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Patient leaflet in accordance with the Pharmacists’  
Regulations )Preparations( - 1986

This medicine is dispensed with a doctor’s prescription only

Scemblix® 20 mg
Scemblix® 40 mg
Film-coated tablets

Active ingredient
Scemblix 20 mg: each film-coated tablet contains asciminib 
hydrochloride, equivalent to asciminib 20 mg
Scemblix 40 mg: each film-coated tablet contains asciminib 
hydrochloride, equivalent to asciminib 40 mg
Inactive ingredients and allergens in the medicine - 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 for you. Do not pass it on to others. 
It may harm them, even if it seems to you that their medical condition 
is similar to yours.
1. What is this medicine intended for?
For the treatment of adult patients with:
 	 Philadelphia chromosome-positive chronic myeloid leukemia  
)Ph+ CML( in chronic phase )CP(, previously treated with two or 
more tyrosine kinase inhibitors )TKIs(.

 	 Philadelphia chromosome-positive chronic myeloid leukemia  
)Ph+ CML( in chronic phase )CP( with the T315I mutation.

Therapeutic group: Antineoplastic agents, tyrosine kinase inhibitors 
)TKIs(
2. Before using this medicine
Do not use this medicine if:

You are sensitive )allergic( to the active ingredient asciminib or to 
any of the other ingredients in this medicine )see section 6(.

Special warnings about using this medicine
Before starting treatment with Scemblix, tell your doctor about all 
of your medical conditions, including if: 
 	 You have a low blood cell count )myelosuppression(
 	 You have previously had inflammation of the pancreas )pancreatitis( 
and/or increased levels of enzymes called amylase and lipase in the 
blood

 	 You have high blood pressure )hypertension( 
 	 You have allergic reactions )hypersensitivity(

 	 You have previously had heart problems or blood clots in arteries 
and veins )types of blood vessels(

 	 You are pregnant or plan to become pregnant
 	 You are breastfeeding or plan to breastfeed

See section 4 ‘Side effects’ and section 2 ‘Pregnancy, breastfeeding 
and fertility’. 
Children and adolescents
Scemblix is not indicated for use in children and adolescents under 18 
years of age.
There is no information regarding the safety and efficacy of this 
medicine in children and adolescents.   
Tests and follow-up 
During treatment with Scemblix, you will undergo periodic blood tests 
and blood pressure checks. 
Drug interactions
If you are taking or have recently taken other medicines, including 
nonprescription medications and dietary supplements, tell your 
doctor or pharmacist. Particularly if you are taking:
Effect of other medicines on Scemblix
Strong CYP3A4 inhibitors
Giving Scemblix in combination with a strong CYP3A4 inhibitor  
)e.g. clarithromycin, telithromycin, troleandomycin, itraconazole, 
ketoconazole, voriconazole, ritonavir, indinavir, nelfinavir or saquinavir( 
increases asciminib levels in the blood, which may increase the risk of 
side effects. In case of treatment with Scemblix at 200 mg twice daily 
combined with a strong CYP3A4 inhibitor, the doctor will need to 
closely monitor you for side effects. 
Itraconazole oral solution containing hydroxypropyl-β-cyclodextrin
Giving Scemblix in combination with an itraconazole oral solution 
containing hydroxypropyl-β-cyclodextrin decreases asciminib levels in 
the blood, which may reduce Scemblix efficacy. Avoid combined use of 
Scemblix at all recommended doses with itraconazole oral solution 
containing hydroxypropyl-β-cyclodextrin.
Effect of Scemblix on other medicines 
Certain CYP3A4 substrates
Giving Scemblix in combination with CYP3A4 substrates )e.g. fentanyl, 
alfentanil, dihydroergotamine, or ergotamine( increases the levels of 
certain CYP3A4 substrates in the blood, which may increase the risk 
of side effects of these substrates. 
In case of treatment with Scemblix at 80 mg daily dose combined with 
certain CYP3A4 substrates, where minimal concentration changes 
may lead to serious side effects, the doctor will need to closely monitor 
you for side effects. 
Avoid combined use of Scemblix at 200 mg twice daily with certain 
CYP3A4 substrates, where minimal concentration changes may lead 
to serious side effects.

