
تغيرات في جلدك
بُلِّغ عن ردود فعل جلدية خطيرة لدى الأشخاص الذين يتناولون تفينلار بمشاركة تراميتينيب )شيوع غير 

معروف(. إذا لاحظت أياً مما يلي:
بقع مائلة للون الأحمر على الجلد، دائرية أو على شكل هدف، مع حويصلات مركزية. تقشر الجلد. تقرحات  	∙
في الفم، في الحنجرة، في الأنف، في الأعضاء التناسلية وفي العينين. إن هذا الطفح الجلدي الخطير يمكن 

 .)Stevens-Johnson syndrome( أن يظهر بعد سخونة وأعراض شبيهة بالإنفلوإنزا
 DRESS-syndrome or drug hypersensitivity( طفح واسع الإنتشار، سخونة وتضخم الغدد الليمفاوية 	∙

.)syndrome
توقف عن إستعمال الدواء وتوجه لتلقي مساعدة طبية فوراً

قد يتطور بشكل شائع لدى المتعالجين الذين يتناولون تفينلار )10-1 مستعملين من بين 100( نوع مختلف 
من سرطان الجلد يسمى سرطان الخلايا الحرشفية )cuSCC(. أشخاص آخرون قد يتطور لديهم نوع من سرطان 
الجلد يسمى سرطان الخلايا القاعدية )BCC(. عادة، تبقى تغيرات الجلد هذه موضعية وبالإمكان إستئصالها 

بعملية جراحية ويمكن مواصلة العلاج بـ تفينلار من دون إزعاج.
بعض الأشخاص الذين يتناولون تفينلار قد يلاحظون أيضاً ظهور )ميلانوما( أورام قتامينية جديدة. هذه الأورام 

القتامينية يتم إستئصالها على الأغلب بعملية جراحية ويمكن مواصلة العلاج بـ تفينلار من دون إزعاج.
سوف يقوم طبيبك بفحص جلدك قبل أن تبدأ بتناول تفينلار، وبعدها سيفحصه ثانية كل شهر أثناء تناولك 

لهذا الدواء وكذلك لمدة 6 أشهر بعد توقفك عن تناوله. وذلك للبحث عن أية أورام سرطانية جلدية جديدة.
سوف يقوم طبيبك أيضاً بفحص الرأس، الرقبة، الفم، الغدد الليمفاوية لديك وستجتاز مسح للصدر ومنطقة المعدة 
لديك )يسمى مسح CT( بشكل دائم. من الجائز أن تجتاز فحوص للدم. هذه الفحوص مخصصة لتحديد فيما 
إذا كان أي سرطان آخر، يشمل سرطان الخلايا الحرشفية للجلد، يتطور داخل جسمك. يوصى أيضاً بإجراء فحص 

للحوض )بالنسبة للنساء( وفحص شرجي وذلك قبل علاجك وعند إنتهاء علاجك.

إفحص جلدك بشكل دائم أثناء تناول تفينلار

في حال ملاحظتك لأي واحد مما يلي:
ثؤلولة جديدة 	∙

جرح في الجلد أو بروز أحمر نازف أو لا يشفى 	∙
تغير في حجم أو لون شامة 	∙

إحكِ لطبيبك بأسرع ما يمكن إذا تطورت لديك إحدى تلك الأعراض ـ سواءً ظهرت لأول مرة أو إذا تفاقمت.

ردود فعل جلدية )طفح( قد تحدث عندما يتم تناول تفينلار بمشاركة تراميتينيب. توجه إلى طبيبك إذا كنت 
تلاحظ طفح جلدي عندما تتناول تفينلار بمشاركة تراميتينيب.

مشاكل في العينين
قد تتطور بشكل غير شائع )10-1 مستعملين من بين 1,000( لدى المتعالجين الذين يتناولون تفينلار لوحده، 
مشكلة في العينين تسمى إلتهاب العنبية )uveitis(، والتي قد تلحق الضرر برؤيتك إذا لم تعالج. قد تحدث 
هذه الحالة بشكل شائع )10-1 مستعملين من بين 100( لدى متعالجين يتناولون تفينلار بمشاركة تراميتينيب.

قد يتطور إلتهاب العنبية بسرعة والأعراض تشمل:
إحمرار وتهيج العين 	∙

تشوّش الرؤية 	∙
ألم في العينين 	∙

زيادة الحساسية للضوء 	∙
بقع طافية في مجال الرؤية 	∙

توجه إلى طبيبك فوراً إذا تطورت لديك تلك الأعراض.

قد يسبب تفينلار مشاكل في العينين عندما يتم تناوله بمشاركة تراميتينيب. لا يوصى بتناول تراميتينيب إذا 
حصل لديك ذات مرة إنسداد في وريد التصريف في العين )retinal vein occlusion(. من شأن طبيبك 
أن يوصي بإجراء فحص للعينين قبل أن تتناول تفينلار بمشاركة تراميتينيب وخلال فترة تناولك لهما. من الجائز 
أن يطلب منك الطبيب بالتوقف عن تناول تراميتينيب أو يوجهك لمختص، وذلك إذا تطورت لديك علامات 

وأعراض في الرؤية والتي تشمل:
فقدان الرؤية 	∙

إحمرار العين أو حكة 	∙
نقاط ملّونة في رؤيتك 	∙

هالة )رؤية خطوط مشوشة من حول الأجسام( 	∙
تشوش الرؤية 	∙

توجه إلى الطبيب أو إلى الصيدلي الخاص بك فوراً إذا كنت تقاسي من تلك الأعراض.

من المهم جداً أن تبلغ طبيبك فوراً إذا تطورت لديك تلك الأعراض، خاصة إذا وُجد لديك ألم وإحمرار في العين 
لا يزولان بسرعة. من الجائز أن يوجهك إلى طبيب مختص بالعينين لإجراء فحص شامل للعينين.

مشاكل في جهاز المناعة
إذا كنت تقاسي من عدة أعراض مثل سخونة، إنتفاخ في الغدد الليمفاوية، كدمات أو طفح جلدي في نفس 
الوقت، إحكِ للطبيب فوراً. يمكن أن يكون ذلك علامة لحالة ينتج فيها جهاز المناعة أكثر مما ينبغي من الخلايا 
التي تحارب التلوث المسماة الخلايا النسيجية والخلايا اللمفاوية التي قد تؤدي إلى عدة أعراض )هذه الحالة 

تسمى haemophagocytic lymphohistiocytosis(، أنظر الفقرة 2 )شيوع نادر(.

