
توجّه فورًا إلى الطبيب أو إلى غرفة الطوارئ في المستشفى، مصطحباً عبوّة 
الدواء معك. 

إذا نسيت تناول الدواء
إذا نسيت تناول هذا الدواء في الوقت المحدد، تناوله فور تذكرك، ولكن لا 
يجوز لك تناول جرعة مضاعفة تعويضًا عن الجرعة المنسية. لا يجوز تناول 

تاداليس تيڤع أكثر من مرة واحدة في اليوم.
يجب الاستمرار في العلاج حسَب توصية الطبيب.

يمُنع تناول الأدوية في الظلام! تحققّ من الملصق على عبوّة الدواء ومن 
الجرعة الدوائيةّ في كلّ مرّة تتناول فيها دواء. ضع النظّارات الطبيّة إذا كنت 

بحاجة إليها.
إذا كانت لديك أسئلة إضافيةّ بالنسبة إلى استعمال الدواء فاستشِر الطبيب أو 

الصيدليّ. 
الأعراض الجانبية4. 

كجميع الأدوية، قد يسببّ استعمال تاداليس تيڤع أعراضًا جانبية لدى قسم 
من  الجانبيةّ.  الأعراض  قائمة  قراءة  عند  تندهش  لا  المستخدِمين.  من 
المحتمل ألّا تعاني من أيٍّ منها. تكون ردود الفعل هذه طفيفة حتى معتدلة 

غالبا.
يجب التوقفّ عن العلاج والتوجّه إلى الطبيب فورا في حال عانيت من:

رد فعل تحسسي بما في ذلك طفح جلدي )وتيرة غير شائعة(. 	
آلام في الصدر – لا يجوز استعمال أدوية من نوع نِتراتات، ويجب التوجه  	

فورًا لتلقي علاج طبي )وتيرة غير شائعة(.
	  (priapism( تيڤع  تاداليس  تناول  بعد  مؤلم  وربما  متواصل،  انتصاب 

 4 من  لأكثر  واستمر  متواصل،  انتصاب  لديك  كان  إذا  نادرة(.  )وتيرة 
ساعات متتالية، عليك مراجعة الطبيب فورًا.

أو  	 غائمة  مشوهة،  مركزية  رؤية  نادرة(،  )وتيرة  المفاجئ  النظر  فقدان 
مشوشة أو تدني مفاجئ في الرؤية )وتيرة غير معروفة(.

الأعراض الجانبية الأخرى التي تم الإبلاغ عنها:
أعراض جانبية شائعة )لوحظت لدى 10-1 مستعملين من بين 100): 

صداع، ألم في الظهر، آلام في العضلات، آلام في اليدين والساقين، احمرار 
الوجه، احتقان الأنف، واضطرابات في الهضم.

أعراض جانبية غير شائعة )لوحظت لدى 10-1 مستعملين من بين 1,000):
دوخة، ألم في البطن، غثيان، حالات تقيؤ، حرقة، ضبابية في الرؤية، ألم في 
العينين، صعوبات في التنفس، وجود دم في البول، انتصاب متواصل، شعور 
بخفقان القلب، نبض سريع، ضغط دم مرتفع، ضغط دم منخفض، أنزفة من 
الأنف، صفير أو طنين في الأذن )Tinnitus(، وذمة في اليدين، القدمين أو 

الكاحلين، وشعور بالتعب.
أعراض جانبية نادرة )لوحظت لدى 10-1 مستعملين من بين 10,000): 
العينين،  احمرار  الجفنين،  تورم  عابر،  ذاكرة  وفقدان  اختلاجات  إغماء، 
حمراء  جلدية  )كدمات  شرى  السمع،  فقدان  أو  المفاجئ  السمع  انخفاض 

وحاكة(، نزيف من القضيب، وجود دم في المني وتعرّق زائد. 
تم الإبلاغ عن حالات نادرة من نوبة قلبية وسكتة دماغية أيضًا لدى الرجال 
الذين يتناولون تادالافيل. كان يعاني معظم هؤلاء الرجال من مشاكل قلبية قبل 

أن بدأوا بتناول الدواء.
في حالات نادرة، تم الإبلاغ عن انخفاض جزئي، مؤقت أو ثابت في الرؤية 

أو فقدان الرؤية في عين واحدة أو في كلتا العينين.

