
لدى الأطفال عواقب جديةّ. الأطفال معرضون بشكل خاص  المفرطة  للجرعة  تكون  قد 
لحدوث غيبوبة، أعراض قلبية، صعوبة في التنفس، نوبات، انخفاض مستوى الصوديوم 

في الدم، إرهاق، نعاس، حالات غثيان، تقيؤات وارتفاع مستوى السكر في الدم.
إذا نسيت تناول الدواء: إذا نسيت تناول هذا الدواء في الوقت المحدد، تناول جرعة بمجرد 

أن تتذكر، ولكن يمُنع تناول جرعتين معاً بأي حال من الأحوال.
يجب الاستمرار في العلاج حسَب توصية الطبيب.

إذا توقفت عن تناول الدواء: حتى إذا طرأ تحسّن على حالتك الصحّية، يمُنع التوقفّ عن 
العلاج بالدواء بشكل فجائي بدون استشارة الطبيب، سيقرر الطبيب متى وكيفية التوقف 
عن العلاج لتجنب الأعراض غير المرغوب فيها التي قد تحدث إذا تم إيقاف العلاج فجأة 

)مثل صداع، شعور سيئ، أرق، عصبية).
الاكتئاب:

كما هو الحال مع الأدوية الأخرى المضادة للاكتئاب، قد يستغرق الأمر عدة أسابيع قبل 
أن تشعر بالتحسن.

في علاج الاكتئاب تكون مدة العلاج شخصية وتستمر عادة 6 أشهر على الأقل. يتم تحديد 
مدة العلاج من قبل الطبيب.

يجب الاستمرار بالعلاج طالما يوصيك الطبيب بذلك. قد يستمر المرض الأساسي لفترة 
طويلة. إذا قمت بوقف العلاج مبكرًا جدًا، قد تعود الأعراض لديك.

سلس البول الليلي:
في علاج سلس البول الليلي، سينظر الطبيب فيما إذا كانت هنالك حاجة لمواصلة العلاج 

بما يتجاوز 3 أشهر.
الجرعة  ومن  الدواء  عبوّة  على  الملصق  من  تحققّ  الظلام!  في  الأدوية  تناول  يمُنع 

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 الجانبيةّ
من  قسم  لدى  جانبيةّ  أعراضًا  تيڨع  أميتريپتيلين  استعمال  يسببّ  قد  الأدوية،  كجميع 
تعاني  ألّا  المحتمل  من  الجانبيةّ.  الأعراض  قائمة  قراءة  عند  تندهش  لا  المستخدمين. 

من أيٍّ منها.
يحب التوجه فورًا إلى الطبيب إذا كان لديك أي من الأعراض الجانبية التالية:

نوبات من تشوش الرؤية المتقطع، رؤية هالة ملونةّ حول نقاط الضوء أو ألم في العينين. 	•
يجب التوجه فورًا لإجراء فحص للعينين قبل استمرارك بالعلاج، هذه الحالة قد تشير 
إلى حدوث چلوكوما حادة. وهو عرض جانبي نادر قد يحدث لدى حتى مستعمل واحد 

من بين 1,000 مستعمل.
كهربائية 	• تخطيط  خلال  من  كشفها  )يمكن   QT مقطع  إطالة  تسمى  القلب  في  مشكلة 

القلب، ECG). وهو عرض جانبيّ شائع قد يظهر لدى حتى مستعمل واحد من بين 
10 مستعملين.

البطن، سخونة وتقيؤ. قد تظهر هذه الأعراض نتيجة انسداد 	• انتفاخ في  إمساك شديد، 
بين  من  واحد  مستعمل  حتى  لدى  يظهر  قد  نادر  جانبي  هذا عرض  الشللي.  الأمعاء 

1,000 مستعمل.
عرض 	• الكبد. هذا  قد تكون هناك مشكلة في  العينين )يرقان(.  الجلد وبياض  اصفرار 

جانبي نادر قد يظهر لدى حتى مستعمل واحد من بين 1,000 مستعمل.
ألم مستمر في الحنجرة وسخونة. قد تكون هذه الأعراض 	• كدمات، نزف، شحوب أو 

هي أول علامة على وجود مشكلة في الدم أو في نخاع العظام. مشكلة في الدم يمكن أن 
تتجلى في انخفاض عدد خلايا الدم الحمراء )التي تحمل الأكسجين إلى الجسم(، خلايا 
البيضاء )التي تساعد في محاربة العدوى( والصفيحات الدموية )التي تساعد في  الدم 
التخثر(. عرض جانبي نادر قد يظهر لدى حتى مستعمل واحد من بين 1,000 مستعمل.

