
ليكڨيو معدّ للحقن تحت الجلد في منطقة البطن. يشتمل موقع الحقن البديل على الذراع العلوية أو الفخذ. يعطي طبيب أو 
ممرضة )أحد أفراد الطاقم الطبي( ليكڨيو لك.

إذا تناولت عن طريق الخطأ، جرعة أعلى 
يعطي طبيب أو ممرضة )أحد أفراد الطاقم الطبي( هذا الدواء لك. في حالة غير متوقعة جدا، يتم فيها إعطاؤك جرعة أعلى 

من الدواء )جرعة مفرطة(، على الطبيب أو عضو آخر من الطاقم الطبي أن يفحصا إذا ظهرت لديك أعراض جانبية.

إذا نسيت تناول جرعة ليكڨيو 
إذا تخطيت موعد الحقن، توجه إلى الطبيب أو الممرضة في أسرع وقت ممكن لتحديد موعد الحقن التالي الخاص بك.

يجب المداومة على العلاج حسَب توصية الطبيب.
حتى إذا طرأ تحسن على حالتك الصحية، لا يجوز لك التوقف عن استعمال الدواء من دون استشارة الطبيب.

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

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

 الأعراض الجانبية . 4
كجميع الأدوية، قد يسببّ استعمال ليكڨيو أعراضًا جانبية لدى بعض المستخدِمين. لا تفزع عند قراءة قائمة الأعراض 

الجانبيةّ. فمن المحتمل ألّا تعاني من أيٍّ منها.

أعراض جانبية شائعة ) common ( أعراض تظهر لدى 10-1 مستعملين من بين 100:
رد فعل في موقع الحقن، مثلا: ألم، احمرار أو طفح.	•

إذا ظهر عارض جانبي، إذا تفاقم أيٌّ من الأعراض الجانبية، أو إذا عانيت من عارِض جانبيّ لم يذُكَر في النشرة، عليك 
استشارة الطبيب.

من الممكن تبليغ وزارة الصحّة بأعراض جانبيةّ من خلال الضغط على الرابط "التبليغ عن أعراض جانبيةّ نتيجة لعلاج 
دوائي" الموجود على الصفحة الرئيسية في موقع وزارة الصحّة     )www.health.gov.il( والذي يحوّلك إلى استمارة 

     https://sideeffects.health.gov.il  :على الإنترنت للتبليغ عن الأعراض الجانبيةّ، أو عبر دخول الرابط

 كيفية تخزين الدواء؟. 	
تجنبّ التسمم! يجب حفظ هذا الدواء، وكلّ دواء آخر، في مكان مغلق، بعيدًا عن متناول أيدي ومجال رؤية الأولاد و/أو 

الأطفال، وهكذا تتجنبّ التسمّم.   لا تسبب التقيؤ دون تعليمات صريحة من الطبيب. 
لا يجوز استعمال الدواء بعد تاريخ انتهاء الصلاحية )exp. date( الظاهر على العبوة. تاريخ انتهاء الصلاحيةّ ينُسب 

إلى اليوم الأخير من نفس الشهر.

شروط التخزين: يجب التخزين بدرجة أقل من  30  درجة مئوية. يمُنع التجميد.

يفحص الطبيب، الصيدلي أو الممرضة الدواء، ويتخلصون منه في حال كان يتضمن جزيئات.

أو  الصيدلي  الطبيب،  يتخلص  المنزلية.  النفايات  سلة  في  أو  الصحي  الصرف  مياه  في  الأدوية  من  التخلص  يجوز  لا 
الممرضة من الأدوية التي لم تعد تستعملها. تساعد هذه التدابير في حماية البيئة.

 معلومات إضافيةّ. 6
   إضافة إلى المركّب الفعاّل، يحتوي الدواء أيضًا على: 

water for injections, sodium hydroxide, concentrated phosphoric acid. 
انظر أيضا البند "يحتوي ليكڨيو على الصوديوم".

كيف يبدو الدواء وما هو محتوى العبوّة
ليكڨيو هو محلول صاف، عديم اللون ضارب إلى الأصفر الباهت، خال من الجزيئات.

تحتوي كل عبوّة على محقنة واحدة جاهزة للاستعمال لمرة واحدة.

اسم صاحب التسجيل والمستورد وعنوانه: 
نوڨارتيس إسرائيل م.ض.، ص.ب. 7126، تل أبيب. 

تم تحريرها في حزيران 2024.