أعراض جانبية محتملة لدى متعالجين يتناولون تفينلار كعلاج منفرد

الأعراض الجانبية التي قد تقاسي منها عند تناولك لـ تفينلار كعلاج منفرد هي:

أعراض جانبية شائعة جداً )قد تظهر لدى أكثر من مستعمل واحد من بين 10(:
ورم حليمي )نوع لورم جلدي الذي عادة لا يكون ضاراً(  	∙

إنخفاض الشهية للطعام 	∙
صداع 	∙
سعال 	∙

غثيان، تقيؤ  	∙
إسهال 	∙

سماكة الطبقات الخارجية للجلد 	∙
تساقط شعر أو خفة شعر بشكل شاذ 	∙

طفح 	∙
إحمرار وإنتفاخ راحتي اليدين، الأصابع وراحتي القدمين )أنظر "تغيرات في جلدك" سابقاً في الفقرة 4( 	∙

آلام مفصلية، ألم في العضلات أو ألم في اليدين أو في راحتي القدمين 	∙
سخونة )أنظر "سخونة" سابقاً في الفقرة 4( 	∙

الشعور بإرهاق، قلة الحيوية 	∙
قشعريرة 	∙

الشعور بضعف 	∙

أعراض جانبية شائعة )قد تظهر لدى 10-1 مستعملين من بين 100(:
أعراض جلدية تشمل سرطان الخلايا الحرشفية )cutaneous squamous cell carcinoma ـ نوع  	∙
 basal cell( أورام تشبه الثؤلولة، زوائد جلدية، أورام جلدية أو آفات خارجة عن السيطرة ،)لسرطان جلد
carcinoma ـ سرطان الخلايا القاعدية(، جفاف الجلد، حكة أو إحمرار الجلد، بقع جلدية سميكة، حرشفية 

أو خشنة )actinic keratosis(، آفات جلدية، إحمرار الجلد، زيادة حساسية الجلد للشمس
إمساك 	∙

مرض شبيه بالإنفلوإنزا 	∙

أعراض جانبية شائعة التي يمكن أن تظهر في فحوص دمك 
)hypophosphatemia( إنخفاض نسب الفوسفات في الدم 	∙

)hyperglycemia( إرتفاع نسبة السكر في الدم 	∙

أعراض جانبية غير شائعة )قد تظهر لدى 10-1 مستعملين من بين 1٫000(:
ورم قتاميني جديد 	∙

رد فعل تحسسي )فرط حساسية( 	∙
إلتهاب العين )إلتهاب العنبية ]uveitis[، أنظر "مشاكل في العينين" سابقاً في الفقرة 4( 	∙

إلتهاب البنكرياس )يسبب ألم شديد في البطن( 	∙
)panniculitis( إلتهاب طبقة الشحم تحت الجلد 	∙

مشاكل في الكلية، قصور كلوي  	∙
إلتهاب الكلى 	∙

أعراض جانبية محتملة عندما يتم تناول تفينلار وتراميتينيب سوية
عندما تتناول تفينلار و تراميتينيب سوية، فمن الجائز أن تقاسي من أي من الأعراض الجانبية الواردة في القوائم 

أعلاه، رغم أن شيوعها قد يتغير )يزداد أو ينخفض(.
من الجائز أن تعاني أيضاً من أعراض جانبية إضافية بسبب تناول تراميتينيب في نفس الوقت مع تفينلار.

إحكِ للطبيب بأسرع ما يمكن إذا كنت تقاسي من تلك الأعراض، سواء للمرة الأولى أو إذا حدث تفاقم.
الرجاء إقرأ أيضاً النشرة للمستهلك الخاصة بـ تراميتينيب لتفاصيل عن الأعراض الجانبية التي قد تقاسي منها 

عند إستعمال تراميتينيب.

أعراض جانبية خطيرة محتملة

مشاكل نزفية
قد يسبب تفينلار مشاكل نزفية خطيرة، خاصة في دماغك، وذلك عندما يتم تناوله بمشاركة تراميتينيب. توجه إلى 
الطبيب فوراً وأحصل على مساعدة طبية فوراً وذلك إذا وُجدت لديك أية علامات شاذة لحدوث نزف، بما في ذلك:

صداع، دوار أو ضعف 	∙
سعال دموي أو يحتوي على خثرات دموية 	∙

تقيؤ يحتوي على دم أو يبدو مثل "حبيبات القهوة" 	∙
براز أحمر أو أسود اللون الذي يبدو مثل الزفت 	∙

حالات قلبية
يمكن أن يؤثر تفينلار على الطريقة التي يضخ بها قلبك الدم، وذلك عندما يتم تناوله بمشاركة تراميتينيب. 
من المرجح أكثر أن يؤثر على الأشخاص الذين توجد لديهم مشكلة حالية في القلب. ستجتاز فحوص لتقصي 
وجود أية مشاكل في القلب خلال فترة تناولك لـ تفينلار بمشاركة تراميتينيب. علامات وأعراض حدوث مشاكل 

في القلب تشمل:
تشعر بأن قلبك يخفق بقوة، يتسارع، أو ينبض بشكل غير منتظم 	∙

دوار 	∙
إرهاق 	∙

الشعور بدوار 	∙
ضيق تنفس 	∙

إنتفاخ الرجلين 	∙
توجه بأسرع ما يمكن للطبيب إذا كنت تقاسي من تلك الأعراض، سواءً لأول مرة أو إذا حدث تفاقم.

الأعراض الجانبية الأخرى التي قد تلاحظها عندما تتناول تفينلار بمشاركة تراميتينيب هي:

أعراض جانبية شائعة جداً )قد تظهر لدى أكثر من مستعمل واحد من 10(:
إلتهاب الأنف والحنجرة 	∙
إنخفاض الشهية للطعام 	∙

صداع 	∙
دوار 	∙

ضغط دم مرتفع )فرط ضغط الدم( 	∙
نزف في مناطق مختلفة في الجسم، الذي يمكن أن يكون طفيفاً أو خطيراً )ورم دموي(  	∙

سعال 	∙
ألم في البطن 	∙

إمساك 	∙
إسهال 	∙

غثيان، تقيؤ 	∙
طفح، جفاف الجلد، حكة، إحمرار الجلد 	∙

ألم في المفاصل، ألم في العضل، أو ألم في راحتي القدمين أو اليدين 	∙
تقلصات عضلية 	∙

الشعور بإرهاق، قلة حيوية، ضعف عام 	∙
قشعريرة 	∙

إنتفاخ راحتي القدمين أو اليدين )وذمة محيطية( 	∙
سخونة 	∙

مرض شبيه بالإنفلوإنزا 	∙

أعراض جانبية شائعة جداً التي يمكن أن تظهر في فحوص دمك:
شذوذ في نتائج فحوص الدم المتعلقة بالكبد 	∙

أعراض جانبية شائعة )قد تظهر لدى 10-1 مستعملين من بين 100(:
إلتهاب في المسالك البولية 	∙