أفكار أو سلوكيات انتحارية. عرض جانبي نادر قد يظهر لدى حتى مستعمل واحد من 	•
بين 1,000 مستعمل.
أعراض جانبية إضافية:

أعراض جانبية شائعة جدًا (very common) - أعراض تظهر لدى أكثر من مستعمل 
1 من بين عشرة:

نعاس/الميل للنوم	•
ارتجاف في اليدين أو أجزاء أخرى من الجسم	•
دوار	•
صداع	•
نبض غير منتظم، قوي أو سريع	•
دوار عند الوقوف بسبب انخفاض ضغط الدم )انخفاض ضغط الدم الانتصابي(	•
جفاف في الفم	•
إمساك	•
غثيان	•
زيادة التعرق	•
زيادة في الوزن	•
صعوبة أو بطء في النطق	•
عدوانية	•
احتقان الأنف	•

أعراض جانبية شائعة (common) - أعراض تظهر لدى 10-1 مستعملين من بين 100:
ارتباك	•
اضطرابات في الأداء الوظيفي الجنسي )انخفاض الرغبة الجنسية، مشاكل الانتصاب(	•
اضطرابات الإصغاء	•
تغيرات في التذوق	•
خدر أو الشعور بالوخز في الذراعين أو الرجلين	•
اضطرابات في التناسق	•
اتساع الحدقتين	•

احصار القلب	•
ارهاق	•
انخفاض مستويات الصوديوم في الدم	•
عصبية	•
اضطرابات في التبوّل	•
الشعور بالعطش	•

أعراض جانبية غير شائعة (uncommon) - أعراض تظهر لدى 10-1 مستعملين 
من بين 1,000:

إثارة، قلق، صعوبات في النوم، كوابيس	•
اختلاجات	•
•	(tinnitus رنين في الأذنين )طنين
ارتفاع ضغط الدم	•
إسهال، تقيؤ	•
طفح في الجلد، شرى (urticaria)، انتفاخ في الوجه واللسان	•
صعوبات في التبوّل	•
زيادة إفراز حليب الأم أو تدفق حليب الأم دون إرضاع	•
ارتفاع الضغط داخل العين	•
انهيار	•
تفاقم قصور القلب	•
خلل في وظائف الكبد )مثل، ركود صفراوي(	•

أعراض جانبية نادرة (rare) - أعراض تظهر لدى 10-1 مستعملين من بين 10,000:
 قلة الشهية للطعام  ارتباك حاد )خاصة لدى متعالجين مسنين(، هلوسات  اضطرابات 
الحساسية  زيادة  الشعر   تساقط  اللعّابية   الغدد  في  انتفاخ  النبض   أو  القلب  نظم  في 
لضوء الشمس  تضخم الثدي عند الرجال  سخونة  تناقص في الوزن  نتائج شاذة في 

فحوص وظائف الكبد
أعراض جانبية نادرة جدًا (very rare) - أعراض تظهر لدى أقل من مستعمل واحد 

من بين 10,000:
 مرض عضلة القلب  الشعور بعدم راحة داخلي والحاجة الماسّة أن تكون في حركة 
العين داخل  الضغط  في  شديد  ارتفاع  المحيطية   الأعصاب  في  اضطراب   دائمة  
("torsade de pointes" المسمى  النوع  )من  القلب  نظم  في  معينة  اضطرابات   

 التهاب تحسسي للحويصلات الهوائية في الرئتين ونسيج الرئة
أعراض جانبيةّ نسبة شيوعها غير معروفة )أعراض لم يتمّ تحديد تواترها بعد(:

