
علاج السرطان في الوقت الذي يتم تجهيز كيمريا
خلال الفترة التي يتم فيها إنتاج كيمريا، قد يحدث تفاقم في اللمفوما أو إبيضاض الدم لديك ومن شأن 
طبيبك أن يقرر إستعمال علاج إضافي )يسمى "علاج تجسيري"( ليستقر السرطان لديك عن طريق إيقاف 
تطور خلايا سرطان جديدة. قد يؤدي هذا العلاج إلى أعراض جانبية وقد تكون خطيرة أو تشكل خطرا 

على الحياة. سوف يشرح لك طبيبك عن الأعراض الجانبية المحتملة لهذا العلاج. 
أدوية أخرى تعطى مباشرة قبل العلاج بـ كيمريا

خلال 30 حتى 60 دقيقة التي تسبق تلقي كيمريا من الجائز أن تعطى لك أدوية إضافية. هذا الأمر 
مخصص لمنع حدوث ردود فعل نتيجة التسريب وسخونة. هذه الأدوية الإضافية من شأنها أن تشمل:

پاراسيتامول  ∙
أدوية من نوع مضادات الهيستامين، مثل ديفينهيدرامين.  ∙

كيف يعطى كيمريا
يقوم طبيبك بالتأكد من أن تفاصيل المعالج الشخصية التي تعرف عنك والتي تظهر على ظهر كيس   ∙

تسريب كيمريا تطابق تفاصيلك.
يعطيك طبيبك كيمريا بواسطة التسريب، أي، يعطى بالتنقيط عبر أنبوبة يتم إدخالها إلى وريدك.   ∙
يستمر هذا الإجراء عادة أقل من ساعة واحدة. خلال عملية التسريب سيفحص طبيبك فيما إذا كنت 

تقاسي من صعوبات في التنفس أو دوار )أعراض محتملة لرد فعل تحسسي(.
كيمريا هو علاج لمرة واحدة.   ∙

بعد تلقي كيمريا
عليك المكوث ببعد قدره حتى ساعتين سفر من المستشفى الذي تلقيت فيه العلاج، لمدة 4 أسابيع على 
الأقل، بعد تلقي العلاج بـ كيمريا. يوصيك طبيبك بالوصول إلى المستشفى كل يوم، لمدة 10 أيام على 
الأقل منذ تلقي العلاج، ويدرس فيما إذا كان يتوجب عليك البقاء والمبيت بالمستشفى لمدة 10 أيام 
الأولى التي تلي تلقي التسريب. سبب ذلك هو تمكين الطبيب من التأكد فيما إذا كان العلاج يعمل، 

وبإمكانه مساعدتك في حال حصلت لديك أعراض جانبية.
يجب المواظبة على العلاج حسب توصية الطبيب.

إذا توفرت لديك أسئلة إضافية حول إستعمال الدواء، إستشر الطبيب.
إذا فوت زيارة

إذا حددت لك زيارة للمراجعة ولم تحضر، فإتصل بطبيبك أو بالمستشفى بأسرع ما يمكن لتحديد موعد جديد.
الأعراض الجانبية  (4

كما بكل دواء، إن إستعمال كيمريا قد يسبب أعراضا جانبية لدى بعض المستعملين. لا تندهش من 
قائمة الأعراض الجانبية. من الجائز ألا تعاني أيا منها.

يجب التوجه مباشرة إلى الطبيب إذا كنت تعاني من أي واحد من الأعراض الجانبية التالية بعد تلقي تسريب 
كيمريا. هي تحدث عادة في الأسابيع الـ 8 الأولى التي تلي التسريب، لكنها قد تتطور في وقت لاحق أيضا:

أعراض جانبية شائعة جدا )أعراض تظهر لدى أكثر من مستعمل واحد من بين عشرة(
سخونة مرتفعة وقشعريرة. هذه من شأنها أن تكون أعراضا لحالة جدية تسمى متلازمة تحرير   ∙
السيتوكينات التي قد تشكل خطرا على الحياة أو تكون قاتلة. أعراض أخرى لمتلازمة تحرير السيتوكينات 
هي صعوبات في التنفس، غثيان، تقيؤ، إسهال، قلة الشهية للطعام، إرهاق، آلام في العضلات، آلام في 
المفاصل، إنتفاخ، ضغط دم منخفض، ضربات قلب متسارعة، صداع، قصور القلب، الرئتين والكلى 

وتضرر الكبد. تحدث هذه الأعراض تقريبا بشكل دائم خلال الـ 14 يوما الأولى التي تلي التسريب.
مشاكل مثل تغير في التفكير أو تناقص في الوعي، فقدان التواصل مع الواقع، إرتباك، هياج، إختلاجات،   ∙
صعوبات في النطق وفهم الكلام، صعوبة في المشي. قد تشكل هذه أعراض لحالة تسمى متلازمة السمية 
 immune effector ce ‑associated neurotoxicity( العصبية للخلايا المناعية المستفعلة

.)syndrome,	ICANS
الشعور بالسخونة، سخونة، قشعريرة أو رجفان، ألم في الحنجرة أو تقرحات في الفم من شأنها أن   ∙

تكون علامات لتلوث. من شأن تلوثات معينة أن تشكل خطرا على الحياة أو أن تكون قاتلة.