رقم تسجيل الدواء في سجل الأدوية الرسمي في وزارة الصحة:    99	36715	93	167  

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

Leqvio 284 mg     

Solution for injection in pre-filled syringe for subcutaneous injection

Active ingredient:
Each pre	filled syringe contains inclisiran sodium equivalent to 284 mg inclisiran in 
1.5 ml solution.
Each ml contains inclisiran sodium equivalent to 189 mg inclisiran.

Inactive ingredients and allergens: See section 6 ‘Additional information’ and 
section 2 under ‘Important information about some of this medicine’s ingredients’.

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?
Leqvio is intended for adults with primary hypercholesterolaemia )heterozygous 
familial and non familial( or mixed dyslipidaemia, as an adjunct to diet:
	 in combination with a statin or statin with other blood lipid lowering therapies in 

patients unable to reach LDL cholesterol goals with the maximum tolerated dose of 
a statin, or 

	 monotherapy or in combination with other blood lipid lowering therapies in patients 
who are statin intolerant, or for whom a statin is contraindicated. 

Therapeutic group: lipid modifying agents, other lipid modifying agents.

Leqvio contains the active substance inclisiran. Inclisiran lowers levels of LDL 
cholesterol )“bad” cholesterol(, which can cause heart and blood circulation problems 
when levels are elevated.
Inclisiran works by interfering with RNA )genetic material in body cells( to limit the 
production of a protein called PCSK9. This protein can increase LDL cholesterol 
levels and preventing its production helps to lower your LDL cholesterol levels.

2. Before using this medicine 
Do not use this medicine if:

	•You are sensitive )allergic( to inclisiran or to any of the other ingredients in this 
medicine )listed in section 6(. 

Special warnings about using this medicine
Before treatment with Leqvio, tell your doctor, pharmacist or nurse if: 
	•you are being treated with dialysis
	•you have severe liver disease
	•you have severe kidney disease

Children and adolescents:
This medicine is not intended for children and adolescents under the age of 18.
There is no information about the safety of use and effectiveness of this medicine in 
children and adolescents under the age of 18. 

Drug interactions:
If you are taking or have recently taken other medicines, including 
nonprescription medications and dietary supplements, tell your doctor or 
pharmacist.

Pregnancy, breast-feeding and fertility:
If you are pregnant or breast-feeding, think you may be pregnant or are planning 
to become pregnant, consult your doctor, pharmacist or nurse before taking this 
medicine.
There is limited information about use during pregnancy and therefore use of Leqvio 
should be avoided during pregnancy. 

It is not yet known whether Leqvio passes into breast milk. Your doctor will help you 
to decide whether to continue breast	feeding or to start treatment with Leqvio. Your 
doctor will consider the benefits of treatment for you, compared with the potential risk 
of breast-feeding while taking the treatment for your baby.

Fertility
No information on the effect of Leqvio on human fertility is available. 
Animal studies did not show any effects on fertility.

Driving and using machines: 
Leqvio has a negligible effect or no effect at all on your ability to drive or use machines.

Important information about some of this medicine’s ingredients:
Leqvio contains sodium
This medicine contains less than 1 mmol sodium )23 mg( per dose, 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, nurse 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 recommended dosage of Leqvio is usually 284 mg given by injection under the 
skin. The next dose is given after 3 months, followed by further doses every 6 months.
Do not exceed the recommended dose.

Before starting treatment with Leqvio, you should strictly follow to a diet to lower your 
cholesterol and it is likely that you will be taking a statin. You should stay on this diet 
and keep taking the statin all the time you are taking Leqvio.

Leqvio is intended for injection under the skin in the area of the abdomen. Alternative 
injection sites include the upper arm or thigh. Leqvio will be given to you by a doctor 
or nurse )healthcare professional(.

If you have accidentally taken a higher dose
This medicine will be given to you by a doctor or nurse )healthcare professional(. In 
the highly unlikely event that you are given too much medicine )an overdose(, the 
doctor or other healthcare professional will check you for side effects.

If you forget to take Leqvio
If you miss the date for your injection, contact your doctor or nurse as soon as you can 
to schedule your next injection.

Adhere to the treatment as recommended by your doctor.

Even if your health improves, do not stop taking this medicine without consulting 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 Leqvio may cause side effects in some users. Do not be 
alarmed by this list of side effects. You may not experience any of them.

Common side effects affect 1-10 in 100 users:
	•Injection site reactions, such as pain, redness or rash.

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

Storage conditions: Store below 30°C. Do not freeze.

The doctor, pharmacist or nurse will check this medicine and will discard it if it contains 
particles.