تناولوا  الذين  الرجال  لدى  النادرة  الجانبية  الإبلاغ عن بعض الأعراض  تم 
تادالافيل، ولكن هذه الأعراض لم تظهر في التجارب السريرية. تشتمل هذه 

الأعراض على:
الشقيقة، وذمة في الوجه، رد فعل تحسسي حاد يتجسد في وذمة في الوجه  	

أو الحنجرة، طفح شديد في الجلد، اضطرابات في تدفق الدم إلى العينين، 
نظم قلب غير منتظمة، ذبحة صدرية، وموت مفاجئ لأسباب قلبية.

رؤية مركزية مشوهة، غائمة، مشوشة أو تدني مفاجئ في الرؤية )وتيرة  	
غير معروفة(.

حدثت حالات دوخة في أحيان قريبة أكثر لدى الرجال فوق سن 75 عامًا، 
لدى  أكثر  قريبة  أحيان  في  إسهال  حالات  وحدثت  تادالافيل.  تناولوا  الذين 

الرجال فوق سن 65 عامًا، الذين تناولوا تادالافيل. 
إذا ظهر عرض جانبي، إذا تفاقم أحد الأعراض الجانبيةّ أو إذا عانيت من 

أعراض جانبيةّ غير مذكورة في النشرة، عليك استشارة الطبيب.
الإبلاغ عن الأعراض الجانبيةّ

من الممكن تبليغ وزارة الصحّة عن أعراض جانبيةّ من خلال الضغط على 
الرابط "التبليغ عن أعراض جانبيةّ نتيجة لعلاج دوائي" الموجود على الصفحة 
الرئيسية في موقع وزارة الصحّة )www.health.gov.il( الذي يحوّلك إلى 
استمارة عبر الإنترنت للتبليغ عن الأعراض الجانبيةّ، أو عبر دخول الرابط: 

.https://sideeffects.health.gov.il

ن الدواء؟	.  كيف يخُزَّ
تجنب التسمّم! يجب حفظ هذا الدواء، وكلّ دواء آخر، في مكان مغلق، بعيدًا  	

عن متناول أيدي ومجال رؤية الأولاد و/أو الأطفال، وهكذا تتجنبّ التسمّم. 
لا تسببّ التقيؤّ من دون تعليمات صريحة من الطبيب.

يمُنعَ تناول الدواء بعد تاريخ انتهاء الصلاحية )exp. date( الظاهر على  	
العبوّة. تاريخ انتهاء الصلاحيةّ ينسب إلى اليوم الأخير من نفس الشهر.

	 .2	°C يجب التخزين في مكان جافّ، بدرجة حرارة أقل من
يمُنع إلقاء الأدوية في مياه الصرف الصحّيّ أو في سلةّ المهملات في البيت.  	

هذه  إنّ  الدواء.  من  التخلصّ  كيفية  إلى  بالنسبة  الصيدليّ  باستشارة  قم 
الوسائل ستساعد في حماية البيئة.

معلومات إضافية6. 
إضافة إلى المركّب الفعاّل، يحتوي الدواء أيضًا:

Lactose monohydrate, povidone, crospovidone, polyvinyl 
alcohol, sodium stearyl fumarate, sodium laurilsulfate, 
PEG 3350, titanium dioxide, talc, iron oxide yellow.

كيف يبدو الدواء وماذا تحوي العبوّة:
قرص مطلي، بيضوي، لونه بني - أصفر حتى أصفر. هناك خطوط تقسيم 

لأرباع في جانب واحد من القرص.
على الجانب الآخر للقرص مطبوع "20".

تحتوي عبوة تاداليس تيڤع 20 ملغ على 1، 4 أو 8 أقراص.
قد لا يتمّ تسويق جميع أحجام العبوّات.

اسم المُنتِج وصاحب التسجيل وعنوانه: 
تيڤع إسرائيل م.ض.، 

شارع دڨورا هنڤيئا 124، تل أبيب 6944020.
تم تحرير النشرة في كانون الأول 	202 وفق تعليمات وزارة الصحة.

رقم تسجيل الدواء في سجل الأدوية الرسمي في وزارة الصحة: 
154.90.34233
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PATIENT LEAFLET IN ACCORDANCE WITH THE 
PHARMACISTS’ REGULATIONS 

(PREPARATIONS) - 1986
This medicine is dispensed with a doctor’s 

prescription only

Tadalis Teva 20 mg
Tablets

Composition:
Each tablet contains:
Tadalafil 20 mg
to be used “on demand”

For information about inactive ingredients, see 
section 2 – ‘Important information about some of this 
medicine’s ingredients’ and section 6 – ‘Additional 
information’.

Read the entire leaflet carefully before using this 
medicine. This leaflet contains concise information 
about this medicine. If you have any further questions, 
consult your doctor or pharmacist.

