine on a daily basis should be avoided, as the effect
of TALISTA lasts more than one day.

TALISTA 5 mg: The recommended and the acceptable dose unless otherwise
prescribed by your doctor, for the treatment of men suffering from erectile
dysfunction and symptoms of benign prostatic hyperplasia (BPH) is one tablet of
TALISTA 5 mg a day. TALISTA should be taken every day at approximately the
same time (regardless of sexual activity timing). The tablet is coated; therefore it
must not be split. This medicine must be taken at specific time intervals, as
determined by your attending doctor.

DIRECTIONS FOR USE: Do not chew or divide the tablet. Swallow the medicine
with sufficient amount of water. TALISTA may be taken with or without food. Do
not take TALISTA together with grapefruit juice, as this combination may affect
the level of TALISTA in your blood.When taken for the treatment of erectile
dysfunction, TALISTA does not work without sexual stimulation. TALISTA exists
in several forms, suited to the patient’s needs:

- TALISTA 10 mg and 20 mg: TALISTA enables you to obtain an erection in
response to sexual stimulation starting 30 minutes after administration and up to
36 hours afterwards. The maximal dose is one tablet per day. It is not
recommended for permanent daily use.

- TALISTA 5 mg: Taking TALISTA enables you to obtain an erection during sexual
stimulation at any point during the 24 hours of the day.

MISSED DOSE: If you forget to take this medicine at the specified time, take the
dose as soon as you remember. If it is close to your next dose do not take the
missed dose, just take the next dose at regular time, but never take a double
dose. If you have missed several doses, inform your doctor immediately.
OVERDOSE: In case of accidental overdose or if a child uses this medicine by
accident, seek professional assistance or rush to a hospital emergency room
accompanied with the medicine’s package.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete
the full course of treatment as instructed by the doctor. Even if there is an
improvement in your health do not discontinue using this medicine without
consulting your doctor.

AVOID POISONING: This medicine contains substances, which can be poisonous
or fatal in large doses to children and/or infants, therefore must be kept out of
their reach. Don't induce vomiting without physician instructions. This medicine
has been prescribed for the treatment of your illness; it may harm other patients.
Do not give this medicine to your relatives, neighbors, or anybody else. Do not
take medicine in the dark! Check the label and the dose each time you take your
medicine.

STORAGE: Store tablets at temperature not exceeding 25°C. Even if kept in their
original container and stored as recommended; medicines may be kept for a
limited period only. Please note the expiry date of the medicine! In case of doubt
consult the pharmacist who dispensed the medicine to you.

PRESENTATION:

TALISTA 5 mg FCT: A carton box with 14 FCT in PVC/PVDC-Aluminum blister.
TALISTA 10 mg FCT: A carton box with 1, 2, & 14 FCT in PVC/PVDC-Aluminum
blister.

TALISTA 20 mg FCT: A carton box with 1 & 2 FCT in PVC/PVDC-Aluminum blister.
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Industrial Zone P.O. Box 677— Ramallah, Palestine
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	COMPOSITION:
	THERAPEUTIC ACTIVITY: TALISTA belongs to a group of medicines called phosphodiesterase type 5 inhibitors (PDE5).
	APPROVED INDICATIONS: TALISTA 5, 10, 20 are used for the treatment of erectile dysfunction in men, for obtaining and maintaining an erection. TALISTA 5 mg is also indicated for the treatment of symptoms of benign prostatic hyperplasia (BPH).
	PRESENTATION:
	TALISTA 5 mg FCT: A carton box with 14 FCT in PVC/PVDC-Aluminum blister.
	TALISTA 10 mg FCT: A carton box with 1, 2, & 14 FCT in PVC/PVDC-Aluminum blister.
	TALISTA 20 mg FCT: A carton box with 1 & 2 FCT in PVC/PVDC-Aluminum blister.
	Pharmacare PLC- Beitunia
	Industrial Zone P.O. Box 677– Ramallah, Palestine
	الشكل والمحتوى:
	- تاليستا 5 ملغم حبوب مغلفة: علبة تحتوي على 14 حبة مغلفة في شريط PVC/PVDC-Aluminum.
	- تاليستا 20 ملغم حبوب مغلفة: علبة تحتوي على 1 و2 حبة مغلفة في شريط PVC/PVDC-Aluminum.