Do not throw away medicines via wastewater or household waste. Your doctor, 
pharmacist or nurse will throw away medicines that you no longer use. These 
measures will help protect the environment.

6.  Additional information
In addition to the active ingredient, this medicine also contains: 
water for injections, sodium hydroxide, concentrated phosphoric acid.
Also see the section ‘Leqvio contains sodium’.

What the medicine looks like and contents of the pack
Leqvio is a clear, colourless to pale yellow solution, free of particulates.

Each pack contains one single-use pre-filled syringe.

Registration holder and importer’s name and address: 
Novartis Israel Ltd., P.O.B 7126, Tel Aviv. 

Revised in June 2024.

Registration number of the medicine in the Ministry of Health’s National Drug Registry:
167	93	36715	99
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This section contains information on how to inject Leqvio.

Plunger

Expiry
date

Needle
cap

Important information you need to know before injecting Leqvio

 	Do not use the pre-filled syringe if any of the seals on the outer carton or the 
seal of the plastic tray are broken.
 	Do not remove the needle cap until you are ready to inject.
 	Do not use if the pre-filled syringe has been dropped after removing the 
needle cap.
 	Do not try to re-use or take apart the pre-filled syringe.

Step 1. Inspect the pre-filled syringe
You may see air bubbles in the liquid, which is normal. Do not try to remove 
the air.
 	Do not use the pre-filled syringe if it looks damaged or if any of the solution 
for injection has leaked out of the pre-filled syringe.

Step 2. Remove needle cap
Firmly pull straight to remove the needle cap 
from the pre-filled syringe. You may see a drop 
of liquid at the end of the needle. This is normal.
Do not put the needle cap back on. Throw it 
away.
Note: Do not remove the needle cap until you 
are ready to inject. Early removal of the needle 
cap prior to injection can lead to drying of the 
drug product within the needle, which can result 
in needle clogging.

Step 	. Insert needle
Gently pinch the skin at the injection site and 
hold the pinch throughout the injection. With the 
other hand insert the needle into the skin at an 
angle of approximately 45 degrees as shown.

Step 4. Inject
Continue to pinch the skin. Slowly press the 
plunger as far as it will go. This will make sure 
that a full dose is injected.

Note: If you cannot depress the plunger following 
insertion of the needle, use a new pre-filled 
syringe.
Step 	. Complete injection and dispose of the pre-filled syringe
Remove the pre-filled syringe from the injection site. Do not put the needle 
cap back on.
Dispose of the pre-filled syringe in accordance with local requirements.

המידע הבא מיועד לאנשי הצוות הרפואי בלבד:
The following information is intended for healthcare professionals only:

المعلومات التالية معدّة للطاقم الطبيّ فقط:
הוראות שימוש בלקוויו מזרק מוכן לשימוש ללא מגן מחט:

Instructions for Use for Leqvio pre-filled syringe without needle guard:
تعليمات استعمال ليكڨيو محقنة جاهزة للاستعمال بدون واقي إبرة:

Artwork Order No.:

Artwork Order description:

AW identifier No. New:

Proof No.:Creation date:Artwork creator:

Braille: 

Printing colours:

Print enhancements:

AW identifier No. Old:

Packaging site:

F65 D300.068 size 
440x385mm folded size 
130x45mm 50g_m2 (002(



ليكڨيو معدّ للحقن تحت الجلد في منطقة البطن. يشتمل موقع الحقن البديل على الذراع العلوية أو الفخذ. يعطي طبيب أو 
ممرضة )أحد أفراد الطاقم الطبي( ليكڨيو لك.

إذا تناولت عن طريق الخطأ، جرعة أعلى 
يعطي طبيب أو ممرضة )أحد أفراد الطاقم الطبي( هذا الدواء لك. في حالة غير متوقعة جدا، يتم فيها إعطاؤك جرعة أعلى 

من الدواء )جرعة مفرطة(، على الطبيب أو عضو آخر من الطاقم الطبي أن يفحصا إذا ظهرت لديك أعراض جانبية.

إذا نسيت تناول جرعة ليكڨيو 
إذا تخطيت موعد الحقن، توجه إلى الطبيب أو الممرضة في أسرع وقت ممكن لتحديد موعد الحقن التالي الخاص بك.

يجب المداومة على العلاج حسَب توصية الطبيب.
حتى إذا طرأ تحسن على حالتك الصحية، لا يجوز لك التوقف عن استعمال الدواء من دون استشارة الطبيب.