أعراض جانبية شائعة )أعراض تظهر لدى 10–1 مستعملين من بين 100(
تفكك سريع لخلايا الورم الذي يؤدي لتحرر محتواها لمجرى الدم. هذا الأمر قد يعرقل من عمل أعضاء   ∙

مختلفة في الجسم، خاصة الكلى، القلب والجهاز العصبي )متلازمة تفكك الورم(.
أعراض جانبية أخرى

أعراض جانبية أخرى تظهر فيما يلي. إذا أصبحت الأعراض الجانبية هذه شديدة أو جدية، بلغ الطبيب 
عن ذلك بشكل فوري. 

أعراض جانبية شائعة جدا )أعراض تظهر لدى أكثر من مستعمل واحد من بين عشرة(
جلد شاحب، ضعف، ضيق تنفس بسبب إنخفاض عدد كريات الدم الحمراء أو إنخفاض الهيموغلوبين   ∙

نزف زائد أو متواصل أو كدمات بسبب إنخفاض عدد الصفيحات الدموية  ∙
سخونة تترافق بتعداد منخفض بمستوى خطير لخلايا الدم البيضاء  ∙

تزايد الخطورة لحدوث تلوث بسبب إنخفاض عدد خلايا الدم البيضاء بشكل شاذ  ∙
تلوثات متكررة ومستمرة بسبب إنخفاض الأضداد في دمك  ∙

ضعف، عدم سلامة نظم القلب نتيجة نسبة منخفضة وغير سليمة للأملاح في الدم بما في ذلك   ∙
الفوسفور، الپوتاسيوم

إرتفاع نسب إنزيمات الكبد أو كرياتينين في الدم التي تبين بأن الكبد أو الكلى لديك لا يعملان   ∙
كالمعتاد

نبض سريع أو غير منتظم  ∙
إرتفاع ضغط الدم  ∙

ضيق تنفس، تنفس بجهد، تنفس سريع  ∙
سعال  ∙

ألم في البطن، إمساك  ∙
ألم في العظم والظهر  ∙

طفح جلدي  ∙
إنتفاخ في الكاحلين، في الأطراف وفي الوجه   ∙

أعراض جانبية شائعة )أعراض تظهر لدى 10-1 مستعملين من بين 100(
سخونة، الشعور بوعكة، تضخم الكبد، إصفرار الجلد والعينين لديك، تعداد منخفض لخلايا الدم نتيجة   ∙

تفعيل مناعي خطير
دوار أو إغماء، تورد، طفح، حكة، سخونة، ضيق في التنفس أو تقيؤ، ألم في البطن، إسهال نتيجة رد   ∙

فعل متعلق بالتسريب
طفح، غثيان، تقيؤ، إسهال يشمل براز دموي )أعراض محتملة لمرض الطعم ضد المضيف، عندما   ∙

تهاجم الخلايا المزروعة الخلايا الخاصة بك(
آلام في المفاصل بسبب إرتفاع نسبة حمض البول  ∙

نتائج غير سليمة لفحوص الدم )إرتفاع نسبة: الفوسفور، الپوتاسيوم، الكالسيوم، الصوديوم، فيبرين دي   ∙
- ديمر، فيريتين في المصل؛ إنخفاض نسبة: پروتين في الدم يسمى ألبومين، الصوديوم، المغنيزيوم(

إختلاجات، تشنجات  ∙
تقلصات عضلية/تشنجات بسبب حدوث إنخفاض غير سليم في نسبة الأملاح في الدم بما في ذلك   ∙

الكالسيوم
حركات لا إرادية أو خارجة عن السيطرة  ∙

إرتجاف لا إرادي للجسم، صعوبة في الكتابة، صعوبة في التعبير عن الأفكار بشكل لفظي، إضطرابات   ∙
في الإصغاء، ميل للنوم

وخز أو خدر، صعوبة التحرك بسب ضرر عصبي  ∙
ضعف الرؤية  ∙

عطش، نتاج منخفض للبول، بول داكن، تورد وجفاف الجلد، عدم هدوء )أعراض محتملة لإرتفاع نسبة   ∙
السكر في الدم(

إنخفاض في الوزن  ∙
ألم عصبي  ∙

قلق، عصبية  ∙
حالة شديدة من الإرتباك  ∙

صعوبات في النوم  ∙
ضيق في التنفس، صعوبة التنفس خلال وضعية الإستلقاء، إنتفاخ في راحتي القدمين أو في الرجلين   ∙

)أعراض محتملة لقصور القلب(، توقف ضربات القلب
إنتفاخ وألم بسبب خثرات الدم  ∙

إنتفاخ نتيجة تسرب سوائل من الأوعية الدموية إلى النسيج المحيط  ∙
إنتفاخ وإنزعاج )إنتفاخ في البطن(، بسبب تراكم سائل في البطن  ∙