تأثيرات جلدية تشمل إلتهاب الجلد )cellulitis(، إلتهاب جريبات الشعر في الجلد، مشاكل في الأظافر، مثل  	∙
تغيرات في فراش الظفر، ألم في الظفر، تلوث وإنتفاخ في ثنايا جلد الظفر، طفح جلدي مع حويصلات مليئة 
بالقيح، سرطان الخلايا الحرشفية )نوع من سرطان الجلد(، ورم حليمي )نوع لورم في الجلد الذي عادة لا يكون 

ضاراً(، أورام تشبه الثؤلولة، زيادة حساسية الجلد للشمس )أنظر أيضاً "تغيرات في جلدك" في بداية الفقرة 4(
تجفاف )نسب منخفضة من الماء أو السوائل( 	∙

)uveitis( تشوش الرؤية، مشاكل في الرؤية، إلتهاب العين 	∙
تدني نجاعة القلب على ضخ الدم 	∙

ضغط دم منخفض )إنخفاض ضغط الدم( 	∙
إنتفاخ موضعي للأنسجة 	∙

ضيق تنفس 	∙
جفاف الفم 	∙

ألم أو تقرحات في الفم، إلتهاب الأنسجة المخاطية 	∙
مشاكل تشبه حب الشباب 	∙

 Actinic( بقع جلدية سميكة، حرشفية أو خشنة ،)Hyperkeratosis( سماكة الطبقة الخارجية للجلد 	∙
keratosis(، تشققات أو تمزقات في الجلد

تعرق زائد، تعرق ليلي 	∙
تساقط أو خفة شعر بشكل شاذ 	∙

إحمرار وألم في اليدين وراحتي القدمين 	∙
)panniculitis( إلتهاب الطبقات الشحمية تحت الجلد 	∙

إلتهاب الأنسجة المخاطية 	∙
إنتفاخ الوجه 	∙

أعراض جانبية شائعة التي يمكن أن تظهر في فحوص دمك:
إنخفاض نسب خلايا الدم البيضاء 	∙

إنخفاض عدد خلايا الدم الحمراء )فقر الدم(، الصفيحات الدموية )خلايا تساعد على تخثر الدم(، وبنوع من  	∙
)leukopenia( خلايا الدم البيضاء

إنخفاض نسب الصوديوم )hyponatremia( أو الفوسفات )hypophosphatemia( في الدم 	∙
إرتفاع نسبة السكر في الدم 	∙

إرتفاع كرياتين فوسفوكيناز )creatine phosphokinase(، إنزيم موجود بشكل خاص في القلب، الدماغ  	∙
وبعضلات الهيكل العظمي

زيادة في مواد معينة )إنزيمات( التي يُنتجها الكبد 	∙

أعراض جانبية غير شائعة )قد تظهر لدى 10-1 مستعملين من بين 1,000(:
ظهور سرطان جلد جديد )ميلانوما( 	∙

علامات جلدية 	∙
ردود فعل تحسسية )فرط حساسية( 	∙

 ،)chorioretinopathy تغيرات في العين تشمل إنتفاخ العين بسبب تسرب السوائل )إعتلال الشبكية والمشيمية ـ 	∙
إنفصال الغشاء الحساس للضوء في الجزء الخلفي من العين )الشبكية( عن الطبقات الداعمة له )إنفصال 

الشبكية( وإنتفاخ حول العينين

نظم قلب دون المدى الإعتيادي و/أو تناقص نظم القلب 	∙
)pneumonitis( إلتهاب الرئة 	∙

إلتهاب البنكرياس 	∙
)colitis( إلتهاب الأمعاء 	∙

قصور كلوي  	∙
إلتهاب الكلى 	∙

)sarcoidosis مرض إلتهابي الذي يؤثر بشكل أساسي على الجلد، الرئة، العينين والغدد الليمفاوية )سركويدية 	∙

أعراض جانبية نادرة )قد تظهر لدى 10-1 مستعملين من بين 10,000(:
ثقب )إنثقاب( في المعدة أو الأمعاء 	∙

أعراض جانبية ذات شيوع غير معروف )أعراض شيوعها لم يحدد بعد(:
إلتهاب في عضلة القلب )myocarditis( الذي قد يؤدي إلى ضيق في التنفس، سخونة، ضربات قلب وألم  	∙

في الصدر
)exfoliative dermatitis( جلد ملتهب، حرشفي 	∙

أعراض جانبية الأكثر شيوعاً لدى الأطفال عندما يتم تناول تفينلار وتراميتينيب سوية
سخونة 	∙

طفح 	∙
تقيؤ 	∙

إرهاق 	∙
جفاف الجلد 	∙

سعال 	∙
إسهال 	∙

حب الشباب 	∙
صداع 	∙

ألم في البطن 	∙
غثيان 	∙
نزف  	∙

إمساك 	∙
إلتهاب الجلد حول الأظافر في اليدين أو في الرجلين 	∙

أعراض جانبية شائعة جداً التي يمكن أن تظهر في فحوص الدم لدى الأطفال عندما يتم تناول تفينلار وتراميتينيب 
سوية:

كيمياء:
إرتفاع نسبة السكر في الدم 	∙

إنخفاض نسبة الألبومين 	∙
إنخفاض نسبة الكالسيوم 	∙
إنخفاض نسبة الفوسفور 	∙

إنخفاض نسبة المغنيزيوم 	∙
إرتفاع نسبة الصوديوم 	∙

إنخفاض نسبة الپوتاسيوم 	∙
كبد:

إرتفاع في أسپارتات ترانسأميناز 	∙
إرتفاع في ألانين ترانسأميناز 	∙

إرتفاع في فوسفتاز القلوي 	∙
إرتفاع في البيليروبين 	∙

الدمويات:
إنخفاض في نسبة الهيموغلوبين 	∙

إنخفاض في نسبة خلايا الدم البيضاء )العدلات( 	∙

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

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

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

5( كيفية تخزين الدواء؟
تجنب التسمم! يجب حفظ هذا الدواء وكل دواء آخر في مكان مغلق بعيداً عن متناول أيدي ومجال رؤية  	∙

الأطفال و/أو الرضع وذلك لتفادي إصابتهم بالتسمم. لا تسب التقيؤ بدون تعليمات صريحة من الطبيب.
لا يجوز إستعمال هذا الدواء بعد إنقضاء تاريخ الصلاحية )exp. date( الذي يظهر على ظهر العلبة. يشير  	∙

تاريخ إنقضاء الصلاحية إلى اليوم الأخير من نفس الشهر.
لا يجوز التخزين فوق 30 درجة مئوية. للإستعمال حتى 6 أشهر من الفتح. 	∙

6( معلومات إضافية
يحتوي الدواء بالإضافة للمادة الفعالة أيضاً على - 	∙

Microcrystalline cellulose, magnesium stearate, colloidal silicone dioxide, red 
iron oxide (E172), titanium dioxide (E171), hypromellose (E464).