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

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

 الأعراض الجانبية . 4
كجميع الأدوية، قد يسببّ استعمال ليكڨيو أعراضًا جانبية لدى بعض المستخدِمين. لا تفزع عند قراءة قائمة الأعراض 

الجانبيةّ. فمن المحتمل ألّا تعاني من أيٍّ منها.

أعراض جانبية شائعة ) common ( أعراض تظهر لدى 10-1 مستعملين من بين 100:
رد فعل في موقع الحقن، مثلا: ألم، احمرار أو طفح.	•

إذا ظهر عارض جانبي، إذا تفاقم أيٌّ من الأعراض الجانبية، أو إذا عانيت من عارِض جانبيّ لم يذُكَر في النشرة، عليك 
استشارة الطبيب.

من الممكن تبليغ وزارة الصحّة بأعراض جانبيةّ من خلال الضغط على الرابط "التبليغ عن أعراض جانبيةّ نتيجة لعلاج 
دوائي" الموجود على الصفحة الرئيسية في موقع وزارة الصحّة     )www.health.gov.il( والذي يحوّلك إلى استمارة 

     https://sideeffects.health.gov.il  :على الإنترنت للتبليغ عن الأعراض الجانبيةّ، أو عبر دخول الرابط

 كيفية تخزين الدواء؟. 	
تجنبّ التسمم! يجب حفظ هذا الدواء، وكلّ دواء آخر، في مكان مغلق، بعيدًا عن متناول أيدي ومجال رؤية الأولاد و/أو 

الأطفال، وهكذا تتجنبّ التسمّم.   لا تسبب التقيؤ دون تعليمات صريحة من الطبيب. 
لا يجوز استعمال الدواء بعد تاريخ انتهاء الصلاحية )exp. date( الظاهر على العبوة. تاريخ انتهاء الصلاحيةّ ينُسب 

إلى اليوم الأخير من نفس الشهر.

شروط التخزين: يجب التخزين بدرجة أقل من  30  درجة مئوية. يمُنع التجميد.

يفحص الطبيب، الصيدلي أو الممرضة الدواء، ويتخلصون منه في حال كان يتضمن جزيئات.

أو  الصيدلي  الطبيب،  يتخلص  المنزلية.  النفايات  سلة  في  أو  الصحي  الصرف  مياه  في  الأدوية  من  التخلص  يجوز  لا 
الممرضة من الأدوية التي لم تعد تستعملها. تساعد هذه التدابير في حماية البيئة.

 معلومات إضافيةّ. 6
   إضافة إلى المركّب الفعاّل، يحتوي الدواء أيضًا على: 

water for injections, sodium hydroxide, concentrated phosphoric acid. 
انظر أيضا البند "يحتوي ليكڨيو على الصوديوم".

كيف يبدو الدواء وما هو محتوى العبوّة
ليكڨيو هو محلول صاف، عديم اللون ضارب إلى الأصفر الباهت، خال من الجزيئات.

تحتوي كل عبوّة على محقنة واحدة جاهزة للاستعمال لمرة واحدة.

اسم صاحب التسجيل والمستورد وعنوانه: 
نوڨارتيس إسرائيل م.ض.، ص.ب. 7126، تل أبيب. 

تم تحريرها في حزيران 2024.

رقم تسجيل الدواء في سجل الأدوية الرسمي في وزارة الصحة:    99	36715	93	167  

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

Leqvio 284 mg     

Solution for injection in pre-filled syringe for subcutaneous injection

Active ingredient:
Each pre	filled syringe contains inclisiran sodium equivalent to 284 mg inclisiran in 
1.5 ml solution.
Each ml contains inclisiran sodium equivalent to 189 mg inclisiran.

Inactive ingredients and allergens: See section 6 ‘Additional information’ and 
section 2 under ‘Important information about some of this medicine’s ingredients’.

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?
Leqvio is intended for adults with primary hypercholesterolaemia )heterozygous 
familial and non familial( or mixed dyslipidaemia, as an adjunct to diet:
	 in combination with a statin or statin with other blood lipid lowering therapies in 

patients unable to reach LDL cholesterol goals with the maximum tolerated dose of 
a statin, or 

	 monotherapy or in combination with other blood lipid lowering therapies in patients 
who are statin intolerant, or for whom a statin is contraindicated. 

Therapeutic group: lipid modifying agents, other lipid modifying agents.

Leqvio contains the active substance inclisiran. Inclisiran lowers levels of LDL 
cholesterol )“bad” cholesterol(, which can cause heart and blood circulation problems 
when levels are elevated.
Inclisiran works by interfering with RNA )genetic material in body cells( to limit the 
production of a protein called PCSK9. This protein can increase LDL cholesterol 
levels and preventing its production helps to lower your LDL cholesterol levels.