جفاف في الفم، ألم في الفم، نزف في الفم  ∙
إصفرار الجلد والعينين نتيجة نسب مرتفعة وشاذة للبيليروبين في الدم  ∙

حكة  ∙
فرط تعرق، تعرق ليلي  ∙
مرض شبيه بالإنفلوإنزا  ∙

قصور الكثير من الأعضاء   ∙
سائل في الرئتين  ∙

إحتقان في الأنف  ∙
إضطراب في تخثر الدم )تخثر الدم، إرتفاع النسبة المعيارية الدولية، إطالة زمن الپروثرومبين، إنخفاض   ∙

الفيبرينوجين في الدم، زمن الثرومبوپلاستين الجزئي المنشط المطول(

أعراض جانبية غير شائعة )أعراض تظهر لدى 10-1 مستعملين من بين 1,000(
عدم سلامة نتائج فحوص الدم )إرتفاع نسبة المغنيزيوم(  ∙

ضعف أو شلل في الأطراف أو في الوجه، صعوبة في النطق )أعراض محتملة لسكتة دماغية نتيجة   ∙
إنخفاض تزويد الدم( 

جلد ساخن أو يحمر بسرعة ∙
سعال منتج للبلغم أو للدم أحيانا، سخونة، ضيق في التنفس أو صعوبة في التنفس ∙

صعوبة السيطرة على الحركة  ∙
أعراض جانبية ذات شيوع غير معروف )أعراض لم يحدد شيوعها بعد(

صعوبات في التنفس أو دوار )أعراض محتملة لرد فعل تحسسي(  ∙
ضعف أو خدر في اليدين أو الرجلين، تفاقم أو فقدان الرؤية، أفكار ثابتة وغير عقلانية ليست مشتركة   ∙

مع الآخرين، صداع، ضرر في الذاكرة أو في التفكير، سلوك شاذ
إذا ظهر عرض جانبي، إذا تفاقمت إحدى الأعراض الجانبية، أو عندما تعاني من عرض جانبي لم يذكر 

في النشرة، عليك إستشارة الطبيب.
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

كيفية تخزين الدواء؟  (5
المعلومات التالية مخصصة للأطباء فقط

The following information is intended for doctors only.

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the infusion 
bag label after EXP. 

Store	≤	120°C,	in	the	vapour	phase	of	liquid	nitrogen.	The	product	should	be	
administered	immediately	after	thawing.	After	thawing,	the	product	should	
be	kept	at	room	temperature	)20-25°C(	and	infused	within	30	minutes	to	
maintain	maximum	product	viability,	including	any	interruption	during	the	
infusion.

Do not use this medicine if the infusion bag is damaged or leaking.

معلومات إضافية  (6
ماذا يحتوي كيمريا

المادة الفعالة هي تيساجينلكلوسل. كل كيس للتسريب من كيمريا يحتوي على تيساجينلكلوسل معلق   ∙
من الخلايا بتركيز يعتمد على دفعة خلايا T الذاتية التي إجتازت تغير وراثي لكي تعبر عن مستقبل 
مولد الضد الخيمري من نوع مضاد CD19 )خلايا T ضرورية إيجابية لمستقبل مولد الضد الخيمري(. 
3–1 أكياس تحتوي ما مجموعه 108×6 - 106×1.2 من خلايا T ضرورية إيجابية لمستقبل مولد 

الضد الخيمري.

يحتوي الدواء بالإضافة للمركب الفعال أيضا على:  ∙
Albumin,	Dextrose,	Dextran	40	for	injection,	Sodium	chloride,	Sodium	
gluconate,	Sodium	acetate,	N-acetyltryptophanate,	Sodium,	Caprylate,	
Potassium	chloride,	Magnesium	chloride,	DMSO,	Aluminium,	Dimethyl	
sulfone,	Potassium,	5’-hydroxymethylfurfural,	Water	for	injections.

تمعن في الفقرة 2 "معلومات هامة عن بعض مركبات الدواء - يحتوي كيمريا على صوديوم، دي ميتيل 
سولفوكسيد )DMSO(، وديكستران 40 وپوتاسيوم".

يحتوي هذا الدواء على خلايا من مصدر بشري.
كيف يبدو الدواء وما هو محتوى العلبة:

كيمريا هو عبارة عن معلق من خلايا للتسريب الوريدي. الدواء متوفر ضمن كيس للتسريب يحتوي على 
معلق عديم اللون حتى مائل للأصفر.

يوجد 3-1 أكياس تسريب ذات 50 ملل يحتوي كل كيس على 30-10 ملل أو أكياس تسريب ذات 250 ملل 
يحتوي كل كيس على 50-30 ملل.

صاحب الإمتياز والمستورد وعنوانه: نوڤارتيس إسرائيل م.ض.، ص.ب. 7126، تل أبيب.
تم إعدادها في آب 2023 بموجب تعليمات وزارة الصحة.

رقم سجل الدواء في سجل الأدوية الحكومي في وزارة الصحة: 35711 91 162
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.

