
الجانبية 4) الأعراض 
بعض  عند  جانبية  أعراض  يسبب  قد  تايكرب  إستعمال  إن  دواء،  بكل  كما 
المستعملين. لا تندهش من قائمة الأعراض الجانبية. من الجائز ألا تعاني 

أياً منها. 

 1-10 لدى  (يظهر  نادر  جانبي  عرض  إن رد الفعل التحسسي الشديد هو 
بسرعة. يتطور  أن  يمكن  الذي  مستعملين من بين 10٫000)، 

الأعراض يمكن أن تشمل:
وحاك). درني  طفح  (يشمل  جلدي  طفح   •

التنفس. في  صعوبات  أو  شاذ  صفير   •
اللسان. أو  الشفتين  الجفنين،  إنتفاخ   •

مفصلية. أو  عضلية  آلام   •
الوعي. فقدان  أو  إنهيار   •

توجه حالاً إلى الطبيب إذا حدث لك واحد من تلك الأعراض. لا تتناول أقراص 
إضافية.

واحد  مستعمل  من  أكثر  لدى  تظهر  أعراض جانبية شائعة جداً (أعراض 
من بين عشرة):

خطورة) أكثر  مضاعفات  إلى  ويؤدي  تجفاف  يسبب  أن  (يمكن  إسهال   •
توجه إلى طبيبك حالاً مع ظهور العلامة الأولى للإسهال (براز سائل)، 
نظراً لأنه من المهم معالجة الإسهال على الفور. إحك لطبيبك حالاً في 
. نصائح إضافية لتقليل الخطورة لحدوث إسهال  حال تفاقم الإسهال أيضاً

تظهر في نهاية الفقرة 4.
حكة. الجلد،  جفاف  طفح،   •

توجه إلى طبيبك إذا حدث لك طفح جلدي. نصائح إضافية لتقليل الخطورة 
لحدوث طفح جلدي تظهر في نهاية الفقرة 4.

مستعمل  من  اكثر  لدى  تظهر  أعراض جانبية شائعة جداً إضافية(أعراض 
واحد من بين عشرة):

للطعام الشهية  فقدان   •
غثيان  •
تقيؤ  •

عام بضعف  والشعور  إرهاق   •
هضمية صعوبات   •

إمساك  •
الفم في  جروح/تقرحات   •

بطن ألم   •
النوم في  صعوبات   •

الظهر في  ألم   •
والقدمين اليدين  راحتي  في  ألم   •

المفاصل في  ألم   •
إنتفاخ  ألم،  خدر،  وخز،  (يشمل  القدمين  أو  اليدين  راحتي  في  جلدي  فعل  رد   •

أو احمرار)
التنفس في  ضيق  سعال،   •

صداع  •
رعاف  •

الحر من  هبات   •
للشعر إعتيادية  غير  ة  خفّ أو  شعر  تساقط   •

معقدة. أو  شديدة  إلى  الأعراض  هذه  تحولت  حال  إحك لطبيبك في 

بين  من  10-1 مستعملين  لدى  تظهر  أعراض جانبية شائعة (أعراض 
:(100

القلب. وظيفة  على  تأثير   •
في أغلب الحالات، إن التأثير على قلبك يكون بدون أعراض. إن ستحدث لك 
أعراض تتعلق بهذا العرض الجانبي، فهي ستشمل على ما يبدو ضربات قلب 

غير منتظمة وضيق تنفسي.
(يرقان) أو  الجلد  أو  العينين  إصفرار  حكة،  تسبب  قد  الكبد  في  مشاكل   •

بول داكن أو ألم أو إنزعاج في القسم العلوي الأيمن للبطن.
تغيرات  (عادة  الكبد  وظيفة  في  تغيرات  على  تدل  دم  لفحوص  نتائج   •

طفيفة ومؤقتة).
في  وإنتفاخ  حساسية  يسبب  تلوث  حدوث  مثلاً  بالأظافر،  تتعلق  إضطرابات   •

الغشاء (الجلد الموجود في قاعدة الظفر).
توجه للطبيب إذا ظهر لك أحد من تلك الأعراض.