2. Before using this medicine 
Do not use this medicine if:

	•You are sensitive )allergic( to inclisiran or to any of the other ingredients in this 
medicine )listed in section 6(. 

Special warnings about using this medicine
Before treatment with Leqvio, tell your doctor, pharmacist or nurse if: 
	•you are being treated with dialysis
	•you have severe liver disease
	•you have severe kidney disease

Children and adolescents:
This medicine is not intended for children and adolescents under the age of 18.
There is no information about the safety of use and effectiveness of this medicine in 
children and adolescents under the age of 18. 

Drug interactions:
If you are taking or have recently taken other medicines, including 
nonprescription medications and dietary supplements, tell your doctor or 
pharmacist.

Pregnancy, breast-feeding and fertility:
If you are pregnant or breast-feeding, think you may be pregnant or are planning 
to become pregnant, consult your doctor, pharmacist or nurse before taking this 
medicine.
There is limited information about use during pregnancy and therefore use of Leqvio 
should be avoided during pregnancy. 

It is not yet known whether Leqvio passes into breast milk. Your doctor will help you 
to decide whether to continue breast	feeding or to start treatment with Leqvio. Your 
doctor will consider the benefits of treatment for you, compared with the potential risk 
of breast-feeding while taking the treatment for your baby.

Fertility
No information on the effect of Leqvio on human fertility is available. 
Animal studies did not show any effects on fertility.

Driving and using machines: 
Leqvio has a negligible effect or no effect at all on your ability to drive or use machines.

Important information about some of this medicine’s ingredients:
Leqvio contains sodium
This medicine contains less than 1 mmol sodium )23 mg( per dose, 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, nurse 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 recommended dosage of Leqvio is usually 284 mg given by injection under the 
skin. The next dose is given after 3 months, followed by further doses every 6 months.
Do not exceed the recommended dose.

Before starting treatment with Leqvio, you should strictly follow to a diet to lower your 
cholesterol and it is likely that you will be taking a statin. You should stay on this diet 
and keep taking the statin all the time you are taking Leqvio.

Leqvio is intended for injection under the skin in the area of the abdomen. Alternative 
injection sites include the upper arm or thigh. Leqvio will be given to you by a doctor 
or nurse )healthcare professional(.

If you have accidentally taken a higher dose
This medicine will be given to you by a doctor or nurse )healthcare professional(. In 
the highly unlikely event that you are given too much medicine )an overdose(, the 
doctor or other healthcare professional will check you for side effects.

If you forget to take Leqvio
If you miss the date for your injection, contact your doctor or nurse as soon as you can 
to schedule your next injection.

Adhere to the treatment as recommended by your doctor.

Even if your health improves, do not stop taking this medicine without consulting 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 Leqvio may cause side effects in some users. Do not be 
alarmed by this list of side effects. You may not experience any of them.

Common side effects affect 1-10 in 100 users:
	•Injection site reactions, such as pain, redness or rash.

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

Storage conditions: Store below 30°C. Do not freeze.

The doctor, pharmacist or nurse will check this medicine and will discard it if it contains 
particles.

Do not throw away medicines via wastewater or household waste. Your doctor, 
pharmacist or nurse will throw away medicines that you no longer use. These 
measures will help protect the environment.

6.  Additional information
In addition to the active ingredient, this medicine also contains: 
water for injections, sodium hydroxide, concentrated phosphoric acid.
Also see the section ‘Leqvio contains sodium’.

What the medicine looks like and contents of the pack
Leqvio is a clear, colourless to pale yellow solution, free of particulates.

Each pack contains one single-use pre-filled syringe.

Registration holder and importer’s name and address: 
Novartis Israel Ltd., P.O.B 7126, Tel Aviv. 

Revised in June 2024.

Registration number of the medicine in the Ministry of Health’s National Drug Registry:
167	93	36715	99
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This section contains information on how to inject Leqvio.

Plunger

Expiry
date

Needle
cap

Important information you need to know before injecting Leqvio

 	Do not use the pre-filled syringe if any of the seals on the outer carton or the 
seal of the plastic tray are broken.
 	Do not remove the needle cap until you are ready to inject.
 	Do not use if the pre-filled syringe has been dropped after removing the 
needle cap.
 	Do not try to re-use or take apart the pre-filled syringe.

Step 1. Inspect the pre-filled syringe
You may see air bubbles in the liquid, which is normal. Do not try to remove 
the air.
 	Do not use the pre-filled syringe if it looks damaged or if any of the solution 
for injection has leaked out of the pre-filled syringe.