بالإضافة، تمت طباعة الكبسولات بحبر أسود يحتوي على:
Shellac (E904), black iron oxide (E172), butyl alcohol, isopropyl alcohol, propylene 
glycol (E1520), ammonium hydroxide (E527).

كيف يبدو الدواء وما هو محتوى العلبة ـ 	∙
."50 mg" وـ "GS TEW" كبسولات تفينلار 50 ملغ هي قاتمة، لونها أحمر غامق ومطبوع عليها
."75 mg" وـ "GS LHF" كبسولات تفينلار 75 ملغ هي قاتمة، لونها زهري غامق ومطبوع عليها

القناني ذات لون أبيض وتحتوي على 28 كبسولة.
تحتوي القناني أيضاً على جل ماص للرطوبة ضمن وعاء أسطواني صغير. يجب حفظ ماص الرطوبة بداخل 

القنينة وممنوع بلعه.
صاحب الإمتياز والمستورد وعنوانه: نوڤارتيس إسرائيل م.ض.، ص.ب. 7126، تل أبيب. 	∙

تم إعدادها في آذار 2023 بموجب تعليمات وزارة الصحة. 	∙
رقم سجل الدواء في سجل الأدوية الحكومي في وزارة الصحة: 	∙

تفينلار 50 ملغ: 33976 42 151
تفينلار 75 ملغ: 33977 43 151

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

PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE 
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986

The medicine is dispensed with a doctor’s prescription only

TAFINLAR® 50 mg
Each hard capsule contains:
Dabrafenib (as mesilate) 50 mg

TAFINLAR® 75 mg
Each hard capsule contains:
Dabrafenib (as mesilate) 75 mg
For the list of inactive and allergenic ingredients in the preparation see 
section 6 “Further information”.
Read this leaflet carefully in its entirety before using the medicine. 
This leaflet contains concise information about the medicine. If you have 
further questions, refer to the 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.
1.	 WHAT IS THE MEDICINE INTENDED FOR?
Tafinlar is a medicine that contains the active substance dabrafenib. It is 
used either on its own or in combination with another medicine containing 
trametinib, to treat adults with a type of skin cancer called melanoma that 
has spread to other parts of the body or cannot be surgically resected. 
Tafinlar in combination with trametinib is also used to prevent recurrence 
of stage 3 melanoma in adults after the lesion has been fully removed by 
surgery.
Tafinlar in combination with trametinib is also used to treat adults who have 
advanced-stage lung cancer called non-small cell lung cancer (NSCLC).
Tafinlar in combination with trametinib is indicated to treat a type of thyroid 
cancer called anaplastic thyroid cancer (ATC) that has a mutation in the 
BRAF gene (BRAF V600E mutation), and which has spread to other parts 
of the body or locally advanced and with no satisfactory results from local 
treatment.
Tafinlar in combination with trametinib is indicated to treat solid tumors 
in adults and children aged 6 and above that cannot be removed with 
surgery or have spread to other parts of the body, and that have gotten 
worse (progressed) and for which there are no other satisfactory treatment 
options, and that carry a mutation in the BRAF gene. Tafinlar is not intended 
to treat colon and rectal cancer.
Therapeutic group: protein kinase inhibitor. 
In all of these cancer types there is a particular change (mutation) in the 
gene called BRAF at the V600 position.
The mutation in this gene may have caused the cancer to develop. Your 
medicine targets proteins made from this modified gene and slows down 
or stops the development of your cancer.
2.	 BEFORE USING THE MEDICINE 
Tafinlar should only be used to treat melanomas, non-small cell lung 
cancer (NSCLC), anaplastic thyroid cancer (ATC) and in solid tumors with 
a mutation in the BRAF gene. Therefore, before starting treatment your 
doctor will test for this mutation. 
If your doctor decides that you will receive treatment with the combination 
of Tafinlar and trametinib, read the trametinib leaflet carefully as well 
as this leaflet.
If you have any further questions regarding use of this medicine, refer to 
the doctor or pharmacist.
Do not use the medicine if:
you are sensitive (allergic) to dabrafenib, or any of the additional 
ingredients contained in the medicine (listed in section 6).
Check with your doctor if you think this applies to you.

Special warnings regarding use of the medicine
Before the treatment with Tafinlar, tell the doctor if you:
∙	have any liver problems. 
∙	have or have ever had any kidney problems. 
	 Your doctor may take blood samples to monitor your liver and kidney 

function while you are taking Tafinlar. 
∙	have had a different type of cancer other than melanoma,  

non-small cell lung cancer (NSCLC), anaplastic thyroid cancer 
(ATC) or solid tumors, as you may be at greater risk of developing other 
skin and non-skin cancers when taking Tafinlar. 

Before you take Tafinlar in combination with trametinib, your doctor 
needs to know if:
∙	you have heart problems such as heart failure or problems with the way 

your heart beats.
∙	you have eye problems including blockage of the vein draining the eye 

(retinal vein occlusion) or swelling in the eye which may be caused by 
fluid leakage (chorioretinopathy). 

∙	you have any lung or breathing problems, including difficulty in breathing 
occasionally accompanied by a dry cough, shortness of breath and 
fatigue. 

∙	you have or have had problems in the digestive system, such as 
diverticulitis (inflamed pouches in the large intestine) or metastases in 
the digestive system.

Check with your doctor if you think any of these apply to you. 
Conditions you need to look out for
Some people taking Tafinlar develop other conditions, which can be serious. 
You need to know about important signs and symptoms to look out for 
while you are taking this medicine. Some of these symptoms (bleeding, 
fever, changes in your skin and eye problems) are briefly mentioned in this 
section, but more detailed information is found in section 4, “Side effects”. 
Bleeding 
Taking Tafinlar in combination with trametinib can cause serious bleeding, 
including in your brain, the digestive system (such as stomach, rectum 
or intestine), lungs, and other organs, and can lead to death. Symptoms 
may include: 
∙	headaches, dizziness, or feeling weak
∙	blood in the stools or black stools 
∙	blood in the urine 
∙	stomach pain 
∙	coughing/vomiting up blood 
Tell your doctor as soon as possible if you get any of these symptoms. 
Fever
Taking Tafinlar or the combination of Tafinlar and trametinib may cause fever, 
although it is more likely if you are taking the combination treatment (see 
also section 4). In some cases, people with fever may develop low blood 
pressure, dizziness or other symptoms. Tell your doctor immediately if 
you get a temperature above 38°C or if you feel a fever coming on while 
you are taking this medicine. 
Heart problems 
∙	Tafinlar can cause heart problems, or make existing heart problems 

worse (see also “Heart conditions” in section 4), in people taking Tafinlar 
in combination with trametinib. 