Kymriah® 1.2×106 – 6×108 cells 
Dispersion for intravenous infusion 

Active ingredient:
Tisagenlecleucel 1.2×106 to 6×108 CAR-positive viable T cells

Inactive	and	allergenic	ingredients:	see	”Important	information	about	some	of	the	
ingredients	of	the	medicine“	in	section	2	as	well	as	section	6	”Further	information“.
Read the 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.
The information in this leaflet is intended for you or your child.

In addition to this leaflet, Kymriah has a Patient Information Brochure 
that contains important safety information which you must know 
and adhere to before starting and during treatment, as well as a 
Patient Alert Card. 

Read the informational materials and the Patient Leaflet before 
starting to use the preparation. Keep the card and brochure for 
further reading, if necessary. 

1. WHAT IS THE MEDICINE INTENDED fOR?
Kymriah	is	intended	to	treat:
1.	Children	and	young	adults,	up	to	and	including	the	age	of	25	years,	with	B-cell	
acute	lymphoblastic	leukaemia,	expressing	CD19	)CD19+(,	that	is	resistant,	
recurrent after a transplant or recurring for the second time or more.
2.	Adults	with	diffuse	large	B-cell	lymphoma,	that	is	resistant	or	recurrent	after	
at least two lines of systemic treatment.
Restriction:	Kymriah	is	not	intended	for	patients	with	primary	or	secondary	
central nervous system lymphoma.
3.	Adults	with	follicular	lymphoma,	that	is	resistant	or	recurrent	after	at	least	
two lines of systemic treatment.
Therapeutic group: antineoplastic medicines
What is Kymriah 
Kymriah,	also	known	as	tisagenlecleucel,	is	made	from	a	certain	type	of	your	
own white blood cells called T cells. T cells are important for your immune 
system	)the	body’s	defenses(	to	work	properly.
How does Kymriah work?
The T cells are taken from your blood and a new gene is inserted into them 
so that they can target the cancer cells in your body. When Kymriah is infused 
into	your	blood,	the	engineered	T	cells	will	find	the	cancer	cells	and	kill	them.
If you have questions about how Kymriah works or why it has been 
prescribed for you, ask the doctor.
2. BEfORE USINg ThE MEdIcINE
Do not use the medicine if:
-	 you	are	sensitive	)allergic(	to	the	active	ingredient	tisagenlecleucel	or	to	
any	of	the	additional	ingredients	contained	in	the	medicine	)appearing	in	
section	6(.

‑	 you	cannot	receive	a	treatment	called	lymphodepleting	chemotherapy,	which	
reduces the number of white blood cells in your blood.

Special warnings regarding use of the medicine
Kymriah is made from your white blood cells and intended for you only.
You might be asked to enrol in a registry for at least 15 years in order to better 
understand the long‑term effects of Kymriah.
Before treatment with Kymriah, tell the doctor if:
∙	You	have	undergone	a	stem	cell	transplant	in	the	last	4	months.	Your	doctor	

will check if you have signs or symptoms of graft‑versus‑host disease. This 
happens	when	the	transplanted	cells	attack	your	body,	and	cause	symptoms	
such	as	rash,	nausea,	vomiting,	diarrhea	and	bloody	stools.

∙	You	have	problems	with	functioning	of	the	lung,	kidney,	liver,	central	nervous	
system,	the	heart	or	with	blood	pressure	)low	or	high(.	Patients	with	problems	
in these systems are more likely to suffer from the side effects described in 
section	4	”Side	effects“	and	may	require	closer	supervision.

∙	You	noticed	worsening	of	the	symptoms	of	your	cancer.	If	you	have	leukemia,	
this	might	include	fever,	feeling	weak,	bleeding	gums,	bruising.	If	you	have	
lymphoma,	this	might	include	unexplained	fever,	feeling	weak,	night	sweats,	
sudden weight loss.

∙	You	have	an	infection.	The	infection	will	be	treated	before	the	Kymriah	infusion.
∙	You	have	had	a	hepatitis	B,	hepatitis	C	or	human	immunodeficiency	virus	
)HIV(	infection.

∙	You	are	pregnant,	think	you	may	be	pregnant,	or	plan	to	become	pregnant	
)see	sections	”Pregnancy,	breastfeeding	and	fertility“	and	”Contraception	for	
women	and	men“	below(.

∙	You	received	a	vaccination	in	the	past	6	weeks	or	are	planning	to	receive	one	
in the next few months.

If	any	of	the	above-mentioned	apply	to	you	)or	you	are	not	sure(,	talk	to	your	
doctor before receiving Kymriah.
Tests and follow-up
Before receiving Kymriah your doctor will:
∙	Check	your	lungs,	heart	and	blood	pressure.
∙	Look	for	signs	of	infection;	any	infection	will	be	treated	before	you	receive	Kymriah.
∙	Check	if	your	lymphoma	or	leukaemia	is	getting	worse.
∙	Look	for	signs	of	graft-versus-host	disease	that	can	happen	after	a	transplant.
∙	Check	the	uric	acid	in	your	blood	and	how	many	cancer	cells	there	are	in	your	

blood. This will show if you are likely to develop a condition called tumor lysis 
syndrome. You may be given medicines to help prevent this condition.