Step 2. Remove needle cap
Firmly pull straight to remove the needle cap 
from the pre-filled syringe. You may see a drop 
of liquid at the end of the needle. This is normal.
Do not put the needle cap back on. Throw it 
away.
Note: Do not remove the needle cap until you 
are ready to inject. Early removal of the needle 
cap prior to injection can lead to drying of the 
drug product within the needle, which can result 
in needle clogging.

Step 	. Insert needle
Gently pinch the skin at the injection site and 
hold the pinch throughout the injection. With the 
other hand insert the needle into the skin at an 
angle of approximately 45 degrees as shown.

Step 4. Inject
Continue to pinch the skin. Slowly press the 
plunger as far as it will go. This will make sure 
that a full dose is injected.

Note: If you cannot depress the plunger following 
insertion of the needle, use a new pre-filled 
syringe.
Step 	. Complete injection and dispose of the pre-filled syringe
Remove the pre-filled syringe from the injection site. Do not put the needle 
cap back on.
Dispose of the pre-filled syringe in accordance with local requirements.

המידע הבא מיועד לאנשי הצוות הרפואי בלבד:
The following information is intended for healthcare professionals only:

المعلومات التالية معدّة للطاقم الطبيّ فقط:
הוראות שימוש בלקוויו מזרק מוכן לשימוש ללא מגן מחט:

Instructions for Use for Leqvio pre-filled syringe without needle guard:
تعليمات استعمال ليكڨيو محقنة جاهزة للاستعمال بدون واقي إبرة:
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ليكڨيو معدّ للحقن تحت الجلد في منطقة البطن. يشتمل موقع الحقن البديل على الذراع العلوية أو الفخذ. يعطي طبيب أو 
ممرضة )أحد أفراد الطاقم الطبي( ليكڨيو لك.

إذا تناولت عن طريق الخطأ، جرعة أعلى 
يعطي طبيب أو ممرضة )أحد أفراد الطاقم الطبي( هذا الدواء لك. في حالة غير متوقعة جدا، يتم فيها إعطاؤك جرعة أعلى 

من الدواء )جرعة مفرطة(، على الطبيب أو عضو آخر من الطاقم الطبي أن يفحصا إذا ظهرت لديك أعراض جانبية.

إذا نسيت تناول جرعة ليكڨيو 
إذا تخطيت موعد الحقن، توجه إلى الطبيب أو الممرضة في أسرع وقت ممكن لتحديد موعد الحقن التالي الخاص بك.

يجب المداومة على العلاج حسَب توصية الطبيب.
حتى إذا طرأ تحسن على حالتك الصحية، لا يجوز لك التوقف عن استعمال الدواء من دون استشارة الطبيب.

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

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

 الأعراض الجانبية . 4
كجميع الأدوية، قد يسببّ استعمال ليكڨيو أعراضًا جانبية لدى بعض المستخدِمين. لا تفزع عند قراءة قائمة الأعراض 

الجانبيةّ. فمن المحتمل ألّا تعاني من أيٍّ منها.

أعراض جانبية شائعة ) common ( أعراض تظهر لدى 10-1 مستعملين من بين 100:
رد فعل في موقع الحقن، مثلا: ألم، احمرار أو طفح.	•

إذا ظهر عارض جانبي، إذا تفاقم أيٌّ من الأعراض الجانبية، أو إذا عانيت من عارِض جانبيّ لم يذُكَر في النشرة، عليك 
استشارة الطبيب.

من الممكن تبليغ وزارة الصحّة بأعراض جانبيةّ من خلال الضغط على الرابط "التبليغ عن أعراض جانبيةّ نتيجة لعلاج 
دوائي" الموجود على الصفحة الرئيسية في موقع وزارة الصحّة     )www.health.gov.il( والذي يحوّلك إلى استمارة 

     https://sideeffects.health.gov.il  :على الإنترنت للتبليغ عن الأعراض الجانبيةّ، أو عبر دخول الرابط

 كيفية تخزين الدواء؟. 	
تجنبّ التسمم! يجب حفظ هذا الدواء، وكلّ دواء آخر، في مكان مغلق، بعيدًا عن متناول أيدي ومجال رؤية الأولاد و/أو 

الأطفال، وهكذا تتجنبّ التسمّم.   لا تسبب التقيؤ دون تعليمات صريحة من الطبيب. 
لا يجوز استعمال الدواء بعد تاريخ انتهاء الصلاحية )exp. date( الظاهر على العبوة. تاريخ انتهاء الصلاحيةّ ينُسب 

إلى اليوم الأخير من نفس الشهر.