بين  من  10-1 مستعملين  لدى  تظهر  أعراض جانبية غير شائعة (أعراض 
:(1٫000

أو  التنفس  في  ضيق  يسبب  وقد  العلاج  جراء  الناتج  رئوي  إلتهاب   •
سعال.

توجه حالاً إلى طبيبك في حال شعورك بواحد من تلك الأعراض.

بين  من  مستعملين   1-10 لدى  تظهر  (أعراض  نادرة  جانبية  أعراض 
:(10٫000

.(4 الفقرة  بداية  (أنظر  شديدة  تحسسية  فعل  ردود   •
بعد) يحدد  لم  شيوعها  أعراض جانبية بشيوع غير معروف (أعراض 

( للقلب  الكهربائي  النشاط  في  (تغير  منتظم  غير  قلب  نبض   •
في  حويصلات  أحمر،  جلد  يشمل: طفح،  قد  والذي  حاد  جلدي  فعل  رد   •
الشفتين، العينين أو الفم، تقشر الجلد، سخونة أو مزيج أياً كان لهذه 

الأعراض
الدموية)  (الأوعية  الشرايين  في  الدم  ضغط  (إرتفاع  مرتفع  رئوي  دم  ضغط   •

للرئتين).

إذا ظهر عرض جانبي، إذا تفاقمت إحدى الأعراض الجانبية، أو عندما تعاني 
من عرض جانبي لم يذكر في هذه النشرة، عليك إستشارة الطبيب.

تقليل الخطورة لحدوث إسهال وطفح جلدي
تايكرب يمكن أن يسبب إسهال شديد

إذا كنت تعاني من إسهال خلال فترة العلاج بـ تايكرب:
مثل  اليوم)،  في  (10-8 كؤوس  السوائل  من  كبيرة  كميات  بشرب  قم   •

الماء، المشروبات المستعملة في الرياضة أو سوائل رائقة أخرى.
الدسمة  الأغذية  من  بدلاً  بالپروتينات  وغنية  بالدسم  فقيرة  أغذية  تناول   •

طعمة بالبهارات. أو المُ
الفواكه  بتقشير  وقم  الطازجة  الخضار  عن   ً عوضا المطبوخة  الخضار  تناول   •

قبل أكلها.
البوظة). ذلك  في  (بما  ومنتجاته  الحليب  تجنب   •

الإسهال). يسبب  (بعضها  النباتية  الإضافات  تجنب   •
لديك. الإسهال  استمر  توجه إلى طبيبك إذا 

تايكرب يمكن أن يسبب طفح جلدي
يقوم طبيبك بفحص جلدك قبل وخلال العلاج.

معالجة الجلد الحساس:
الصابون. من  خال  الجلد  لتنظيف  مستحضر  إستعمل   •

وخالية  منخفضة  تحسس  مولدات  ذات  تجميل  مستحضرات  إستعمل   •
من العطور.

[SPF]30 وما  الشمس  من  وقائي  عامل  (ذو  واقي  كريم  إستعمل   •
فوق).

جلدي. طفح  لك  حدث  إحك للطبيب إذا 

بالإمكان التبليغ عن أعراض جانبية لوزارة الصحة بواسطة الضغط على الرابط 
«تبليغ عن أعراض جانبية عقب علاج دوائي» الموجود على الصفحة الرئيسية 
النموذج  إلى  يوجهك  لموقع وزارة الصحة (www.health.gov.il) الذي 

المباشر للتبليغ عن أعراض جانبية، أو عن طريق تصفح الرابط:
https://sideeffects.health.gov.il/

الدواء؟ تخزين  5) كيفية 
ً عن  تجنب التسمم! يجب حفظ هذا الدواء وكل دواء آخر في مكان مغلق بعيدا
متناول أيدي ومجال رؤية الأطفال و/أو الرضع، وذلك لتفادي إصابتهم بالتسمم. 