This medicine has been prescribed for you. Do not 
pass it on to others. It may harm them, even if it 
seems to you that their medical condition is similar to 
yours.

1. WHAT IS THIS MEDICINE INTENDED FOR?
Tadalis Teva is indicated for the treatment of erectile 
dysfunction in men.

Therapeutic group: Urologicals, drugs used in 
erectile dysfunction.
Tadalis Teva contains the active ingredient tadalafil, 
which belongs to a group of medicines called 
phosphodiesterase type 5 inhibitors (PDE5 inhibitors).

Erectile dysfunction is when a man cannot get, or 
keep a hard, erect penis suitable for sexual activity. 
Tadalafil has been shown to significantly improve the 
ability to get a hard erect penis suitable for sexual 
activity.
Following sexual stimulation, Tadalis Teva works by 
relaxing the blood vessels in your penis, allowing the 
flow of blood into your penis. The result of this is 
improved erectile function. Tadalis Teva will not help 
you if you do not have erectile dysfunction.
It is important to note that Tadalis Teva does not work 
if there is no sexual stimulation. You and your partner 
will need to engage in foreplay, just as you would if you 
were not taking a medicine for erectile dysfunction.

2. BEFORE USING THIS MEDICINE
Do not use this medicine if:

 	 you are sensitive (allergic) to the active ingredient 
tadalafil or to any of the other ingredients that this 
medicine contains )see section 2 – ‘Important 
information about some of this medicine’s 
ingredients’ and section 6 – ‘Additional information’(.

 	 you are taking any form of organic nitrate or nitric 
oxide donors such as amyl nitrite. This is a group 
of medicines (“nitrates”) used in the treatment of 
angina pectoris (“chest pain”). Tadalafil has been 
shown to increase the effect of these medicines. If 
you are taking any form of nitrate or are unsure, 
tell your doctor.

 	 you have serious heart disease or had a heart 
attack within the past 90 days.

 	 you recently had a stroke within the last 6 months.
 	 you have low blood pressure or uncontrolled high 
blood pressure.

 	 you ever had loss of vision because of non-
arteritic anterior ischemic optic neuropathy 
(NAION), a condition described as “stroke of the 
eye”.

 	 you are taking riociguat. This medicine is used to 
treat pulmonary arterial hypertension (i.e., high 
blood pressure in the lungs) and chronic 
thromboembolic pulmonary hypertension (i.e., 
high blood pressure in the lungs attributable to 
blood clots). PDE5 inhibitors, such as Tadalis 
Teva, have been shown to increase the 
hypotensive effects of this medicine. If you are 
taking riociguat or are unsure, tell your doctor.

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

Special warnings regarding use of this medicine
Talk to your doctor before taking Tadalis Teva.
Be aware that sexual activity carries a possible risk to 
patients with heart disease, because it puts an extra 
strain on your heart. If you have a heart problem, you 
should consult with your doctor.

Before taking the tablets, tell your doctor if:
 	 you have sickle cell anemia (an abnormality of red 
blood cells).

 	 you have multiple myeloma (cancer of the bone 
marrow).

 	 you have leukemia (cancer of the blood cells).
 	 you have any deformation of your penis.
 	 you have a serious liver problem.
 	 you have a severe kidney problem.

It is not known if Tadalis Teva is effective in patients 
who have had:
 	 pelvic surgery.
 	 removal of all or part of the prostate gland in which 
nerves of the prostate are cut.

If you experience sudden decrease or loss of vision, 
or your vision is distorted or dimmed while you are 
taking Tadalis Teva, stop using Tadalis Teva and 
contact your doctor immediately.

Decreased or sudden hearing loss has been observed 
in some patients taking tadalafil. Although it is not 
known if the event is directly related to the use of 
tadalafil, if you experience decreased or sudden 
hearing loss, stop using Tadalis Teva and contact your 
doctor immediately.

Children and adolescents
This medicine is not intended for children and 
adolescents under the age of 18.

Interactions with other medicines
If you are taking or have recently taken other 
medicines, including non-prescription medicines 
and dietary supplements, tell your doctor or 
pharmacist.

Do not take Tadalis Teva if you are taking nitrates.

Some medicines may be affected by Tadalis Teva or 
they may affect how well Tadalis Teva works. Tell your 
doctor or pharmacist if you are already taking:
 	 an alpha blocker (used to treat high blood pressure 
or urinary symptoms associated with benign prostatic 
hyperplasia).

 	 other medicines to treat high blood pressure.
 	 riociguat.
 	 a 5-alpha reductase inhibitor (used to treat benign 
prostatic hyperplasia).

 	 medicines such as ketoconazole tablets (to treat 
fungal infections) and protease inhibitors for 
treatment of AIDS or human immunodeficiency 
virus (HIV) infection.

 	 phenobarbital, phenytoin and carbamazepine 
(anticonvulsant medicines).

 	 rifampicin, erythromycin, clarithromycin or 
itraconazole.

 	 other treatments for erectile dysfunction.