شروط التخزين: يجب التخزين بدرجة أقل من  30  درجة مئوية. يمُنع التجميد.

يفحص الطبيب، الصيدلي أو الممرضة الدواء، ويتخلصون منه في حال كان يتضمن جزيئات.

أو  الصيدلي  الطبيب،  يتخلص  المنزلية.  النفايات  سلة  في  أو  الصحي  الصرف  مياه  في  الأدوية  من  التخلص  يجوز  لا 
الممرضة من الأدوية التي لم تعد تستعملها. تساعد هذه التدابير في حماية البيئة.

 معلومات إضافيةّ. 6
   إضافة إلى المركّب الفعاّل، يحتوي الدواء أيضًا على: 

water for injections, sodium hydroxide, concentrated phosphoric acid. 
انظر أيضا البند "يحتوي ليكڨيو على الصوديوم".

كيف يبدو الدواء وما هو محتوى العبوّة
ليكڨيو هو محلول صاف، عديم اللون ضارب إلى الأصفر الباهت، خال من الجزيئات.

تحتوي كل عبوّة على محقنة واحدة جاهزة للاستعمال لمرة واحدة.

اسم صاحب التسجيل والمستورد وعنوانه: 
نوڨارتيس إسرائيل م.ض.، ص.ب. 7126، تل أبيب. 

تم تحريرها في حزيران 2024.

رقم تسجيل الدواء في سجل الأدوية الرسمي في وزارة الصحة:    99	36715	93	167  

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

Leqvio 284 mg     

Solution for injection in pre-filled syringe for subcutaneous injection

Active ingredient:
Each pre	filled syringe contains inclisiran sodium equivalent to 284 mg inclisiran in 
1.5 ml solution.
Each ml contains inclisiran sodium equivalent to 189 mg inclisiran.

Inactive ingredients and allergens: See section 6 ‘Additional information’ and 
section 2 under ‘Important information about some of this medicine’s ingredients’.

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?
Leqvio is intended for adults with primary hypercholesterolaemia )heterozygous 
familial and non familial( or mixed dyslipidaemia, as an adjunct to diet:
	 in combination with a statin or statin with other blood lipid lowering therapies in 

patients unable to reach LDL cholesterol goals with the maximum tolerated dose of 
a statin, or 

	 monotherapy or in combination with other blood lipid lowering therapies in patients 
who are statin intolerant, or for whom a statin is contraindicated. 

Therapeutic group: lipid modifying agents, other lipid modifying agents.

Leqvio contains the active substance inclisiran. Inclisiran lowers levels of LDL 
cholesterol )“bad” cholesterol(, which can cause heart and blood circulation problems 
when levels are elevated.
Inclisiran works by interfering with RNA )genetic material in body cells( to limit the 
production of a protein called PCSK9. This protein can increase LDL cholesterol 
levels and preventing its production helps to lower your LDL cholesterol levels.

2. Before using this medicine 
Do not use this medicine if:

	•You are sensitive )allergic( to inclisiran or to any of the other ingredients in this 
medicine )listed in section 6(. 

Special warnings about using this medicine
Before treatment with Leqvio, tell your doctor, pharmacist or nurse if: 
	•you are being treated with dialysis
	•you have severe liver disease
	•you have severe kidney disease

Children and adolescents:
This medicine is not intended for children and adolescents under the age of 18.
There is no information about the safety of use and effectiveness of this medicine in 
children and adolescents under the age of 18. 

Drug interactions:
If you are taking or have recently taken other medicines, including 
nonprescription medications and dietary supplements, tell your doctor or 
pharmacist.

Pregnancy, breast-feeding and fertility:
If you are pregnant or breast-feeding, think you may be pregnant or are planning 
to become pregnant, consult your doctor, pharmacist or nurse before taking this 
medicine.
There is limited information about use during pregnancy and therefore use of Leqvio 
should be avoided during pregnancy. 

It is not yet known whether Leqvio passes into breast milk. Your doctor will help you 
to decide whether to continue breast	feeding or to start treatment with Leqvio. Your 
doctor will consider the benefits of treatment for you, compared with the potential risk 
of breast-feeding while taking the treatment for your baby.

Fertility
No information on the effect of Leqvio on human fertility is available. 
Animal studies did not show any effects on fertility.

Driving and using machines: 
Leqvio has a negligible effect or no effect at all on your ability to drive or use machines.