لا تسبب التقيؤ بدون تعليمات صريحة من الطبيب.
لا يجوز إستعمال الدواء بعد إنقضاء تاريخ الصلاحية (exp. date) الذي 
يظهر على ظهر العلبة والقنينة. يشير تاريخ إنقضاء الصلاحية الى اليوم 

الأخير من نفس الشهر.
شروط التخزين:

مرة. لأول  القنينة  فتح  بعد  يمكن الإستعمال لفترة 30 يوماً 
مئوية. لا يجوز التخزين بدرجة حرارة تزيد عن 30 درجة 

لا يجوز رمي الأدوية في المجاري أو القمامة المنزلية. إسأل الصيدلي بخصوص 
كيفية التخلص من الأدوية التي لم تعد قيد الإستعمال. تساعد هذه الوسائل 

على حماية البيئة.

إضافية 6) معلومات 
يحتوي الدواء أيضاً بالإضافة للمركب الفعال:  •

Microcrystalline cellulose, povidone (K30), sodium starch 
glycolate (Type A), hypromellose, magnesium stearate, 
titanium dioxide (E171), macrogol 400, polysorbate 80, 
iron oxide yellow (E172), iron oxide red (E172).

كيف يبدو الدواء وما هو محتوى العلبة:   •
أصفر  بطلاء  مطلية  الجانبين،  ومحدبة  بيضوية  مطلية  أقراص  تايكرب   
قنينة  ضمن  متوفر  واحد.تايكرب  جانب  ومعلمة بالكتابة «GS XJG» من 

مطلياً. ذات 70 قرصاً 

إسرائيل م.ض.، ص.ب  صاحب الإمتياز والمستورد وعنوانه: نوڤارتيس   •
7126، تل ـ أبيب.

الصحة:  وزارة  في  الحكومي  الأدوية  سجل  في  الدواء  سجل  رقم   •
.139  23  31609  

المذكر.  بصيغة  النشرة  هذه  صياغة  تمت  القراءة،  وتهوين  سهولة  أجل  من   •
على الرغم من ذلك، فإن الدواء مخصص لكلا الجنسين.

تم إعدادها في تشرين الأول 2020.

Patient leaflet in accordance with the Pharmacists' 
Regulations (Preparations) – 1986
The medicine is dispensed according to 

a physician's prescription only

Tykerb®
 Film-coated tablets

The active ingredient in Tykerb is lapatinib. Each film-
coated tablet contains:
lapatinib (as ditosylate monohydrate) 250 mg.
The list of additional ingredients is detailed in Section 6 
“Additional information”. See also section 2 “Important 
information about some of the ingredients of the medicine”.
Read the entire leaflet carefully before using the 
medicine. This leaflet contains concise information about 
the medicine. If you have any other questions, refer to the 
physician or the pharmacist. 
This medicine has been prescribed for the treatment of your 
illness. Do not pass it on to others. It may harm them even if 
it seems to you that their medical condition is similar.
1. WHAT IS THE MEDICINE INTENDED FOR?
Tykerb is used to treat certain types of breast cancer 
(HER2-overexpressing) which have spread beyond the original 
tumour or to other organs (advanced or metastatic breast 
cancer). The medicine may slow or stop cancer cells from 
growing, or may kill them.
Tykerb is given in combination with other anti-cancer 
medicines.
Tykerb is given in combination with capecitabine, for patients 
who have had treatment for advanced or metastatic breast 
cancer before. This previous treatment for the metastatic breast 
cancer must have included an anthracycline, a taxane and 
trastuzumab.
Tykerb is given in combination with letrozole, for 
postmenopausal women with hormone receptor positive 
metastatic breast cancer that overexpress the HER2 receptor 
and who are candidates for hormonal therapy.
Information about these medicines can be found in their patient 
information leaflets. Ask your physician for information about 
these other medicines.
Therapeutic group
Tykerb is a Tyrosine Kinase Inhibitor for treatment of breast 
cancer.
2. BEFORE USING THE MEDICINE
X Do not use the medicine if:
You are sensitive (allergic) to the active ingredient or to any 
of the other ingredients contained in the medicine as listed 
in section 6.
Special warnings regarding the use of the medicine:
Your physician will run tests to check that your heart 
is working properly before and during your treatment 
with Tykerb.
! Befo re  t rea tment  w i th  Tykerb ,  te l l  your 
physician if you have any heart problems.
In addition, before you take Tykerb, your physician needs to 
know if you have:
• lung disease
• inflammation of the lung
• any liver problems
• any kidney problems
• diarrhoea (see section 4)
Your physician will run tests to check that your liver 
is working properly before and during your treatment with 
Tykerb.
Tell your physician if any of these apply to you.
! Serious skin reactions
Serious skin reactions have been seen with Tykerb. Symptoms 
may include skin rash, blisters and skin peeling.
Refer to your physician as soon as possible if you experience 
any of these symptoms.
! Tests and follow-up
• Depending on the side effects you experience, your physician 