Using this medicine and food and beverages
Tadalis Teva tablets are for oral use in men only. 
Swallow the tablet or half tablet with some water. 
Tadalis Teva can be taken with or without food.
Grapefruit juice may affect how well Tadalis Teva 
works and should be taken with caution. Talk to your 
doctor for further information.

Using this medicine and alcohol consumption
Drinking alcohol may affect your ability to get an 
erection and may temporarily lower your blood 
pressure. If you have taken or are planning to take 
Tadalis Teva, avoid excessive alcohol consumption 
(blood alcohol level of 0.08% or higher), since this may 
also increase the risk of dizziness when standing up 
after lying down.

Fertility
In tests conducted in dogs, reduced sperm production 
was found. A reduction in sperm production has also 
been observed in some men. These effects are 
unlikely to harm fertility.

Driving and using machines
Some men taking tadalafil in clinical studies have 
reported dizziness. Check carefully how you respond 
to the tablets before driving or using machines.

Important information about some of this medicine’s 
ingredients
Tadalis Teva contains lactose. If you have been told 
by your doctor that you have an intolerance to some 
sugars, consult your doctor before using this 
medicine.
This medicine contains less than 1 mmol sodium (23 mg) 
per tablet, that is to say essentially ‘sodium free’.
	. HOW TO USE THIS MEDICINE?
Always use this medicine according to your doctor’s 
instructions. Check with your doctor or pharmacist if 
you are not sure about your dose or about how to take 
this medicine.
Only your doctor will determine your dose and how 
you should take this medicine.

The standard dose for the treatment of erectile 
dysfunction in men, unless otherwise prescribed 
by your doctor: 
The recommended starting dosage is 10 mg tadalafil 
(half a Tadalis Teva 20 mg tablet) before sexual 
activity. If the effect of this dosage is too weak, your 
doctor may increase the dosage to 20 mg tadalafil 
(one Tadalis Teva 20 mg tablet).
Your doctor may have prescribed you a dosage of 20 
mg tadalafil (one Tadalis Teva 20 mg tablet) as they 
decided that the recommended dosage of 10 mg is 
too weak for you.
Take Tadalis Teva at least 30 minutes before sexual 
activity.
Tadalis Teva may still be effective up to 36 hours after 
taking the medicine.
Do not take Tadalis Teva more than once a day. 
Tadalis Teva is intended for use prior to anticipated 
sexual activity and is not recommended for continuous 
daily use.

It is important to note that Tadalis Teva does not work 
if there is no sexual stimulation. You and your partner 
will need to engage in foreplay, just as you would if 
you were not taking a medicine for erectile 
dysfunction.

Do not exceed the recommended dose.

Splitting / crushing / chewing
Tadalis Teva 20 mg tablets have a score line. When 
necessary, the tablet may be split according to the 
instructions below:
Instructions for splitting the tablet in half (each 
half tablet contains 10 mg tadalafil for use “as 
necessary”):
1. Place the tablet on a hard and flat surface (e.g., a 

table) with the score lines facing up.
2. Place thumbs (or index fingers) of both hands on 

both sides of the tablet’s shorter score line at the 
same time.

3. Use your thumbs (or index fingers) to push down 
hard for a short time on the outer left and right sides 
of the tablet until it is split into two equal parts.

1. 2. 3.

There is no information about crushing or chewing the 
tablet.
In addition, there is no information regarding the use 
of the preparation through a nasogastric tube. 

If you have accidentally taken a higher dose
If you have accidentally taken a higher dose, you 
should contact your doctor. You may experience side 
effects as listed in section 4 – ‘Side effects’.
If you have taken an overdose or if a child has 
accidentally swallowed some medicine, immediately 
see a doctor or go to a hospital emergency room and 
bring the medicine package with you.

If you forgot to take the medicine
If you forgot to take the medicine at the scheduled 
time, take the medicine as soon as you remember, 
but do not take a double dose to make up for a 
forgotten dose. You should not take Tadalis Teva 
more than once a day.
Follow the treatment as recommended by your doctor.