∙	Tell your doctor if you have a heart problem. Your doctor will run 
tests to check that your heart is working properly before and during your 
treatment with Tafinlar in combination with trametinib. Tell your doctor 
immediately if it feels as if your heart is pounding, racing, or beating 
irregularly, or if you experience dizziness, tiredness, lightheadedness, 
shortness of breath or swelling of the legs. If necessary, your doctor may 
decide to interrupt your treatment temporarily or to stop it altogether. 

Changes in your skin which may indicate new skin cancer 
Your doctor will check your skin before you start taking this medicine and 
regularly while you are taking it. 
Tell your doctor immediately if you notice any changes in your skin while 
taking this medicine or after treatment (see also section 4). 
Eye problems 
You should undergo an eye examination by your doctor while you 
are taking this medicine. 
Tell your doctor immediately if you get eye redness and irritation, blurred 
vision, eye pain or other vision changes during your treatment (see also 
section 4). 
Tafinlar when given in combination with trametinib, can cause eye problems 
including blindness. Trametinib is not recommended if you have ever had 
blockage of the vein draining the eye (retinal vein occlusion). Tell your doctor 
immediately if you get the following symptoms of eye problems: blurred 
vision, loss of vision or other vision changes, colored dots in your vision 
or halos (seeing blurred outlines around objects) during your treatment. If 
necessary, your doctor may decide to interrupt your treatment temporarily 
or to stop it altogether. 
→→	 Read the information about fever, changes in your skin and eye 

problems in section 4 of this leaflet. Tell your doctor or pharmacist 
if you get any of the signs and symptoms listed. 

Liver problems 
Tafinlar in combination with trametinib, can cause problems with your liver 
which may develop into serious conditions such as hepatitis and liver failure, 
which may be fatal. Your doctor will monitor you periodically. Signs that your 
liver may not be working properly may include: 
∙	Loss of appetite 
∙	Nausea 
∙	Vomiting
∙	Stomach pain
∙	Yellowing of the skin or the whites of your eyes (jaundice) 
∙	Dark-colored urine 
∙	Itching of your skin
Tell your doctor as soon as possible if you get any of these symptoms. 
Muscle pain
Tafinlar in combination with trametinib, can result in the breakdown of 
muscle tissue (rhabdomyolysis). Tell your doctor as soon as possible if 
you get any of these symptoms: 
∙	muscle pain 
∙	dark urine due to kidney damage 
If necessary, your doctor may decide to interrupt your treatment temporarily 
or to stop it altogether. 
Hole in the stomach or intestine (perforation)
Taking a combination of Tafinlar with trametinib may increase the risk of 
development of perforations in the wall of the intestine.
Tell the doctor as soon as possible if you experience severe abdominal 
pain.
Serious skin reactions
Serious skin reactions have been reported in people taking Tafinlar in 
combination with trametinib. Tell the doctor immediately if you notice any 
changes in your skin (see section 4 for symptoms to be aware of).
Inflammatory disease mainly affecting the skin, lung, eyes and lymph 
nodes
An inflammatory disease mainly affecting the skin, lung, eyes and lymph 
nodes (sarcoidosis). Common symptoms of sarcoidosis may include 
coughing, shortness of breath, swollen lymph nodes, visual disturbances, 
fever, fatigue, pain and swelling in the joints and tender bumps on your skin. 
Tell your doctor if you get any of these symptoms.
Immune system disorders
Tafinlar in combination with trametinib may in rare instances cause a 
condition (haemophagocytic lymphohistiocytosis or HLH) in which the 
immune system makes too many infection fighting cells, called histiocytes 
and lymphocytes. Symptoms may include enlarged liver and/or spleen, skin 
rash, lymph node enlargement, breathing problems, easy bruising, kidney 
abnormalities, and heart problems.
Tell your doctor immediately if you experience multiple symptoms such 
as fever, swollen lymph glands, bruising or skin rash, at the same time.
Children and adolescents 
Tafinlar is not intended for children under the age of 6. The safety and 
efficacy of Tafinlar in combination with trametinib in children under the age 
of 6 are unknown.
The safety and efficacy of Tafinlar monotherapy in children are unknown.
Drug interactions
Before starting treatment, tell your doctor or pharmacist if you 
are taking, have recently taken or might take any other medicines, 
including non-prescription medicines and nutritional supplements. 
Some medicines may affect how Tafinlar works, or increase the risk of side 
effects. Tafinlar can also affect how other medicines work. These include: 
∙	birth control medicines (contraceptives) containing hormones, such 

as pills, injections, or patches
∙	warfarin and acenocoumarol, medicines used to thin the blood 
∙	digoxin, used to treat heart problems 
∙	medicines to treat fungal infections, such as ketoconazole, itraconazole, 
voriconazole and posaconazole 

∙	some calcium channel blockers, used to treat high blood pressure, 
such as diltiazem, felodipine, nicardipine, nifedipine or verapamil 

∙	medicines to treat cancer, such as cabazitaxel 
∙	some medicines to lower fat (lipids) in the bloodstream, such as 
gemfibrozil 

∙	some medicines used to treat certain psychiatric problems, such as 
haloperidol 

∙	some antibiotics, such as clarithromycin, doxycycline and telithromycin 
∙	some medicines for treating tuberculosis (TB), such as rifampicin 
∙	some medicines that reduce cholesterol levels, such as atorvastatin and 

simvastatin 
∙	some immunosuppressants, such as cyclosporin, tacrolimus and 

sirolimus
∙	some anti-inflammatory medicines, such as dexamethasone and 

methylprednisolone
∙	some medicines to treat HIV, such as ritonavir, amprenavir, indinavir, 
darunavir, delavirdine, efavirenz, fosamprenavir, lopinavir, nelfinavir, 
tipranavir, saquinavir and atazanavir 

∙	some medicines used for pain relief, such as fentanyl and methadone 
∙	medicines to treat seizures (epilepsy), such as phenytoin, phenobarbital, 

primidone, valproic acid or carbamazepine 
∙	antidepressants such as nefazodone and the herbal medicine St. John’s 

wort (Hypericum)
∙	some sedatives (hypnotics) medicines such as diazepam, midazolam, 
zolpidem

Tell your doctor or pharmacist if you are taking any of these medicines 
(or if you are not sure). Your doctor may decide to adjust your dosage. 
Keep a list of the medicines you take, so you can show it to your doctor 
or pharmacist.
Use of the medicine and food
Take Tafinlar on an empty stomach. This means that:
∙	after taking Tafinlar, you must wait at least 1 hour before eating, or
∙	after eating, you must wait at least 2 hours before taking Tafinlar
Pregnancy, breast-feeding and fertility
Tafinlar is not recommended during pregnancy.
∙	If you are pregnant, think you may be pregnant or are planning to have a 

baby, ask your doctor or pharmacist for advice before taking this medicine. 
Tafinlar is not recommended during pregnancy, since it may potentially 
harm an unborn baby. 