∙	Check	if	you	have	hepatitis	B,	hepatitis	C	or	human	immunodeficiency	virus	
)HIV(	infection.

After you have been given Kymriah
Tell your doctor immediately if you have any of the following:
∙	Fever,	which	may	be	a	symptom	of	an	infection.	The	doctor	will	regularly	check	
your	blood	counts,	as	the	number	of	blood	cells	and	other	blood	components	
may decrease.

∙	Take	your	temperature	twice	a	day,	for	3-4	weeks	after	treatment	with	Kymriah.	
If	your	temperature	is	high,	refer	to	the	doctor	immediately.

∙	Extreme	tiredness,	weakness	and	shortness	of	breath,	which	may	be	symptoms	
of red blood cell deficiency.

∙	Bleeding	or	bruising	more	easily,	which	may	be	symptoms	of	a	low	level	of	
blood cells known as platelets.

The	results	of	some	types	of	HIV	testing	may	be	affected	–	ask	your	doctor	
about this.

Your doctor will regularly monitor your blood counts after you receive Kymriah 
as you may experience a reduction in the number of blood cells and other 
blood components.

Do	not	donate	blood,	organs,	tissues	or	cells	for	transplants.
Additional warnings and guidelines:
∙	Patients	treated	with	Kymriah	may	develop	secondary	tumors	or	recurrence	

of their disease.
∙	After	treatment	with	Kymriah	and	complete	recovery,	you	may	suffer	from	
hypogammaglobulinemia	)a	deficiency	of	the	gamma-globulin	protein	in	the	
blood(	and	agammaglobulinemia	)a	condition	in	which	there	is	complete	
deficiency	of	immunoglobulins,	proteins	produced	by	immune	system	cells(.

Tests and follow-up
After receiving Kymriah, your doctor will:
∙	Refer	you	to	be	tested	for	secondary	tumors	for	the	rest	of	your	life.
∙	Refer	you	to	be	tested	for	immunoglobulin	levels	)proteins	produced	by	the	
cells	of	the	immune	system(.

Children and adolescents
∙	B-cell	acute	lymphoblastic	leukaemia:	There	are	no	established	data	from	

clinical studies in children below the age of 3. 
∙	Diffuse	large	B-cell	lymphoma	and	follicular	lymphoma:	Do	not	use	Kymriah	
to	treat	DLBCL	)diffuse	large	B-cell	lymphoma(	or	FL	)follicular	lymphoma(	in	
children	and	adolescents	below	the	age	of	18,	since	the	preparation	has	not	
been studied in this age group.

Drug interactions
If you are taking, or have recently taken, or if you may take, other 
medicines, including non-prescription medicines and nutritional 
supplements, tell the doctor. This is because other medicines can affect 
the way Kymriah works.

In	particular,	you	must	not	receive	certain	vaccines	called	live	vaccines:
∙	in	the	6	weeks	before	you	receive	chemotherapy	)called	lymphodepleting	
chemotherapy(	that	is	intended	to	prepare	your	body	for	receiving	Kymriah	cells.

∙	during	Kymriah	treatment.
∙	after	the	treatment,	while	the	immune	system	is	recovering.
Talk to your doctor if you need to receive any vaccination.
Before	you	receive	Kymriah,	inform	your	doctor	if	you	are	taking	any	medicines	
that	weaken	the	immune	system	such	as	corticosteroids,	since	these	medicines	
may interfere with the effect of Kymriah.

Pregnancy, breastfeeding and fertility
If	you	are	pregnant	or	breastfeeding,	may	be	pregnant	or	are	planning	to	become	
pregnant	)including	women	of	child-bearing	age	who	do	not	use	contraceptive	
measures(,	consult	with	your	doctor	before	receiving	this	medicine.	This	is	
because the effects of Kymriah in pregnant or breastfeeding women are not 
known,	and	it	may	harm	your	unborn	baby	or	your	newborn	or	infant.
∙	If	you	become	pregnant	or	think	you	may	be	pregnant	after	treatment	with	
Kymriah,	talk	your	doctor	immediately.

∙	Your	doctor	will	instruct	you	to	perform	a	pregnancy	test	before	starting	treatment.	
Treatment will only be given on the condition that the test is negative for pregnancy.