may recommend lowering your dose or temporarily stopping 
your treatment.

• Your physician will also refer you for tests of heart and liver 
function before and during treatment with Tykerb.

! Drug interactions:
If you are taking or have recently taken other medicines 
including non-prescription medicines and food 
supplements, tell the physician or the pharmacist. It 
is particularly important to inform the physician or the 
pharmacist if you are taking or have recently taken any of the 
following medicines.
Some medicines may affect the way Tykerb works or Tykerb 
may affect how other medicines work. These medicines include 
some medicines in the following groups:
• Hypericum (St. John’s Wort) – a herbal extract for the 

treatment of depression.

• erythromycin, ketoconazole, itraconazole, posaconazole, 
voriconazole, rifabutin, rifampicin, telithromycin – medicines 
used to treat infections.

• cyclosporine – a medicine used to suppress the immune 
system for example after organ transplantations.

• ritonavir, saquinavir – medicines used to treat HIV.
• phenytoin, carbamazepine – medicines used to treat seizures 

(epilepsy).
• cisapride – a medicine used to treat certain digestive 

system problems.
• pimozide – a medicine used to treat certain mental health 

problems.
• quinidine, digoxin – medicines used to treat certain heart 

problems.
• repaglinide – a medicine used to treat diabetes.
• verapamil – a medicine used to treat high blood pressure 

or heart problems (angina).
• nefazodone – a medicine used to treat depression.
• topotecan, paclitaxel, irinotecan, docetaxel – medicines used 

to treat certain types of cancer.
• rosuvastatin – a medicine used to treat high cholesterol.
• medicines that decrease stomach acidity - used to treat 

stomach ulcers or indigestion.
Your physician will review the medicines you are currently 
taking to make sure you are not taking something that 
can’t be taken in combination with Tykerb. Your physician 
will advise you whether an alternative is available.
! Use of the medicine and food
Don’t drink grapefruit juice while you are being 
treated with Tykerb. It can affect the way the medicine 
works.
Take Tykerb either at least one hour before or at least 
one hour after food. Take Tykerb at the same time in relation 
to food each day – for example, you could always take your 
tablet one hour before breakfast.
! Pregnancy, breast-feeding and fertility
The effect of Tykerb during pregnancy is not known. 
You should not take Tykerb if you are pregnant unless 
your physician specifically recommends it.
• If you are pregnant or planning to become pregnant, tell 

your physician.
• Use a reliable method of contraception to avoid becoming 

pregnant during treatment with Tykerb and for at least five 
days after the last dose.

• If you become pregnant during treatment with Tykerb, 
tell your physician.