كبريائي  ذهان  الدم   في  السكر  مستويات  انخفاض  أو  ارتفاع  للطعام   الشهية  قلة   
(paranoia)  اضطرابات الحركة )حركات لاإرادية أو تناقص في الحركة(  التهاب 

عضلة القلب التحسسي  التهاب الكبد  هبات من الحر  جفاف في العينين
لوحظت زيادة خطر الإصابة بكسور في العظام لدى المتعالجين الذين تناولوا هذا النوع 

من الأدوية.
إذا ظهر عرض جانبي، إذا تفاقم أحد الأعراض الجانبيةّ، أو إذا عانيت من عرض جانبيّ 

غير مذكور في النشرة، عليك استشارة الطبيب.
التبليغ عن أعراض جانبية:

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 
للتبليغ عن  الإنترنت  استمارة عبر  إلى  يحوّلك  الذي   (www.health.gov.il) الصحّة 

https://sideeffects.health.gov.il :الأعراض الجانبيةّ، أو عبر دخول الرابط
	. كيف يخزّن الدواء؟

تجنبّ 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 بدون تعليمات 

صريحة من الطبيب.
العبوّة.  على  الظاهر   )exp. date( الصلاحيةّ  انتهاء  تاريخ  بعد  الدواء  استعمال  يمُنع 

تاريخ انتهاء الصلاحيةّ ينسب إلى اليوم الأخير من نفس الشهر.
شروط التخزين:

.25°C يجب التخزين بدرجة حرارة تحت الـ
يمُنع تخزين أدوية مختلفة في نفس العبوة.

6. معلومات إضافيةّ
بالإضافة إلى المركب الفعاّل، يحتوي الدواء أيضًا:

Calcium hydrogen phosphate dihydrate, lactose monohydrate, 
maize starch, magnesium stearate, silica colloidal anhydrous, 
polyvinyl alcohol, titanium dioxide, macrogol, talc, brilliant blue 
(E133). 

كيف يبدو الدواء وماذا تحوي العبوّة:
قرص مطلي بلون أزرق سماوي، محدّب من كلا الجانبين. على أحد جانبي القرص منقوش 

"D" والجانب الآخر أملس.
تحتوي كل عبوة على 28 قرصًا.

اسم المنتج وصاحب التسجيل وعنوانه:
تيڨع إسرائيل م.ض.، شارع دڤورا هنڨيئا 124، تل أبيب 6944020.

تم تحريرها في آب 2024.
رقم تسجيل الدواء في سجلّ الأدوية الرسميّ في وزارة الصحّة: 172.41.36523

لتبسيط قراءة هذه النشرة وتسهيلها ورد النصّ بصيغة المذكّر. مع هذا فالدواء معدّ لكلا الجنسين.
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Patient leaflet in accordance with the Pharmacists’ 
Regulations (Preparations) - 1986

This medicine is dispensed with a doctor’s prescription only
Amitriptyline Teva 10 mg
Film-coated tablets
Composition:
Each tablet contains:
Amitriptyline hydrochloride 10 mg
For information about inactive ingredients and allergens, see 
section 2 under ‘Important information about some of this 
medicine’s ingredients’ and section 6 - ‘Additional information’.
Read the entire leaflet carefully before you start 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 to treat your illness. Do not 
pass it on to others. It may harm them, even if it seems to you 
that their illness is similar to yours.
What do I need to know about this medicine?
Antidepressants increase the risk of suicidal behaviour and 
thoughts in children, adolescents, and young adults.
On starting treatment with this medicine, patients of all 
ages and their relatives should monitor for behavioural 
changes such as worsening depression, suicidal thoughts, 
aggression, etc. 
If such changes occur, contact your doctor immediately.