CYP2C9 substrates
Giving Scemblix in combination with CYP2C9 substrates )e.g. 
phenytoin or warfarin( increases the levels of certain CYP2C9 
substrates in the blood, which may increase the risk of side effects. 
Avoid treatment with Scemblix at 80 mg daily dose combined with 
certain CYP2C9 substrates, where minimal concentration changes 
may lead to serious side effects. If combined treatment cannot be 
avoided, the doctor will instruct you to reduce the dosage of the 
CYP2C9 substrates. 
Avoid combined use of Scemblix at 200 mg twice daily with sensitive 
CYP2C9 substrates and certain CYP2C9 substrates, where minimal 
concentration changes may lead to serious side effects. If combined 
treatment cannot be avoided, the doctor will instruct you to consider 
alternative therapy with a non-CYP2C9 substrate.
Certain P-gp substrates
Giving Scemblix in combination with P-gp substrates )e.g. digoxin( 
increases the levels of P-gp substrates in the blood, which may 
increase the risk of side effects of these substrates. 
In case of treatment with Scemblix at 80 mg daily dose combined with 
P-gp substrates, the doctor will need to closely monitor you for side 
effects.
Using this medicine and food
Take Scemblix without food. Avoid eating for at least 2 hours before 
and 1 hour after taking Scemblix.
Pregnancy, breastfeeding and fertility
Pregnancy
Tell your doctor if you are pregnant or plan to become pregnant. 
Scemblix can harm your unborn baby. 
	 Your doctor will perform a pregnancy test before you start treatment 

with Scemblix. 
	 Females who are able to become pregnant should use effective 

birth control during treatment and for 1 week after the last dose of 
Scemblix. Talk to your doctor about birth control methods that may 
be right for you. 

	 Tell your doctor right away if you become pregnant or think you may 
be pregnant during treatment with Scemblix. 

Breastfeeding
Tell your doctor if you are breastfeeding or plan to breastfeed. It is not 
known if Scemblix passes into breast milk. Do not breastfeed during 
treatment and for 1 week after the last dose of Scemblix.
Fertility
Scemblix may cause fertility problems in females. This may affect your 
ability to become pregnant. Talk to your doctor if this is a concern for you.
Driving and using machines
Asciminib has no or negligible effect on the ability to drive and operate 
machines.

If you experience dizziness, fatigue or other side effects which may 
affect the ability to drive carefully or use machines after taking the 
medicine, avoid these activities until the effect disappears.  
Important information about some of this medicine’s ingredients
Scemblix contains lactose 
If you have been told by your doctor that you have an intolerance to 
certain sugars, contact your doctor before taking this medicine.
Scemblix contains sodium
This medicine contains less than 1 mmol sodium )23 mg( per tablet, 
that is to say essentially “sodium-free”.
	. How to use this medicine?
Always use this medicine according to your doctor’s instructions. 
Check with your doctor or pharmacist if you are not sure about your 
dose or about how to take this medicine. Only your doctor will 
determine your dose and how you should take this medicine. 
The standard regular dosage in patients with Philadelphia 
chromosome-positive chronic myeloid leukemia )Ph+ CML( in chronic 
phase )CP( is: 
80 mg once a day at regular time or 40 mg twice a day at intervals of 
about 12 hours.  
The standard regular dosage in patients with Philadelphia 
chromosome-positive chronic myeloid leukemia )Ph+ CML( in chronic 
phase )CP( with the T315I mutation is: 
200 mg twice a day at intervals of about 12 hours.  
Take Scemblix without food. Avoid eating for at least 2 hours before 
and 1 hour after taking Scemblix.
Do not change your dosage or schedule or stop taking Scemblix 
unless your doctor tells you to. 
Your doctor may change your dosage or temporarily or permanently 
stop the treatment if you have certain side effects.
Do not exceed the recommended dose.

Swallow Scemblix tablets whole. Do not break, crush, or chew 
Scemblix tablets.
If you have accidentally taken a higher dose
If you have taken an overdose, or if a child has accidentally swallowed 
some medicine, immediately see a doctor or go to a hospital emergency 
room and bring the medicine package with you. 
If you forget to take the medicine
 	 If you take Scemblix once a day and miss a dose by more than  
12 hours, skip the missed dose and take the next dose at the regular 
time.