Contraception for women and men
Discuss pregnancy with your doctor if you have received Kymriah.
Driving and operating machinery
Some	people	may	have	problems	such	as	altered	or	decreased	consciousness,	
confusion	and	seizures	after	being	given	Kymriah.	Therefore,	do	not	drive,	use	
machines,	or	take	part	in	activities	that	require	alertness	in	the	8	weeks	following	
infusion.
Important information about some of the ingredients of the medicine
Kymriah contains sodium, dimethylsulfoxide )dMSO(, dextran 40 and 
potassium.
This	medicine	contains	24.3	to	121.5	mg	sodium	)main	component	of	cooking/
table	salt(	per	dose.	This	is	equivalent	to	1	to	6%	of	the	recommended	maximum	
daily dietary intake of sodium for an adult. This medicine contains dextran 40 and 
DMSO	)substances	used	to	preserve	frozen	cells(,	both	of	which	can	sometimes	
cause allergic reactions. You should be closely monitored during the infusion period.
This	medicine	contains	potassium,	less	than	1	mmol	)39	mg(	per	dose,	i.e.	
essentially	”potassium	free“.
3. HOW SHOULD YOU USE THE MEDICINE?
Kymriah	is	always	given	by	a	doctor	and	as	per	his	instructions,	in	a	medical	
center	qualified	for	Kymriah	treatment.
The dosage and treatment regimen will be determined by the doctor only.
Collecting blood to make Kymriah
Kymriah is made from your own white blood cells.
∙	Your	doctor	will	take	a	certain	amount	of	your	blood	using	a	catheter	placed	in	
your	vein	)a	procedure	called	leukapheresis(.	Some	of	your	white	blood	cells	
will be separated from your blood and the rest of your blood will be returned to 
your vein. This procedure can take 3 to 6 hours and may need to be repeated.

∙	Your white blood cells will be frozen and sent away to make Kymriah. Preparation 
of	Kymriah	usually	takes	about	3	to	4	weeks,	but	the	duration	may	vary.

∙	Kymriah	is	a	treatment	that	is	manufactured	specifically	for	you.
∙	Before	receiving	Kymriah,	your	doctor	may	give	you	a	type	of	treatment	called	

lymphodepleting chemotherapy for several days to prepare your body for 
Kymriah treatment.

Cancer treatment while Kymriah is being made
During	the	period	while	Kymriah	is	being	made,	your	lymphoma	or	leukaemia	
may get worse and your doctor may decide to use an additional treatment 
)known	as	”bridging	therapy“(	to	stabilise	your	cancer	by	stopping	new	cancer	
cells from developing. This treatment may lead to side effects and these may 
be severe or life‑threatening. Your doctor will explain to you the potential side 
effects of this treatment.
Other medicines given immediately before Kymriah treatment
During	the	30	to	60	minutes	before	receiving	Kymriah,	you	may	be	given	additional	
medicines. This is to prevent infusion reactions and fever. These additional 
medicines	may	include:
∙	Paracetamol
∙	Antihistamine	medicines	such	as	diphenhydramine.
How Kymriah is given
∙	Your	doctor	will	check	that	the	personal	patient	identifiers	that	appear	on	the	

Kymriah bag match yours.
∙	Your	doctor	will	give	you	Kymriah	by	infusion,	which	means	it	will	be	given	as	

a drip through a tube inserted into your vein. This procedure usually takes less 
than one hour. During the infusion your doctor will check if you have difficulty 
breathing	or	dizziness	)possible	symptoms	of	an	allergic	reaction(.

∙	Kymriah	is	a	one-time	treatment.
After receiving Kymriah
You must stay up to a two‑hour drive away from the hospital where you received the 
treatment,	for	at	least	4	weeks	after	receiving	Kymriah	treatment.	Your	doctor	will	
recommend	that	you	return	to	the	hospital	daily,	for	at	least	10	days	after	receiving	
the	treatment,	and	will	consider	whether	you	need	to	be	hospitalized	for	the	first	
10 days after receiving the infusion. This is so your doctor will be able to check 
if the treatment is working and can help you in case you have any side effects.

Adhere to the treatment regimen recommended by the doctor.
If	you	have	further	questions	regarding	use	of	the	medicine,	consult	the	doctor.
If you miss an appointment

If	you	were	scheduled	for	an	appointment	and	you	missed	it,	contact	your	doctor	
or hospital as soon as possible to set a new date.

4. SIDE EffECTS
As	with	any	medicine,	use	of	Kymriah	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.
Refer to a doctor immediately if you get any of the following side effects after 
receiving the Kymriah infusion. They usually happen in the first 8 weeks after the 
infusion,	but	can	also	develop	later:
Very common side effects	)effects	that	occur	in	more	than	one	user	in	ten(
∙	high	fever	and	chills.	These	may	be	symptoms	of	a	serious	condition	called	cytokine	
release	syndrome,	which	may	be	life-threatening	or	fatal.	Other	symptoms	of	
cytokine	release	syndrome	are	breathing	difficulties,	nausea,	vomiting,	diarrhea,	
loss	of	appetite,	fatigue,	muscle	pain,	joint	pain,	swelling,	low	blood	pressure,	
fast	heartbeat,	headache,	heart,	lung	and	kidney	failure	and	liver	injury.	These	
symptoms almost always occur within the first 14 days after the infusion. 

∙	problems	such	as	altered	thinking	or	decreased	consciousness,	loss	of	contact	
with	reality,	confusion,	agitation,	seizures,	difficulty	speaking	and	understanding	
speech,	difficulty	walking.	These	can	be	symptoms	of	a	condition	called	immune	
effector	cell-associated	neurotoxicity	syndrome	)ICANS(.

∙	feeling	warm,	fever,	chills	or	shivering,	sore	throat	or	mouth	ulcers	may	be	
signs of an infection. Some infections may be life‑threatening or fatal.