1. What is this medicine intended for?
Medical activity: For the treatment of symptoms of depression 
and treatment of bed-wetting at night (enuresis nocturna).
Therapeutic group: Non-selective monoamine reuptake inhibitors 
(N06AA).
	. Before using this medicine
Do not use this medicine if:
	•you are sensitive to the active ingredient or to any of the 

other ingredients in this medicine (see section 6 - ‘Additional 
information’)

	•you have recently had a heart attack (myocardial infarction)
	•you have any heart problems such as: disturbances in heart 

rhythm which are seen on an electrocardiogram )ECG(, 
heart block, or coronary artery disease 

	•you are taking monoamine oxidase inhibitors (MAOIs) 
	•you have taken MAOIs within the last 14 days
	•you have taken moclobemide the day before
	•you have severe liver disease
	•you are treated with Amitriptyline Teva, you have to stop 

taking this medicine and wait for 14 days before starting 
treatment with a MAOI.

	•you are below 12 years of age.

Special warnings about using this medicine:
Tell your doctor or pharmacist before starting treatment 
with Amitriptyline Teva:
Heart rhythm disorders and hypotension may occur if you 
receive a high dosage of the medicine. These effects might also 
occur in usual doses if you have pre-existing heart disease.
Prolonged QT interval:
A heart problem called prolonged QT interval (which can be 
seen on your electrocardiogram, ECG( and heart rhythm 
disorders (rapid or irregular heartbeat) have been reported in 
treatment with amitriptyline. 
Tell your doctor if:
	•you have a slow heart rate
	•you have or had a problem where your heart cannot pump the 

blood around your body properly (a condition called heart failure)
	•you are taking any other medication that may cause heart 

problems, or 
	•you have a problem that gives you a low level of potassium 

or magnesium, or a high level of potassium in your blood. 
	•you have a surgery planned, it might be necessary to stop 

the treatment with Amitriptyline Teva before you are given an 
anaesthetic. In the case of acute surgery, the anaesthetist 
should be informed that you are taking Amitriptyline.

	•you have an overactive thyroid gland or take medications to 
treat a thyroid function disorder.

Thoughts of suicide, worsening of your depression or anxiety
If you suffer from depression, you may sometimes have thoughts 
of killing or harming yourself. These may be increased when first 
starting antidepressants, since it takes time for these medicines 
to work, usually about two weeks, but sometimes longer.
You may be more likely to think like this if:
	•you have previously had thoughts about killing or harming 

yourself
	•you are a young adult. Information from clinical studies has 

shown an increased risk of suicidal behaviour in adults (less 
than 25 years old) with psychiatric conditions who were 
treated with an antidepressant. 

If you have thoughts of killing or harming yourself at any time, 
contact your doctor or go to a hospital straight away. 
It may be helpful to tell a relative or close friend that you are 
depressed, and ask them to read this leaflet. You might ask 
them to tell you if they think your depression or anxiety is getting 
worse, or if they are worried about changes in your behaviour.
Episodes of mania
Some patients with manic-depressive disorder may enter into 
a manic phase. This is characterized by profuse and rapidly 
changing ideas, exaggerated gaiety and excessive physical 
activity. In such cases, it is important to contact your doctor 
who probably will change your medication.
Tell your doctor if you have, or have had in the past, any 
medical problems, especially if:
	•you have narrow angle glaucoma (loss of vision due to 

abnormally high pressure in the eye)
	•you have epilepsy, a history of convulsions or fits
	•you have difficulty in passing urine
	•you have enlarged prostate 
	•you have thyroid disease
	•you have bipolar disorder 
	•you have schizophrenia
	•you have severe liver disease
	•you have severe heart disease
	•you have pylorus stenosis (narrowing of the gastric outlet) 

and a blocked intestine (paralytic ileus)
	•you have diabetes (you might need an adjustment of the 

dosage of your antidiabetic medicines)
If you use antidepressants such as SSRIs, your doctor might 
consider changing the dosage of your medicine (see section 
2 – ‘Drug interactions’).
The use of buprenorphine together with amitriptyline can 
lead to serotonin syndrome (which may be a life-threatening 
condition(, see section 2 – ‘Drug interactions’.
Elderly are more likely to suffer from certain side effects such 
as dizziness when standing up due to low blood pressure (see 
section 4, ‘Side effects’).
Use in children and adolescents:
Depression
Do not give this medicine to children and adolescents aged 
below 18 years for treatment of depression as long-term safety 
and efficacy have not been established in this age group.
Bed-wetting at night
	•ECG should be performed prior to initiating therapy with this 

medicine to exclude long QT syndrome. 
	•This medicine should not be taken at the same time as an 

anticholinergic drug (see section 2 - ‘Drug interactions’)  
	•Suicidal thoughts and behaviours may also appear in early 

stages of treatment with antidepressants for disorders other 
than depression; therefore, in patients with enuresis, the 
same precautions observed when treating patients with 
depression should be followed. 