 	 If you take Scemblix twice a day and miss a dose by more than  
6 hours, skip the missed dose and take the next dose at the regular 
time.

Adhere to the treatment as recommended by your doctor.
Do not take medicines in the dark! Check the label and dose 
every time you take medicine. Wear glasses if you need them.

If you have any further questions about using this medicine, 
consult your doctor or pharmacist.
4. Side effects
Like with all medicines, using Scemblix may cause side effects in 
some users. Do not be alarmed by this list of side effects; you may not 
experience any of them.
Scemblix may cause serious side effects, including:
 	 Low blood cell counts. Scemblix may cause low platelet counts 
)thrombocytopenia(, low white blood cell counts )neutropenia(, and low 
red blood cell counts )anemia(. Your doctor will perform blood tests to 
check your blood cell counts every 2 weeks for the first 3 months of 
treatment, and then monthly or as needed during treatment with 
Scemblix. Tell your doctor right away if you have unexpected bleeding 
or easy bruising, notice blood in urine or stool, have fever or any signs 
of infection.

 	 Pancreas problems. Scemblix may cause increased levels of 
enzymes called amylase and lipase in the blood, which may be a 
sign of pancreatitis. Your doctor may perform blood tests monthly or 
as needed during treatment with Scemblix to diagnose pancreas 
problems. Tell your doctor right away if you have sudden pain or 
discomfort in the stomach area, nausea or vomiting. 

 	 High blood pressure. Your doctor may check your blood pressure 
and treat high blood pressure during treatment with Scemblix as 
needed. Tell your doctor if you develop elevated blood pressure or 
symptoms of high blood pressure, including confusion, headaches, 
dizziness, chest pain or shortness of breath.

 	 Allergic reaction. Stop taking Scemblix and get medical help right 
away if you develop any signs or symptoms of an allergic reaction, 
including: 
	 difficulty breathing or swallowing
	 swelling of the face, lips, or tongue
	 skin rash or flushing of the skin
	 feeling dizzy or faint
	 fever
	 fast heartbeat 
 	 Heart and blood vessel )cardiovascular( problems. Scemblix 
may cause heart and blood vessel problems, including heart attack, 
stroke, blood clots or blockage of arteries, heart failure and abnormal 
heartbeat, which can be serious and may sometimes lead to death. 
These heart and blood vessel problems can occur in people with risk 
factors or a history of these problems, and/or in people previously 
treated with other TKI medicines. Your doctor may monitor you for 
heart and blood vessel problems and treat you as needed during 

treatment with Scemblix. Tell your doctor or get medical help right 
away if you develop: 
	 shortness of breath
	 chest pain or pressure
	 feeling like your heart is beating too fast or you feel abnormal 

heartbeats
	 swelling of the ankles or feet
	 dizziness
	 weight gain
	 numbness or weakness on one side of the body
	 decreased vision or loss of vision
	 trouble talking
	 pain in the arms, legs, back, neck or jaw
	 headache
	 severe stomach-area pain
 	 Fever 
 	 Urinary tract infection 
 	 Headache
 	 Abdominal pain
 	 Vomiting
 	 Lung infection )pneumonia(
 	 Muscle, bone, or joint pain
 	 Bleeding  
 	 Constipation 
 	 Chest pain, cough, hiccups, rapid breathing, fluid collection 
between the lungs and chest cavity which, if severe, could 
make you breathless )pleural effusion(

The most common side effects of Scemblix include )affect one or 
more in 10 users(:
	 Nose, throat or sinus )upper respiratory tract( infections
	 Muscle, bone, or joint pain
	 Headache
	 Tiredness
	 Nausea
	 Rash 
	 Diarrhea
	 Vomiting
	 Bleeding  
	 Joint pain )arthralgia(
	 Generalized swelling )edema(
	 Itching  
	 Cough
	 High blood pressure )Hypertension(
	 Abdominal pain
Hematology
	 Decreased platelet counts, white blood cell counts and red blood cell 

counts

Biochemistry
	 Increased blood fat )triglycerides, cholesterol( levels
	 Increased blood creatine kinase levels 
	 Increased blood liver enzyme levels 
	 Increased blood pancreas enzyme )amylase and lipase( levels
	 Increased blood uric acid levels 
	 Decreased phosphate levels
	 Decreased corrected calcium levels
	 Increased blood creatinine levels
	 Increased blood alkaline phosphatase levels
	 Increased blood bilirubin levels
	 Increased or decreased blood potassium levels
Additional side effects include:
 	 Heart failure
 	 Fever 
 	 Urinary tract infection
 	 Lung infection )pneumonia(
 	 Constipation
 	 Abnormal heartbeat, including changes in the electrical activity of 
the heart )arrhythmia, including prolonged QT in ECG(