Common side effects	)effects	that	occur	in	1-10	in	100	users(
∙	Rapid	breakdown	of	tumor	cells	causing	release	of	their	contents	into	the	

bloodstream. This can interfere with the functioning of various organs in the 
body,	especially	the	kidneys,	heart	and	nervous	system	)tumor	lysis	syndrome(.

Other side effects
Other	side	effects	are	listed	below.	If	these	side	effects	become	severe	or	serious,	
inform the doctor immediately.

Very common side effects	)effects	that	occur	in	more	than	one	user	in	ten(
∙	Pale	skin,	weakness,	breathlessness	due	to	low	number	of	red	blood	cells	or	

low haemoglobin
∙	Excessive	or	prolonged	bleeding	or	bruising	due	to	low	number	of	platelets
∙	Fever	with	dangerously	low	white	blood	cell	count
∙	Increased	risk	of	infection	due	to	abnormally	low	number	of	white	blood	cells
∙	Frequent	and	persistent	infections	due	to	decreased	antibodies	in	your	blood
∙	Weakness,	abnormal	heart	rhythms	due	to	abnormally	low	level	of	blood	salts	
including	phosphorus,	potassium

∙	High	levels	of	liver	enzymes	or	creatinine	in	the	blood	that	show	that	your	liver	
or kidneys are not working normally

∙	Fast	or	irregular	heart	rate
∙	High	blood	pressure
∙	Shortness	of	breath,	labored	breathing,	rapid	breathing
∙	Cough
∙	Abdominal	pain,	constipation
∙	Bone	and	back	pain
∙	Skin	rash
∙	Swollen	ankles,	limbs	and	face
Common side effects	)effects	that	occur	in	1-10	in	100	users(
∙	Fever,	malaise,	enlarged	liver,	yellow	colour	of	your	skin	and	eyes,	low	blood	

cell counts due to severe immune activation
∙	Dizziness	or	fainting,	flushing,	rash,	itching,	fever,	shortness	of	breath	or	
vomiting,	abdominal	pain,	diarrhoea	due	to	infusion-related	reaction

∙	Rash,	nausea,	vomiting,	diarrhoea	including	bloody	stools	)possible	symptoms	
of	graft-versus-host	disease,	in	which	transplanted	cells	attack	your	cells(

∙	Pain	in	the	joints	due	to	high	level	of	uric	acid
∙	Abnormal	blood	test	results	)high	level	of:	phosphorus,	potassium,	calcium,	
sodium,	fibrin	D-dimer,	serum	ferritin;	low	level	of:	blood	protein	called	albumin,	
sodium,	magnesium(

∙	Convulsion,	fits
∙	Muscle	spasms/cramping	due	to	abnormally	low	level	of	blood	salts	including	calcium	
∙	Involuntary	or	uncontrollable	movements
∙	Involuntary	shaking	of	the	body,	difficulty	writing,	difficulty	expressing	thoughts	
verbally,	impaired	attention,	sleepiness

∙	Tingling	or	numbness,	difficulty	moving	because	of	nerve	damage
∙	Decreased	vision
∙	Thirst,	low	urine	output,	dark	urine,	dry	flushed	skin,	irritability	)possible	
symptoms	of	high	level	of	sugar	in	blood(

∙	Weight	loss
∙	Nerve	pain
∙	Anxiety,	irritability
∙	Severe	state	of	confusion
∙	Difficulty	sleeping
∙	Breathlessness,	difficulty	breathing	when	lying	down,	swelling	of	the	feet	or	
legs	)possible	symptoms	of	heart	failure(,	stopped	heartbeat

∙	Swelling	and	pain	due	to	blood	clots
∙	Swelling	due	to	fluids	leaking	from	blood	vessels	into	the	surrounding	tissue
∙	Bloating	and	discomfort	)abdominal	distension(	due	to	an	accumulation	of	fluid	

in the abdomen
∙	Dry	mouth,	sore	mouth,	bleeding	in	the	mouth
∙	Yellow	skin	and	eyes	due	to	abnormally	high	levels	of	bilirubin	in	the	blood
∙	Itching
∙	Excessive	sweating,	night	sweats
∙	Flu-like	illness
∙	Failure	of	multiple	organs
∙	Fluid	in	the	lungs
∙	Stuffy	nose
∙	Defect	in	blood	clotting	)coagulopathy,	increased	international	normalised	ratio,	
prolonged	prothrombin	time,	decreased	blood	fibrinogen,	prolonged	activated	
partial	thromboplastin	time(

Uncommon side effects	)effects	that	occur	in	1-10	in	1,000	users(
∙	Abnormal	blood	test	results	)high	level	of	magnesium(
∙	Weakness	or	paralysis	of	limbs	or	face,	difficulty	speaking	)possible	symptoms	
of	stroke	as	a	result	of	reduced	blood	supply(

∙	Warm	or	rapidly	reddening	skin
∙	Cough	that	produces	phlegm	or	sometimes	blood,	fever,	shortness	of	breath	

or difficulty breathing
∙	Difficulty	in	controlling	movement
Side effects of unknown frequency )effects	whose	frequency	has	not	been	
determined	yet(
•	Difficulty	breathing	or	dizziness	)possible	symptoms	of	an	allergic	reaction(
•	Weakness	or	numbness	in	the	arms	or	legs,	worsening	of	or	loss	of	vision,	
having	fixed	and	irrational	thoughts	that	are	not	shared	by	others,	headache,	
impaired	memory	or	thinking,	unusual	behaviour

If a side effect occurs, if one of the side effects worsens, or if you suffer 
from a side effect not mentioned in the leaflet, consult with the doctor.
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?
The following information is intended for doctors only.