Drug interactions:
If you are taking or have recently taken other medicines, 
including non-prescription medications and dietary 
supplements, tell your doctor or pharmacist. Particularly 
if you are taking:
	•MAOIs )e.g. phenelzine, iproniazid, isocarboxazid, nialamide 

or tranylcypromine (for treatment of depression)) or selegiline 
(for treatment of Parkinson’s disease). These medicines 
should not be taken at the same time as Amitriptyline Teva 
(see section 2 - ‘Do not use this medicine if’)

	•adrenaline, ephedrine, isoprenaline, noradrenaline, phenylephrine 
and phenylpropanolamine (these may be present in cough or cold 
medicines, and in some anaesthetics(

	•medicines to lower high blood pressure such as calcium-
channel blockers (e.g. diltiazem and verapamil(, guanethidine, 
betanidine, clonidine reserpine and methyldopa

	•anticholinergic medicines such as certain medicines to treat 
Parkinson’s disease and gastrointestinal disorders )e.g. atropine, 
hyoscyamine)

	• thioridazine (used to treat schizophrenia)
	• tramadol (painkiller)
	•medicines to treat fungal infections (e.g. fluconazole, 

terbinafine, ketoconazole, and itraconazole(
	•sedatives (e.g. barbiturates)
	•antidepressants )e.g. SSRIs )fluoxetine, paroxetine, fluvoxamine(, 

duloxetine, and bupropion(
	•medicines for certain heart conditions )e.g. beta blockers, 

antiarrhythmics) 
	•cimetidine (used to treat stomach ulcers) 
	•methylphenidate (used to treat attention deficit hyperactivity 

disorder - ADHD)
	•ritonavir (used to treat HIV) 
	•oral contraceptives 
	•rifampicin (to treat infections) 
	•phenytoin and carbamazepine (used to treat epilepsy)
	•St. John´s Wort (hypericum – a herbal remedy used for 

depression)
	• thyroid medicines 
	•valproic acid
	•buprenorphine/opioids - These medicines may interact with 

amitriptyline and may cause symptoms such as involuntary 
contractions of muscles, including the muscles that control 
movement of the eyes, agitation, hallucinations, coma, 
excessive sweating, tremor, exaggeration of reflexes, increased 
muscle tension, body temperature above 38°C. Contact your 
doctor if you feel any of these symptoms.

You should also tell your doctor if you take or have recently 
taken medicines that affect the heart´s rhythm. e.g.:
	•medicines to treat irregular heartbeat (e.g. quinidine and sotalol)
	•astemizole and terfenadine (used to treat allergies and hay fever)
	•medicines used to treat some mental illnesses (e.g. pimozide 

and sertindole)
	•cisapride (used to treat certain types of indigestion)
	•halofantrine (used to treat malaria)
	•methadone (used to treat pain and for detoxification)
	•diuretics (“water tablets” e.g. furosemide)
If you need to have an operation and receive general or local 
anaesthetics, you should tell your doctor that you are taking 
Amitriptyline Teva.
Likewise, you should tell your dentist that you are taking 
Amitriptyline Teva if the treatment involves administration of a 
local anaesthetic.
Using this medicine and food:
The medicine can be taken with or without food.
Using this medicine and alcohol consumption:
It is not advisable to drink alcohol during treatment with this 
medicine as it might increase the sedative effect.
Pregnancy and breast-feeding:
If you are pregnant or breast-feeding, think you may be 
pregnant or are planning to have a baby, ask your doctor or 
pharmacist for advice before using this medicine.
Taking this medicine is not recommended during pregnancy 
unless your doctor considers it necessary and only after careful 
consideration of the benefit versus risk.
If you have taken this medicine during the last part of the 