It is not known whether Tykerb passes into breast-milk. Do 
not breast-feed while taking Tykerb and for at least five days 
after the last dose.
• If you are breast-feeding or planning to breast-feed, tell 

your physician.
Ask  your  phys ic ian  or  pharmac ist  for 
advice before taking Tykerb if you are unsure.
! Driving and using machines
You are responsible to decide if you are able to drive a 
motor vehicle or perform other tasks that require increased 
concentration. Because of the possible side effects of Tykerb, 
your ability to drive or operate machines could be affected. 
These effects are described in section 4, ‘Side effects’.
! Important information about some of the ingredients 
of the medicine
This medicine contains sodium. The amount of sodium is 
less than 23 mg sodium per tablet, i.e., essentially “sodium-
free”.
3. HOW SHOULD YOU USE THE MEDICINE?
Always use the preparation according to the physician's 
instructions.
Check with the physician or pharmacist if you are uncertain 
about the dosage and treatment regimen of the preparation.
The dosage and treatment will be determined only by the 
physician depending on the type of breast cancer being 
treated. 
The usual dose is generally: 
If Tykerb is being given in combination with capecitabine, 
the usual dose is 5 Tykerb tablets a day, as a single dose.
If Tykerb is being given in combination with letrozole, the 
usual dose is 6 Tykerb tablets a day, as a single dose.
Take the prescribed dose daily, for as long as your physician 
instructs you to do so.
Your physician will advise you about the dosage of your other 
anti-cancer medicines, and how to take them.
Do not exceed the recommended dose.
Method of administration
Swallow the tablets whole with water, one after the other, 
at the same time each day.
Also see section 2 “Use of the medicine and food”.
Сrushing/halving/chewing: there is no information regarding 
crushing/splitting/chewing.
If you have accidently taken a higher dosage or if a child 
has accidentally swallowed the medicine refer immediately 
to a physician or to a hospital emergency room and bring the 
package of the medicine with you. 

If you forgot to take the medicine
Do not take a double dose to make up for a missed dose. 
Take the next dose at the scheduled time and consult the 
doctor.
Persist with the treatment as recommended by the 
physician. 
If you stop taking the medicine
Even if there is an improvement in your health, do not 
stop treatment with the medicine without consulting the 
physician.
Do not take medicines in the dark! Check the label and 
the dose each time you take a medicine. Wear glasses 
if you need them. 
If you have any other questions regarding the use of the 
medicine, consult the physician or the pharmacist. 
4. SIDE EFFECTS 
As with any medicine, use of Tykerb may cause side effects 
in some of the users. Do not be alarmed by reading the list of 
side effects. You may not experience any of them. 
A severe allergic reaction is a rare side effect (occurs in 
1-10 in 10,000 users) and may develop rapidly.
Symptoms may include:
• skin rash (including itchy, bumpy rash).
• unusual wheezing, or difficulty in breathing.
• swollen eyelids, lips or tongue.
• pains in muscles or joints.
• collapse or blackout.
Refer to your physician immediately if you have any of 
these symptoms. Do not take any more tablets. 
Very common side effects (effects that occur in more than 
1 user in 10):
• diarrhoea (may cause dehydration and lead to more severe 

complications)
Refer to your physician immediately at the first sign of 
diarrhoea (loose stool), as it is important that this is 
treated right away. Also tell your physician immediately 
if your diarrhoea worsens. Additional advice on reducing 
the risk of diarrhoea appears at the end of section 4.
• rash, dry skin, itching
Refer to your physician if you get a skin rash. Additional 
advice on reducing the risk of skin rash appears at the end 
of section 4.
Other very common side effects (effects that occur in more 
than 1 user in 10):
• loss of appetite 
• nausea
• vomiting
• tiredness, feeling weak
• indigestion
• constipation
• sore mouth/mouth ulcers
• stomach pain
• trouble sleeping
• back pain
• pain in palms of the hands and feet
• joint pain
• a skin reaction on the palms of the hands or feet (including 

tingling, numbness, pain, swelling or reddening)
• cough, shortness of breath
• headache
• nose bleed
• hot flush
• unusual hair loss or thinning
Tell your physician if these effects become serious or 
problematic.
Common side effects (effects that occur in 1-10 in 100 
users):
• an effect on how your heart works.
In most cases, the effect on your heart will not have any 
symptoms. If you do experience symptoms associated with this 
side effect, these are likely to include an irregular heartbeat 
and shortness of breath.
• liver problems, which may cause itching, yellow eyes or skin 

(jaundice) or dark urine or pain or discomfort in the right 
upper area of the stomach.