 	 Chest pain, cough, hiccups, rapid breathing, fluid collection between 
the lungs and chest cavity which, if severe, could make you 
breathless )pleural effusion( 

 	 Shortness of breath, labored breathing 
 	 Dizziness
 	 High levels of fats/lipids )dyslipidemia(
 	 Decreased appetite
 	 Itchy rash )urticaria(
 	 Lung and bronchi )lower respiratory tract( infection
 	 Flu )influenza(
 	 Feeling of fast and hard heartbeats )palpitations(
 	 Vision blurred
 	 Dry eye
 	 Underactive thyroid gland with possible weight gain, fluid retention, 
constipation, sensitivity to cold )hypothyroidism(

 	 Fever above 38°C associated with a low level of white blood cells 
)febrile neutropenia(

 	 Pancreas inflammation )pancreatitis(
 	 Nerve damage )neuropathy peripheral(
 	 Hypersensitivity

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.

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 and blister. The expiry date refers to the last 
day of that month.

 	 Storage conditions: Do not store above 25°C. Store in the original 
package in order to protect from moisture.

6. Additional information
In addition to the active ingredient, this medicine also contains:
Lactose monohydrate, microcrystalline cellulose )E460i(, 
hydroxypropylcellulose, low-substituted )E463(,croscarmellose sodium 
)E468(, polyvinyl alcohol )E1203(, titanium dioxide )E171(, magnesium 
stearate, talc )E553b(, colloidal silicon dioxide, lecithin )E322(, xanthan 
gum )E415(, iron oxide red )E172(
In addition, 20 mg film-coated tablets contain:
iron oxide yellow )E172(
In addition, 40 mg film-coated tablets contain:
iron oxide black )E172(
See section 2 under ‘Important information about some of this 
medicine’s ingredients’.

What the medicine looks like and contents of the pack:
Scemblix 20 mg: round, unscored, biconvex with beveled edges, pale 
yellow, approximately 6.2 mm diameter film-coated tablet. Each tablet is 
debossed with ‘20’ on one side and the ‘Novartis’ logo on the other side.
Scemblix 40 mg: round, unscored, biconvex with beveled edges, 
violet white, approximately 8.2 mm diameter film-coated tablet. Each 
tablet is debossed with ‘40’ on one side and the ‘Novartis’ logo on the 
other side.
Each package contains 20 or 60 film-coated tablets.
Not all pack sizes may be marketed. 
Registration holder and importer and its address: Novartis Israel 
Ltd., P.O.B. 7126, Tel Aviv.
Revised in August 2023 according to MOH guidelines.
Registration number of the medicine in the National Drug 
Registry of the Ministry of Health: 
Scemblix 20 mg: 172-84-37483-99 
Scemblix 40 mg: 172-85-37484-99 
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مشاكل قلب وأوعية دموية )قلبي وعائي(. قد يسببّ سمبليكس مشاكلا في القلب وفي الأوعية  	
الدموية بما في ذلك نوبة قلبية، سكتة دماغية، تخثرات دموية أو انسداد الشرايين، قصور في القلب 
ونظم قلب غير سليم، والتي قد تكون مشاكل خطيرة والتي ممكن أن تؤدي أحياناً إلى الوفاة. هذه 
المشاكل في القلب وفي الأوعية الدموية ممكن أن تظهر لدى أشخاص لديهم عوامل خطورة أو مع 
سابقة لهذه المشاكل، و/أو لدى أشخاص تمّ علاجهم في الماضي بأدوية أخرى مثبطة لـ تيروزين 
الدموية  والأوعية  القلب  في  مشاكل  تشخيص  أجل  من  متابعة  بإجراء  الطبيب  يقوم  قد  كيناز. 
ومعالجتك حسب الحاجة خلال العلاج بـ سمبليكس. أبلغ الطبيب أو توجه للحصول على مساعدة 