pregnancy, the new-born may have withdrawal symptoms such as 
irritability, increased muscle tension, tremor, irregular breathing, 
poor drinking, loud crying, urinary retention, and constipation.
Your doctor will advise you whether to start/continue/stop 
breast-feeding, or stop using this medicine taking into account 
the benefit of breast-feeding for your child and the benefit of 
the medication therapy for you.
Driving and using machines:
Use of this medicine may cause drowsiness and dizziness, 
especially in the beginning of the treatment. Do not drive or 
work with machinery if you feel that the medicine affects you 
in this manner.
Children should be cautioned against riding a bicycle, playing 
near a road, and the like.
Important information about some of this medicine’s 
ingredients:
Amitriptyline Teva 10 mg contains lactose. If you have been 
told by your doctor that you have an intolerance to some 
sugars, please inform your doctor before taking this medicine.
	. 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.
Do not exceed the recommended dose.
Use this medicine at set intervals, as determined by the doctor 
treating you.
Method of administration:
Swallow the medicine with a small amount of water.
Do not split the tablet as there is no score line.
There is no information about crushing or chewing the tablet.
If you have accidentally taken a higher dose: If you have 
accidentally 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. The symptoms of overdose include:
 dilated pupils  fast or irregular heartbeats  difficulties passing 

water  dry mouth and tongue  intestinal blockage  fits  fever
 agitation  confusion  hallucinations  uncontrolled 

movements   low blood pressure, weak pulse, pallor  difficulty 
breathing  blue discolouration of the skin  decreased heart rate
 drowsiness  loss of consciousness  coma  various cardiac 

symptoms such as heart block, heart failure, hypotension, 
cardiogenic shock, metabolic acidosis, hypokalaemia
Overdose in children could have serious consequences. Children 
are especially susceptible to coma, cardiac symptoms, difficulty 
in breathing, seizures, low blood sodium level, tiredness, 
drowsiness, nausea, vomiting and high blood sugar level.
If you forget to take the medicine: If you forget to take the 
medicine at the scheduled time, take a dose as soon as you 
remember, but under no circumstances should you take both 
doses together.
Adhere to the treatment as recommended by your doctor.
If you stop taking this medicine: Even if your health 
improves, do not stop taking this medicine suddenly without 
consulting your doctor. Your doctor will decide when and how 
to stop your treatment to avoid any undesired symptoms that 
might occur if the treatment is stopped abruptly )e.g. headache, 
feeling unwell, sleeplessness and irritability(.
Depression:
As with other medicines for the treatment of depression, it may 
take a few weeks before you feel any improvement.
In treating depression, the duration of treatment is individual, 
and is usually at least 6 months. The duration of treatment will 
be determined by your doctor.
Continue to take this medicine for as long as your doctor 
recommends. The underlying illness may persist for a long time. 
If you stop your treatment too soon, your symptoms may return.
Bed-wetting at night:
When treating bed-wetting at night, your doctor will consider if 
it is necessary to continue treatment after 3 months.
Do not take medicines in the dark! Check the label and 
dose each time you take a medicine. Wear glasses if you 
need them.
If you have any further questions about using this 
medicine, consult your doctor or pharmacist.
	. Side effects
Like with all medicines, using Amitriptyline 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.
Contact your doctor straight away if you have any of the 
following side effects:
	•Attacks of intermittent blurring of vision, rainbow vision, and 

eye pain. You should immediately have an eye examination 
before continuing treatment. This condition may indicate acute 
glaucoma. Rare side effect, may affect up to 1 in 1,000 users.

	•A heart problem called prolonged QT interval (which can be 
seen on your electrocardiogram, ECG(. Common side effect, 
may affect up to 1 in 10 users.  

	•Bad constipation, a swollen stomach, fever and vomiting. 
These symptoms may appear due to the intestine becoming 
paralysed. Rare side effect, may affect up to 1 in 1,000 users.

	•Yellowing of the skin and the whites of the eyes (jaundice). 
Your liver may be affected. Rare side effect, may affect up to 
1 in 1,000 users.