• blood tests results that show changes in liver function (usually 
mild and temporary changes).

• nail-related disorders, for example, an infection causing 
tenderness and swelling of the cuticles (the skin at the base 
of the nail).

Refer to your physician if you get any of these symptoms.
Uncommon side effects (effects that occur in 1-10 in 1,000 
users):
• treatment-induced lung inflammation, which may cause 

shortness of breath or cough. 
Refer to your physician immediately if you have either 
of these symptoms.
Rare side effects (effects that occur in 1-10 in 10,000 
users): 
• severe allergic reactions (see the beginning of section 4)

Side effects with unknown frequency (effects whose 
frequency has not yet been determined):
• irregular heart rate (change in the electrical activity of the 

heart)
• serious skin reaction that can include: rash, red skin, 

blisters on the lips, eyes or mouth, skin peeling, fever or 
any combination of these

• pulmonary arterial hypertension (increased blood pressure 
in the arteries (blood vessels) of the lungs)

If a side effect occurs, if any of the side effects gets worse, 
or when you suffer from a side effect not mentioned 
in the leaflet, you should consult the physician.
Reducing the risk of diarrhoea and skin rash
Tykerb can cause severe diarrhoea
If you suffer from diarrhoea while taking Tykerb:
• drink plenty of fluids (8 to 10 glasses a day), such as water, 

sports drinks or other clear liquids.
• eat low-fat, high protein foods instead of fatty or spicy 

foods.
• eat cooked vegetables instead of raw vegetables and remove 

the skin from fruits before eating.
• avoid milk and milk products (including ice cream).
• avoid herbal supplements (some cause diarrhoea).
Refer to your physician if your diarrhoea continues.
Tykerb can cause skin rash
Your physician will check your skin before and during 
treatment.
To care for sensitive skin:
• use a soap-free cleanser.
• use fragrance free, hypoallergenic beauty products.
• use sunscreen (Sun Protection Factor [SPF] 30 or higher).
Tell your physician if you get a skin rash.
Side effects can be reported to the Ministry of Health by clicking 
the link “Report Side Effects of Drug Treatment” found on the 
Ministry of Health homepage (www.health.gov.il), that directs 
you to the online form for reporting side effects, or by entering 
the link:
https://sideeffects.health.gov.il/
5. HOW TO STORE THE MEDICINE?
Avoid poisoning! This medicine and any other medicine 
should be kept in a closed place out of the sight and reach 
of children and/or infants in order to avoid poisoning. Do not 
induce vomiting unless explicitly instructed to do so by the 
physician. 
Do not use the medicine after the expiry date (exp. date) 
appearing on the package and the bottle. The expiry date 
refers to the last day of that month.
Storage conditions:
After first opening of the bottle, can be used within 30 days. 
Do not store above 30°C. 
Do not throw away any medicines via wastewater or household 
waste. Ask the pharmacist how to throw away medicines 
no longer in use. These measures will help to protect the 
environment.
6. ADDITIONAL INFORMATION
• In addition to the active ingredient the medicine also 

contains:
 Microcrystalline cellulose, povidone (K30), sodium starch 

glycolate (Type A), hypromellose, magnesium stearate, 
titanium dioxide (E171), macrogol 400, polysorbate 80, iron 
oxide yellow (E172), iron oxide red (E172).

• What does the medicine looks like and what is the 
content of the package:

 Tykerb film-coated tablets are oval, biconvex, yellow film-
coated, with ‘GS XJG’ marked on one side. 

 Tykerb is supplied in a bottle of 70 film-coated tablets.
• Registration Holder and Importer and its address: 

Novartis Israel Ltd., P.O.B 7126, Tel Aviv.
• Registration number of the medicine in the National Drug 

Registry of the Ministry of Health: 139 23 31609
Revised in October 2020.
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