∙	If you are a woman who could become pregnant, you must use a reliable 
birth control method while you are taking Tafinlar and for at least 2 weeks 
after you stop taking it and for at least 16 weeks following the last dose 
of trametinib, when given in combination with Tafinlar. 

∙	Birth control medicines containing hormones (such as pills, injections 
or patches) may not work as effectively while you are taking Tafinlar or 
combination treatment (Tafinlar as well as trametinib). You need to use 
another effective method of birth control, so you do not become pregnant 
while you are taking this medicine. Ask your doctor or pharmacist for 
advice. 

∙	If you do become pregnant while you are taking this medicine, tell your 
doctor immediately. 

Tafinlar is not recommended while breast-feeding.
It is not known whether the ingredients of this medicine can pass into 
breast milk. 
If you are breast-feeding, or planning to breast-feed, you must tell your 
doctor. You and your doctor will decide whether you will take this medicine 
or breast-feed.
Fertility – both men and women 
Animal studies have shown that the active substance dabrafenib may 
permanently reduce male fertility. In addition, men who are taking Tafinlar 
may have a reduced sperm count and their sperm count may not return to 
normal levels after they stop taking this medicine.
Prior to starting treatment with Tafinlar, talk to your doctor about options to 
improve your chances to have children in the future. 
Taking Tafinlar with trametinib: trametinib may impair fertility in both men 
and women. 
If you have any further questions on the effect of this medicine on sperm 
count, ask your doctor or pharmacist. 
Driving and using machines 
Tafinlar can have side effects that may affect your ability to drive or use 
machines. 
Avoid driving or using machines if you have problems with your vision or if 
you feel tired or weak, or if your energy levels are low. 
Descriptions of these effects can be found in sections 2 and 4.
Discuss with your doctor or pharmacist if you are unsure about anything. 
Even your disease, symptoms and treatment situation may affect your 
ability to drive or use machines.
3.	 HOW SHOULD YOU USE THE MEDICINE?
Always use the preparation according to the doctor’s instructions. Check 
with the doctor or pharmacist if you are uncertain about the dosage and 
treatment regimen of the preparation. 
The dosage and treatment regimen will be determined by the doctor only. 
The usual dosage of Tafinlar either used alone or in combination 
with trametinib in adults, is generally two 75 mg capsules twice a day 
(corresponding to a daily dose of 300 mg). The usual dosage of trametinib, 
when taken in combination with Tafinlar, is 2 mg once a day.
The dosage and treatment regimen for children and adolescents will be 
determined by the doctor only.
Your doctor may decide that you should take a lower dose if you develop 
side effects. 
Tafinlar is also available as 50 mg capsules if a dose reduction is 
recommended. 
Do not exceed the recommended dose, since this may increase the 
risk of side effects. 
Method of administration
Swallow the capsules whole with water, one after the other. 
Do not chew or crush the capsules, since they will lose their effect. 
Take Tafinlar in the morning and evening, about 12 hours apart. Take your 
morning and evening doses of Tafinlar at the same times every day. This 
will increase the chance of remembering to take the capsules. 
Do not take the morning and evening doses of Tafinlar at the same time. 
In case of vomiting after taking the medicine, do not take another dose. 
Take your next dose at the usual time.
If you accidentally took a higher dosage
If you took an overdose or if a child has accidentally swallowed the medicine, 
refer immediately to a doctor or proceed to a hospital emergency room, 
and bring the package of the medicine with you. 
If you forget to take the medicine
If the missed dose is less than 6 hours late, take it as soon as you remember. 
If the missed dose is more than 6 hours late, skip that dose and take your 
next dose at the usual time. Then carry on taking your capsules at the 
regular times, as usual. 
Do not take a double dose to make up for a missed dose. 
If you stop taking the medicine
Adhere to the treatment regimen as recommended by the doctor. Do not 
stop unless your doctor or pharmacist advises you to. 
Do not take medicines in the dark! Check the label and the dose  
each time you take medicine. Wear glasses if you need them.
If you have further questions regarding use of the medicine, consult 
a doctor or pharmacist.
How should you take Tafinlar in combination with trametinib 
∙	Take Tafinlar in combination with trametinib exactly as your doctor tells 

you. Do not change your dose and do not stop taking Tafinlar or trametinib 
unless your doctor tells you. 

∙	Take Tafinlar twice daily and take trametinib once daily. It may be 
better for you to adopt the habit of taking both medicines at the same time 
each day. The Tafinlar doses should be about 12 hours apart. Trametinib, 
when given in combination with Tafinlar, should preferably be taken with 
either the morning dose of Tafinlar or the evening dose of Tafinlar. 

∙	Take Tafinlar and trametinib on an empty stomach, at least one hour before 
or two hours after a meal. Take them whole with a full glass of water. 

∙	If you miss a dose of Tafinlar or trametinib, take it as soon as you remember. 
Do not make up for forgotten doses and just take your next dose at your 
regular time: 

º	if there are less than 6 hours until your next scheduled dose of Tafinlar, 
which is taken twice daily. 

º	if there are less than 12 hours until your next scheduled dose of 
trametinib, which is taken once daily. 

∙	If you get side effects, your doctor may decide that you should take a 
lower dosage of Tafinlar and/or trametinib. Take the doses of Tafinlar and 
trametinib exactly as your doctor tells you. 

If you have further questions regarding use of the medicine, consult 
the doctor or pharmacist.
4.	 SIDE EFFECTS
As with any medicine, use of Tafinlar may cause side effects in some users. 
Do not be alarmed by the list of side effects. You may not suffer from any 
of them. 
Possible serious side effects 
Fever
Taking Tafinlar may cause fever in more than one in 10 users. Tell your 
doctor immediately if you develop a fever (temperature of 38°C or 
above) or if you feel a fever coming on while you are taking this 
medicine. The doctor will perform tests to find out if there are other causes 
for the fever and will treat the problem. 
In some cases, people with fever may develop low blood pressure and 
dizziness. If the fever is severe, your doctor may recommend that you stop 
taking Tafinlar, or Tafinlar and trametinib, while treating the fever with other 
medicines. Once the fever is controlled, your doctor may recommend that 
you start taking Tafinlar again.
Changes in your skin
Serious skin reactions have been reported in people taking Tafinlar in 
combination with trametinib (frequency unknown). If you notice any of the 
following:
∙	Reddish patches on the skin that are circular or target-shaped, with 

central blisters. Skin peeling. Ulcers in the mouth, throat, nose, genitals 
and eyes. These serious skin rashes can be preceded by fever and  
flu-like symptoms (Stevens-Johnson syndrome).