طبيةّ فورًا إذا تطوّر لديك:
ضيق تنفس	 
ألم أو ضغط في الصدر	 
الشعور بأن نظم القلب متسارع جدًا أو إذا كنت تشعر بأنّ خفقان القلب غير سليم	 
انتفاخ الكاحلين أو القدمين	 
دوار	 
زيادة في الوزن	 
انعدام الإحساس أو ضعف في جهة واحدة من الجسم	 
تراجع في الرؤية أو فقدان الرؤية	 
صعوبة في الكلام	 
ألم في اليدين، في القدمين، في الظهر، في الرقبة أو في الفك	 
صداع	 
ألم شديد في منطقة المعدة	 

سخونة 	
عدوى في مسالك البول 	
صداع 	
ألم بطن 	
تقيؤ 	
عدوى في الرئتين )التهاب رئوي( 	
آلام في العضلات، في العظام أو في المفاصل 	
نزيف 	
إمساك 	
ألم في الصدر، سعال، فواق، تسارع في التنفس، تراكم سائل في الفراغ ما بين الرئتين والصدر،  	

وفي حال كان وخيما قد يؤدي إلى ضيق التنفس )انصباب جنبي(
بين عشرة  من  أكثر  أو  واحد  لدى  )تظهر  تشمل  سمبليكس  لـ  شيوعًا  الأكثر  الجانبية  الأعراض 

مستعملين(:
حالات عدوى في الأنف، في الحلق أو في الجيوب الأنفية )مجاري التنفس العلوية(	 
ألم في العضلات، في العظام أو في المفاصل	 
صداع	 
تعب	 
غثيان	 
طفح جلدي	 
إسهال	 
تقيؤ	 
نزيف	 
ألم في المفاصل )ألم مفصلي(	 
انتفاخ عام )وذمة(	 
حكة	 
سعال	 

ضغط دم مرتفع	 
ألم بطن	 

أمراض الدم
انخفاض في تعداد الصفائح، خلايا الدم البيضاء وخلايا الدم الحمراء	 

كيمياء حيوية
ارتفاع في مستويات الدهون )الدهون ثلاثية، كوليسترول( في الدم	 
ارتفاع في مستويات كيناز الكرياتِين  في الدم	 
ارتفاع في مستويات إنزيمات الكبد في الدم	 
ارتفاع في مستويات إنزيمات البنكرياس )عميلاز وليپاز( في الدم	 
ارتفاع في مستويات حمض البوليك في الدم	 
انخفاض في مستويات الفوسفات	 
انخفاض في مستويات الكالسيوم المصححة	 
ارتفاع في مستويات الكرياتينين في الدم	 
ارتفاع في مستويات الفوسفاتاز القلوي	 
ارتفاع في مستويات البيلروبين في الدم	 
ارتفاع أو انخفاض في مستويات البوتاسيوم في الدم	 

أعراض جانبية إضافية تشمل: 
قصور القلب 	
سخونة 	
عدوى في مسالك البول 	
عدوى في الرئتين )التهاب رئوي( 	
إمساك 	
نظم قلب غير سليم، وهذا يشمل تغييرات في النشاط الكهربائي في القلب )اضطرابات في نظم  	

القلب )Arrhythmia(، وهذا يشمل إطالة مقطع QT في التخطيط الكهربائي للقلب(
ألم في الصدر، سعال، فواق، تسارع في التنفس، تراكم سائل في الفراغ ما بين الرئتين والصدر،  	

وفي حال كان وخيما قد يؤدي إلى ضيق التنفس )انصباب جنبي(
ضيق تنفس، صعوبة في التنفس 	
دوار 	
	 )dyslipidemia( مستويات مرتفعة من الدهون/ الشحم
انخفاض في الشهية 	
طفح جلدي مصحوب بحكة )شرى( 	
عدوى في الرئتين والشعب الهوائية )مجاري التنفس السفلية( 	
انفلونزا 	
شعور بنبض سريع وقوي )خفقان( 	
عدم وضوح الرؤية 	
جفاف في العين 	
للبرد  	 حساسية  إمساك،  السوائل،  احتباس  الوزن،  في  محتمل  ارتفاع  مع  الدرقية  الغدة  قصور 