Do not take medicines in the dark! Check the label 
and dose every time you take medicine. Wear 
glasses if you need them.
If you have any further questions about using this 
medicine, consult your doctor or pharmacist.
4. SIDE EFFECTS
As with any medicine, using Tadalis Teva may 
cause side effects in some users. Do not be 
alarmed by this list of side effects; you may not 
experience any of them. These side effects are 
normally mild to moderate.
Stop treatment and consult your doctor 
immediately if you suffer from:
 	 an allergic reaction including skin rashes (frequency 
uncommon).

 	 chest pain - do not use nitrates and seek immediate 
medical assistance (frequency uncommon).

 	 prolonged and possibly painful erection after taking 
Tadalis Teva (priapism) (frequency rare). If you have 
such an erection, which lasts continuously for more 
than 4 hours, contact a doctor immediately.

 	 sudden loss of vision (frequency rare), distorted, 
dimmed, blurred central vision, or sudden decrease 
of vision (frequency not known).

Other side effects that have been reported:
Common side effects (seen in 1-10 in 100 users):
Headache, back pain, muscle aches, pain in arms 
and legs, facial flushing, nasal congestion and 
indigestion.

Uncommon side effects )seen in 1-10 in 1,000 users(:
Dizziness, stomach ache, nausea, vomiting, heartburn, 
blurred vision, eye pain, difficulty in breathing, 
presence of blood in urine, prolonged erection, 
pounding heartbeat sensation, a fast heart rate, high 
blood pressure, low blood pressure, nose-bleeds, 
ringing or buzzing in the ear (tinnitus), swelling of the 
hands, feet or ankles and feeling tired.

Rare side effects )seen in 1-10 in 10,000 users(:
Fainting, seizures and passing memory loss, swelling 
of the eyelids, red eyes, sudden decrease or loss of 
hearing, hives (itchy red welts on the surface of the 
skin), penile bleeding, presence of blood in semen 
and increased sweating.
Heart attack and stroke have also been reported 
rarely in men taking tadalafil. Most of these men had 
known heart problems before taking this medicine.
Partial, temporary, or permanent decrease or loss of 
vision in one or both eyes has been reported in rare 
cases.
Some rare side effects have been reported in men 
taking tadalafil that were not seen in clinical trials. 
These include:
 	 migraine, swelling of the face, serious allergic 
reaction which causes swelling of the face or throat, 
serious skin rash, disorders affecting blood flow to 
the eyes, irregular heartbeats, angina and sudden 
cardiac death.

 	 distorted, dimmed, blurred central vision or sudden 
decrease of vision (frequency not known).

Dizziness has been reported more frequently in men 
over 75 years of age taking tadalafil. Diarrhea has 
been reported more frequently in men over 65 years 
of age taking tadalafil.

If you experience any side effect, if any side effect 
gets worse, or if you experience a side effect not 
mentioned in this leaflet, consult your doctor.
Reporting of side effects
You can report side effects to the Ministry of Health by 
following the link ‘Reporting Side Effects due to 
Medicinal Treatment’ found on the Ministry of Health 
home page (www.health.gov.il) which links to an 
online form for reporting side effects. You can also 
use this link: https://sideeffects.health.gov.il

	. HOW TO STORE THE MEDICINE?
 	 Prevent poisoning! This and all other medicines 
should be kept in a closed place out of the reach 
and sight of children and/or infants in order to avoid 
poisoning. Do not induce vomiting unless explicitly 
instructed to do so by a doctor.

 	 Do not use the medicine after the expiry date (exp. 
date) which appears on the carton. The expiry date 
refers to the last day of that month.

 	 Store in a dry place, below 25°C.
 	 Do not dispose of any medicine via wastewater or 
household waste. Ask your doctor or pharmacist 
how to dispose of medicines you no longer use. 
These measures will help protect the environment.

6. ADDITIONAL INFORMATION
In addition to the active ingredient, this medicine 
also contains:
Lactose monohydrate, povidone, crospovidone, polyvinyl 
alcohol, sodium stearyl fumarate, sodium laurilsulfate, 
PEG 3350, titanium dioxide, talc, iron oxide yellow.

What the medicine looks like and contents of the 
package:
A film-coated brown-yellow to yellow oval tablet. On 
one side of the tablet are score lines for cutting the 
tablet into four equal parts. “20” is printed on the other 
side of the tablet.

A package of Tadalis Teva 20 mg contains 1, 4 or 8 
tablets.
Not all package sizes may be marketed.

Name and address of the manufacturer and 
license holder:
Teva Israel Ltd., 
124 Dvora HaNevi’a St., Tel Aviv 6944020.

The leaflet was revised in December 202	 according 
to MOH guidelines.

Registration number of the medicine in the Ministry 
of Health’s National Drug Registry: 
154.90.34233
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