∙	Widespread rash, fever, and enlarged lymph nodes (DRESS-syndrome 
or drug hypersensitivity syndrome).

Stop using the medicine and seek medical attention immediately
Patients taking Tafinlar may commonly (1-10 in 100 users) develop a 
different type of skin cancer called cutaneous squamous cell carcinoma 
(cuSCC). Others may develop a type of skin cancer called basal cell 
carcinoma (BCC). Usually, these skin changes remain local and can be 
removed with surgery and treatment with Tafinlar can be continued without 
interruption. 
Some people taking Tafinlar may also notice that new melanomas have 
appeared. These melanomas are usually removed by surgery and treatment 
with Tafinlar can be continued without interruption. 
Your doctor will check your skin before you start taking Tafinlar, and will 
then check it again every month while you are taking this medicine and for 
6 months after you stop taking it. This is to look for any new skin cancers. 
Your doctor will also check your head, your neck, your mouth, your lymph 
glands and you will undergo scans of your chest and stomach area (called 
CT scans) regularly. You may undergo blood tests. These checks are to 
detect if any other cancer, including squamous cell carcinoma, develops 
inside your body. Pelvic examinations (for women) and anal examinations 
are also recommended before and at the end of your treatment. 
Check your skin regularly whilst taking Tafinlar 
If you notice any of the following: 
∙	new wart 
∙	skin sore or reddish bump that bleeds or does not heal 
∙	change of a mole in size or color 
Tell your doctor as soon as possible if you get any of these symptoms -  
either for the first time or if they get worse. 
Skin reactions (rash) can happen while taking Tafinlar in combination 
with trametinib. Talk to your doctor if you notice a skin rash while taking 
Tafinlar in combination with trametinib. 
Eye problems 
Patients taking Tafinlar alone can uncommonly (1-10 in 1,000 users) 
develop an eye problem called uveitis, which could damage your vision if 
it is not treated. This condition may occur commonly (1-10 in 100 users) in 
patients taking Tafinlar in combination with trametinib.
Uveitis may develop rapidly and the symptoms include: 
∙	eye redness and irritation 
∙	blurred vision 
∙	eye pain 
∙	increased sensitivity to light 
∙	floating spots before the eyes 
Contact your doctor immediately if you develop these symptoms.
Tafinlar can cause eye problems when taken in combination with 
trametinib. Trametinib is not recommended if you have ever had a 
blockage of the vein draining the eye (retinal vein occlusion). Your 
doctor may advise an eye examination before you take Tafinlar in 
combination with trametinib and while you are taking them. Your doctor 
may ask you to stop taking trametinib or refer you to a specialist, 
if you develop signs and symptoms in your vision that include: 
∙	loss of vision 
∙	eye redness or itching
∙	colored dots in your vision 
∙	halo (seeing blurred outlines around objects) 
∙	blurred vision 
Contact your doctor or pharmacist immediately if you get these 
symptoms. 
It is very important to tell your doctor immediately if you develop 
these symptoms, especially if you have a painful, red eye that does not 
clear up quickly. He may refer you to a specialist eye doctor for a complete 
eye examination. 
Immune system disorders
If you experience multiple symptoms such as fever, swollen lymph glands, 
bruising or skin rash, at the same time, tell your doctor immediately. It 
may be a sign of a condition where the immune system makes too many 
infection-fighting cells called histiocytes and lymphocytes that may cause 
various symptoms (called haemophagocytic lymphohistiocytosis), see 
section 2 (frequency rare).
Possible side effects in patients taking Tafinlar alone
The side effects that you may see when you take Tafinlar alone are 
as follows: 
Very common side effects (may occur in more than one in 10 users): 
∙	Papilloma (a type of skin tumor which is usually not harmful)
∙	Decreased appetite
∙	Headache
∙	Cough
∙	Nausea, vomiting
∙	Diarrhea
∙	Thickening of the outer layers of the skin
∙	Unusual hair loss or thinning
∙	Rash

∙	Reddening and swelling of the palms, fingers and soles of the feet (see 
“Changes in your skin” earlier in section 4)

∙	Joint pain, muscle pain, or pain in the hands or feet
∙	Fever (see “Fever” earlier in section 4)
∙	Sense of fatigue, lack of energy
∙	Chills
∙	Feeling weak
Common side effects (may occur in 1-10 in 100 users): 
∙	Skin effects including cutaneous squamous cell carcinoma (a type of skin 

cancer), wart-like growths, skin tags, uncontrolled skin growths or lesions 
(basal cell carcinoma), dry skin, itching or redness of the skin, patches of 
thick, scaly, or crusty skin (actinic keratosis), skin lesions, skin redness, 
increased sensitivity of the skin to sun

∙	Constipation 
∙	A flu-like illness
Common side effects that may show up in your blood tests
∙	Low levels of phosphate (hypophosphatemia) in the blood
∙	Increase in blood sugar level (hyperglycemia)
Uncommon side effects (may occur in 1-10 in 1,000 users): 
∙	New melanoma
∙	Allergic reaction (hypersensitivity)
∙	Inflammation of the eye (uveitis, see “Eye problems” earlier in section 4) 
∙	Inflammation of the pancreas (causing strong abdominal pain) 
∙	Inflammation of the fatty layer under the skin (panniculitis) 
∙	Kidney problems, kidney failure 
∙	Inflammation of kidneys 
Possible side effects when Tafinlar and trametinib are taken together 
When you take Tafinlar and trametinib together, you may get any of the 
side effects given in the lists above, although their frequency may change 
(increase or decrease). 
You may also get additional side effects due to taking trametinib at 
the same time as Tafinlar. 
Tell your doctor as soon as possible if you get any of these symptoms, 
either for the first time or if they get worse.
Please also read the trametinib package leaflet for details of the side effects 
you may get with trametinib.
Possible serious side effects
Bleeding problems 
Tafinlar can cause serious bleeding problems, especially in your brain, when 
taken in combination with trametinib. Call your doctor immediately and get 
medical help right away if you have any unusual signs of bleeding, including: 
∙	headache, dizziness, or weakness 
∙	coughing up blood or blood clots 
∙	vomit containing blood or that looks like “coffee grounds”
∙	red or black stools that look like tar
Heart conditions 
Tafinlar can affect the way your heart pumps blood, when taken in 
combination with trametinib. It is more likely to affect people who have an 
existing heart problem. You will be checked for any heart problems while 
you are taking Tafinlar in combination with trametinib. Signs and symptoms 
of heart problems include: 
∙	feeling like your heart is pounding, racing, or beating irregularly 
∙	dizziness 
∙	tiredness 
∙	feeling lightheaded 
∙	shortness of breath 
∙	swelling of the legs
Tell your doctor as soon as possible if you get any of these symptoms, 
either for the first time or if they get worse. 
The other side effects that you may see when you take Tafinlar in combination 
with trametinib are as follows: 
Very common side effects (may occur in more than one in 10 users):
∙	Nasal and throat inflammation
∙	Decreased appetite
∙	Headache
∙	Dizziness
∙	High blood pressure (hypertension)
∙	Bleeding, at various sites in the body, which may be mild or serious 