)قصور الغدة الدرقية(
سخونة فوق C°38 المرتبطة مع مستوى منخفض من خلايا الدم البيضاء )قلة العدلات الحموية( 	
	 )Pancreatitis( التهاب البنكرياس
ضرر عصبي )اعتلال عصبي محيطي( 	
حساسية مفرطة 	

إذا ظهر عرض جانبي، إذا تفاقم أحد الأعراض الجانبيةّ أو إذا عانيت من عارض جانبيّ غير مذكور 
في النشرة، عليك استشارة الطبيب.

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

https://sideeffects.health.gov.il :أو عبر دخول الرابط
كيف يخزن الدواء؟	. 
أيدي  	 بعيدًا عن متناول  الدواء، وكلّ دواء آخر، في مكان مغلق،  التسمّم! يجب حفظ هذا  تجنبّ 

ومجال رؤية الأولاد و/أو الأطفال، وهكذا تتجنبّ التسمّم. لا تسببّ التقيؤّ بدون تعليمات صريحة 
من الطبيب. 

العبوّة والشريط  	 الظاهر على   )exp. date( ّانتهاء الصلاحية تاريخ  الدواء بعد  يمُنع استعمال 
)البليستر(.

تاريخ انتهاء الصلاحيةّ ينسب إلى اليوم الأخير من نفس الشهر.
شروط التخزين: يمُنع التخزين بدرجة حرارة تزيد عن C°25. يجب التخزين في العبوّة الأصلية  	

للحماية من الرطوبة. 
معلومات إضافية6ّ. 

بالإضافة إلى المركب الفعاّل، يحتوي الدواء، أيضًا على:
Lactose monohydrate, microcrystalline cellulose )E460i(, 
hydroxypropylcellulose, low-substituted )E463(, croscarmellose sodium 
)E468(, polyvinyl alcohol )E1203(, titanium dioxide )E171(, magnesium 
stearate, talc )E553b(, colloidal silicon dioxide, lecithin )E322(, xanthan 
gum )E415(, iron oxide red )E172(

أقراص مطلية 20 ملغ تحتوي كذلك على: 
iron oxide yellow )E172(

أقراص مطلية 40 ملغ تحتوي كذلك على:
iron oxide black )E172(

أنظر الفصل 2 البند "معلومات مهمة عن قسم من مركبات الدواء". 
كيف يبدو الدواء وماذا تحوي العبوّة:

سمبليكس 20 ملغ: قرص مطلي، مستدير، بدون خط شطر، محدب من الجانبين مع أطراف مائلة، 
ذو قطر بنحو 6.2 ملم، بلون أصفر فاتح. يوجد على كل قرص ختم للرقم "20" من جهة واحدة 

والعلامة التجارية لـ نوڤارتيس من الجهة الثانية.
سمبليكس 40 ملغ: قرص مطلي، مستدير، بدون خط شطر، محدب من الجانبين مع أطراف مائلة، 
ذو قطر بنحو 8.2 ملم، بلون بنفسجي وأبيض. يوجد على كل قرص ختم للرقم "40" من جهة واحدة 

والعلامة التجارية لـ نوڤارتيس من الجهة الثانية.
تحتوي كل عبوة على 20 أو 60 قرصًا مطلياً. 

قد لا يتمّ تسويق جميع أحجام العبوّات.
صاحب التسجيل والمستورد وعنوانه: نوڤارتيس إسرائيل م.ض.، ص.ب. 7126، تل أبيب.

تمّ تحرير هذه النشرة في آب 2023 وفقا لتعليمات وزارة الصحة.
رقم تسجيل الدواء في سجلّ الأدوية الرسميّ في وزارة الصحّة: 

سمبليكس 20 ملغ: 172-84-37483-99
سمبليكس 40 ملغ: 172-85-37484-99

لتبسيط قراءة هذه النشرة وتسهيلها ورد النصّ بصيغة المذكّر. مع هذا فالدواء معدّ لكلا الجنسين.
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