	•Bruising, bleeding, pallor or persistent sore throat and fever. 
These symptoms can be the first sign of a problem with 
your blood or bone marrow. Effects on the blood could be 
a decrease in the number of red cells (which carry oxygen 
around the body(, white cells (which help to fight infection) 
and platelets (which help with clotting). Rare side effect, may 
affect up to 1 in 1,000 users.

	•Suicidal thoughts or behaviour. Rare side effect, may affect 
up to 1 in 1,000 users.

Additional side effects:
Very common side effects (appear in more than 1 in 10 users):
	•sleepiness/drowsiness
	•shakiness of hands or other body parts
	•dizziness 
	•headaches 
	• irregular, hard, or rapid heartbeat
	•dizziness when you stand up due to low blood pressure 

(orthostatic hypotension)
	•dry mouth 
	•constipation 
	•nausea
	•excessive sweating
	•weight gain
	•slurred or slow speech
	•aggression
	•congested nose 
Common side effects (appear in 1-10 in 100 users):
	•confusion 
	•sexual disturbances (decreased sex-drive, problems with 

erection)
	•disturbance in attention 
	•changes in taste 
	•numbness or a tingling sensation in the arms or legs
	•disturbed coordination
	•dilated pupils
	•heart block
	• fatigue
	•Low levels of sodium in the blood
	•agitation
	•urination disorders
	• feeling thirsty
Uncommon side effects (appear in 1-10 in 1,000 users):
	•excitement, anxiety, difficulties sleeping, nightmares 
	•convulsions
	• ringing in your ears (tinnitus)
	• increased blood pressure
	•diarrhoea, vomiting
	•skin rash, nettle rash )urticaria(, swelling of the face and 

tongue 
	•difficulties passing urine
	• increased production of breast milk or breast milk outflow 

without breast feeding
	• Increased intraocular pressure
	•collapse 
	•worsening of heart failure
	• liver function impairment (e.g. cholestasis)
Rare side effects (appear in 1-10 in 10,000 users):
 decreased appetite  delirium (especially in elderly patients(, 

hallucinations  heart rhythm or heartbeat disorders  swelling of 
the salivary glands  hair loss  increased sensitivity to sunlight 
 breast enlargement in men  fever  weight loss  abnormal 

results of liver function tests
Very rare side effects (appear in less than 1 in 10,000 users):
 heart muscle disease  feeling of inner restlessness and a 

compelling need to be in constant motion  disorder of the 
peripheral nerves  acute increase of pressure in the eye
 certain forms of heart rhythm disorder (so called “torsades 

de pointes”)  allergic inflammation of the lung alveoli and of 
the lung tissue
Side effects of unknown frequency (frequency has not yet 
been established):
 lack of appetite  elevation or lowering of blood sugar levels 
 paranoia  movement disorders (involuntary movements or 

decreased movements)  allergic inflammation of heart muscle 
 hepatitis  hot flushes  dry eyes

An increased risk of bone fractures has been observed in 
patients taking this type of medicines. 

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 side effects:
You can report side effects to the Ministry of Health by following 
the link ‘Reporting Side Effects of Drug Treatment’ 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! To prevent poisoning, keep this, and all 
other medicines, in a closed place, out of the reach and sight of 
children and/or infants. 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 
is stated on the package. The expiry date refers to the last day 
of that month.
Storage conditions:
Store below 25ºC.
Do not store different medicines in the same package.
6. Additional information
In addition to the active ingredient, this medicine also 
contains:
Calcium hydrogen phosphate dihydrate, lactose monohydrate, 
maize starch, magnesium stearate, silica colloidal anhydrous, 
polyvinyl alcohol, titanium dioxide, macrogol, talc, brilliant blue 
(E133).
What the medicine looks like and contents of the pack:
A sky blue, biconvex film-coated tablet, engraved “D” on one 
side and plain on the reverse.
Each pack contains 28 tablets.
Manufacturer and registration holder’s name and address:
Teva Israel Ltd., 124 Dvora HaNevi’a St., Tel Aviv 6944020.
Revised in August 2024.
Registration number of the medicine in the Ministry of 
Health’s National Drug Registry: 172.41.36523