(hemorrhage)
∙	Cough
∙	Stomach ache
∙	Constipation
∙	Diarrhea
∙	Nausea, vomiting
∙	Rash, dry skin, itching, skin reddening
∙	Joint pain, muscle pain, or pain in the hands or feet
∙	Muscle spasms
∙	Tiredness, lack of energy, weakness
∙	Chills
∙	Swelling of the hands or feet (peripheral edema)
∙	Fever
∙	A flu-like illness
Very common side effects that may show up in your blood tests:
∙	Abnormal blood test results related to the liver 
Common side effects (may occur in 1-10 in 100 users):
∙	Infection of the urinary system
∙	Skin effects including infection of the skin (cellulitis), inflammation of hair 

follicles in the skin, nail disorders, such as nail bed changes, nail pain, 
infection and swelling of the cuticles, skin rash with pus-filled blisters, 
cutaneous squamous cell carcinoma (a type of skin cancer), papilloma 
(a type of skin tumor which is usually not harmful), wart-like growths, 
increased sensitivity of the skin to sun (see also “Changes in your skin” 
earlier in section 4)

∙	Dehydration (low levels of water or fluid)
∙	Blurred vision, eyesight problems, inflammation of the eye (uveitis)
∙	Heart pumping less efficiently
∙	Low blood pressure (hypotension)
∙	Localized tissue swelling
∙	Shortness of breath
∙	Dry mouth
∙	Sore mouth or mouth ulcers, inflammation of mucous membranes
∙	Acne-like problems
∙	Thickening of the outer layer of the skin (hyperkeratosis), patches of thick, 

scaly or crusty skin (actinic keratosis), chapping or cracking of the skin
∙	Increased sweating, night sweats
∙	Unusual hair loss or thinning
∙	Red, painful hands and feet
∙	Inflammation of the fatty layer under the skin (panniculitis)
∙	Inflammation of the mucosa
∙	Swelling of the face

Common side effects that may show up in your blood tests:
∙	Low levels of white blood cells
∙	Decrease in number of red blood cells (anemia), blood platelets (cells 

that help blood to clot), and in a type of white blood cells (leukopenia) 
∙	Low levels of sodium (hyponatremia) or phosphate (hypophosphatemia) 

in the blood 
∙	Increase in blood sugar level
∙	Increase in creatine phosphokinase, an enzyme found mainly in heart, 

brain, and skeletal muscle
∙	Increase in some substances (enzymes) produced by the liver 
Uncommon side effects (may occur in 1-10 in 1,000 users): 
∙	Appearance of new skin cancer (melanoma)
∙	Skin tags
∙	Allergic reactions (hypersensitivity)
∙	Eye changes including swelling in the eye caused by fluid leakage 

(chorioretinopathy), separation of the light-sensitive membrane at the 
back of the eye (the retina) from its supporting layers (retinal detachment) 
and swelling around the eyes 

∙	Heart rate that is lower than the normal range and/or a decrease in heart 
rate

∙	Inflammation of the lung (pneumonitis)
∙	Inflammation of the pancreas
∙	Inflammation in the intestine (colitis)
∙	Kidney failure
∙	Inflammation of the kidneys
∙	Inflammatory disease mainly affecting the skin, lung, eyes and lymph 

nodes (sarcoidosis)
Rare side effects (may occur in 1-10 in 10,000 users):
∙	A hole (perforation) in the stomach or intestines
Side effects of unknown frequency (effects whose frequency has not yet 
been determined):
∙	inflammation of the heart muscle (myocarditis), which may cause 

shortness of breath, fever, palpitations and chest pain
∙	inflamed, flaky skin (exfoliative dermatitis)
The most common side effects in children when Tafinlar and trametinib 
are taken together:
∙	fever
∙	rash
∙	vomiting
∙	tiredness
∙	dry skin
∙	cough
∙	diarrhea
∙	acne
∙	headache
∙	abdominal pain
∙	nausea
∙	bleeding
∙	constipation
∙	skin inflammation around the fingernails and  toenails
Very common side effects that can show up in blood tests in children taking 
Tafinlar and trametinib together:
Chemistry:
∙	high blood sugar level
∙	low albumin level
∙	low calcium level
∙	reduced phosphate level
∙	reduced magnesium level
∙	high sodium level
∙	low potassium level
Liver:
∙	increased aspartate transaminase
∙	increased alanine transaminase
∙	increased alkaline phosphatase
∙	increased bilirubin
Hematology:
∙	reduced hemoglobin level
∙	reduced white blood cell (neutrophil) level
If a side effect occurs, if one of the side effects worsens or if you 
suffer from a side effect not mentioned in this leaflet, consult with 
the doctor or pharmacist. 
Reporting side effects
Side effects can be reported to the Ministry of Health by clicking on 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 SHOULD THE MEDICINE BE STORED?
∙	Avoid poisoning! This medicine, and any other medicine, should be kept 

in a safe 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 the doctor.

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

∙	Do not store above 30°C. For use for up to 6 months from opening.
6.	 FURTHER INFORMATION
∙	In addition to the active ingredient, the medicine also contains -

Microcrystalline cellulose, magnesium stearate, colloidal silicone dioxide, 
red iron oxide (E172), titanium dioxide (E171), hypromellose (E464).
Furthermore, the capsules are printed with black ink that contains: 
Shellac (E904), black iron oxide (E172), butyl alcohol, isopropyl alcohol, 
propylene glycol (E1520), ammonium hydroxide (E527).

∙	What the medicine looks like and the contents of the package –
Tafinlar 50 mg capsules are opaque, dark red and imprinted with “GS 
TEW” and “50 mg”. 
Tafinlar 75 mg capsules are opaque, dark pink and imprinted with “GS 
LHF” and “75 mg”.
The bottles are white and contain 28 capsules. 
The bottles also include a desiccant in a small cylinder shaped container. 
The desiccant must be kept inside the bottle and must not be swallowed.

∙	Registration Holder and Importer and its address: Novartis Israel 
Ltd., P.O.B 7126, Tel Aviv.

∙	Revised in March 2023 according to MOH guidelines.
∙	Registration number of the medicine in the National Drug Registry of the 

Ministry of Health: 
Tafinlar 50 mg: 151 42 33976
Tafinlar 75 mg: 151 43 33977
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