Important information about some of this medicine’s ingredients:
Leqvio contains sodium
This medicine contains less than 1 mmol sodium )23 mg( per dose, 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, nurse 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 recommended dosage of Leqvio is usually 284 mg given by injection under the 
skin. The next dose is given after 3 months, followed by further doses every 6 months.
Do not exceed the recommended dose.

Before starting treatment with Leqvio, you should strictly follow to a diet to lower your 
cholesterol and it is likely that you will be taking a statin. You should stay on this diet 
and keep taking the statin all the time you are taking Leqvio.

Leqvio is intended for injection under the skin in the area of the abdomen. Alternative 
injection sites include the upper arm or thigh. Leqvio will be given to you by a doctor 
or nurse )healthcare professional(.

If you have accidentally taken a higher dose
This medicine will be given to you by a doctor or nurse )healthcare professional(. In 
the highly unlikely event that you are given too much medicine )an overdose(, the 
doctor or other healthcare professional will check you for side effects.

If you forget to take Leqvio
If you miss the date for your injection, contact your doctor or nurse as soon as you can 
to schedule your next injection.

Adhere to the treatment as recommended by your doctor.

Even if your health improves, do not stop taking this medicine without consulting 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 Leqvio may cause side effects in some users. Do not be 
alarmed by this list of side effects. You may not experience any of them.

Common side effects affect 1-10 in 100 users:
	•Injection site reactions, such as pain, redness or rash.

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

Storage conditions: Store below 30°C. Do not freeze.

The doctor, pharmacist or nurse will check this medicine and will discard it if it contains 
particles.

Do not throw away medicines via wastewater or household waste. Your doctor, 
pharmacist or nurse will throw away medicines that you no longer use. These 
measures will help protect the environment.

6.  Additional information
In addition to the active ingredient, this medicine also contains: 
water for injections, sodium hydroxide, concentrated phosphoric acid.
Also see the section ‘Leqvio contains sodium’.

What the medicine looks like and contents of the pack
Leqvio is a clear, colourless to pale yellow solution, free of particulates.

Each pack contains one single-use pre-filled syringe.

Registration holder and importer’s name and address: 
Novartis Israel Ltd., P.O.B 7126, Tel Aviv. 

Revised in June 2024.

Registration number of the medicine in the Ministry of Health’s National Drug Registry:
167	93	36715	99
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This section contains information on how to inject Leqvio.

Plunger
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Needle
cap

Important information you need to know before injecting Leqvio

 	Do not use the pre-filled syringe if any of the seals on the outer carton or the 
seal of the plastic tray are broken.
 	Do not remove the needle cap until you are ready to inject.
 	Do not use if the pre-filled syringe has been dropped after removing the 
needle cap.
 	Do not try to re-use or take apart the pre-filled syringe.

Step 1. Inspect the pre-filled syringe
You may see air bubbles in the liquid, which is normal. Do not try to remove 
the air.
 	Do not use the pre-filled syringe if it looks damaged or if any of the solution 
for injection has leaked out of the pre-filled syringe.

Step 2. Remove needle cap
Firmly pull straight to remove the needle cap 
from the pre-filled syringe. You may see a drop 
of liquid at the end of the needle. This is normal.
Do not put the needle cap back on. Throw it 
away.
Note: Do not remove the needle cap until you 
are ready to inject. Early removal of the needle 
cap prior to injection can lead to drying of the 
drug product within the needle, which can result 
in needle clogging.

Step 	. Insert needle
Gently pinch the skin at the injection site and 
hold the pinch throughout the injection. With the 
other hand insert the needle into the skin at an 
angle of approximately 45 degrees as shown.

Step 4. Inject
Continue to pinch the skin. Slowly press the 
plunger as far as it will go. This will make sure 
that a full dose is injected.

Note: If you cannot depress the plunger following 
insertion of the needle, use a new pre-filled 
syringe.
Step 	. Complete injection and dispose of the pre-filled syringe
Remove the pre-filled syringe from the injection site. Do not put the needle 
cap back on.
Dispose of the pre-filled syringe in accordance with local requirements.

המידע הבא מיועד לאנשי הצוות הרפואי בלבד:
The following information is intended for healthcare professionals only:

المعلومات التالية معدّة للطاقم الطبيّ فقط:
הוראות שימוש בלקוויו מזרק מוכן לשימוש ללא מגן מחט:

Instructions for Use for Leqvio pre-filled syringe without needle guard:
تعليمات استعمال ليكڨيو محقنة جاهزة للاستعمال بدون واقي إبرة:
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