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the infusion 
bag label after EXP. 

Store	≤	120°C,	in	the	vapor	phase	of	liquid	nitrogen.	The	product	should	be	
administered	immediately	after	thawing.	After	thawing,	the	product	should	be	
kept	at	room	temperature	)20-25°C(	and	infused	within	30	minutes	to	maintain	
maximum	product	viability,	including	any	interruption	during	the	infusion.
Do not use this medicine if the infusion bag is damaged or leaking.

6. fURTHER INfORMATION

What Kymriah contains
∙	The	active	substance	 is	 tisagenlecleucel.	Each	 infusion	bag	of	Kymriah	

contains tisagenlecleucel cell dispersion at a batch‑dependent concentration 
of autologous T cells genetically modified to express an anti‑CD19 chimeric 
antigen	receptor	)CAR-positive	viable	T	cells(.	1-3	bags	contain	a	total	of	1.2×106 
–	6×108 CAR+ viable T cells.

∙	In	addition	to	the	active	ingredient,	the	medicine	also	contains:
Albumin,	Dextrose,	Dextran	40	for	injection,	Sodium	chloride,	Sodium	gluconate,	
Sodium	 acetate,	 N-acetyltryptophanate,	 Sodium,	 Caprylate,	 Potassium	
chloride,	Magnesium	chloride,	DMSO,	Aluminium,	Dimethyl	sulfone,	Potassium,	
5’-hydroxymethylfurfural,	Water	for	injections.

See	section	2	”Important information about some of the ingredients of 
the medicine	-	Kymriah	contains	sodium,	dimethylsulfoxide	)DMSO(,	dextran	
40	and	potassium“.
This medicine contains cells of human origin.
What the medicine looks like and the contents of the pack:
Kymriah is a cell dispersion for intravenous infusion. The medicine is supplied in 
an infusion bag containing a colorless to yellowish dispersion. 
There	are	1-3	50	mL	infusion	bags,	each	containing	10-30	mL	or	250	mL	infusion	
bags,	each	containing	30-50	mL.
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:	162	91	35711

המידע הבא מיועד לצוות רפואי בלבד:
The following information is intended for healthcare professionals only:

Precautions to be taken before handling or administering the medicinal product

Kymriah	should	be	transported	within	the	facility	 in	closed,	break-proof,	
leak‑proof containers.

This medicinal product contains human blood cells. Healthcare professionals 
handling	Kymriah	must	take	appropriate	precautions	)wearing	gloves	and	eye	
protection(	to	avoid	potential	transmission	of	infectious	diseases.
Preparation prior to administration

Before	administration,	it	must	be	confirmed	that	the	patient's	identity	matches	
the	unique	patient	information	on	the	Kymriah	infusion	bags	and	accompanying	
documentation. The total number of infusion bags to be administered should 
also be confirmed with the patient specific information on the batch specific 
documentation accompanying the medicinal product.

The timing of thaw of Kymriah and of infusion should be coordinated. The infusion 
start	time	should	be	confirmed	in	advance	and	adjusted	for	thaw	so	that	Kymriah	
is available for infusion when the recipient is ready. Once Kymriah has been 
thawed	and	is	at	room	temperature	)20°C-25°C(,	it	should	be	infused	within	
30	minutes	to	maintain	maximum	product	viability,	including	any	interruption	
during the infusion.

Inspection	and	thawing	of	the	infusion	bag)s(
Do not thaw the product until it is ready to be used.
The	infusion	bag	should	be	placed	inside	a	second,	sterile	bag	during	thawing	
to protect ports from contamination and avoid spills in the unlikely event of the 
bag	leaking.	Kymriah	should	be	thawed	at	37°C	using	either	a	water	bath	or	dry	
thaw method until there is no visible ice in the infusion bag. The bag should be 
removed immediately from the thawing device and kept at room temperature 
)20°C-25°C(	until	infusion	)the	infusion	should	be	ended	within	30	minutes	from	
thawing(.	If	more	than	one	infusion	bag	has	been	received	for	the	treatment	
dose	)refer	to	the	batch	certificate	for	number	of	bags	constituting	one	dose(,	
the next bag should only be thawed after the contents of the preceding bag 
have been infused.

Kymriah	should	not	be	manipulated.	For	example,	Kymriah	should	not	be	washed	
)spun	down	and	resuspended	in	new	media(	prior	to	infusion.
The	infusion	bag)s(	should	be	examined	for	any	breaks	or	cracks	prior	to	
thawing.	If	the	infusion	bag	appears	to	have	been	damaged	or	to	be	leaking,	it	
should not be infused and should be disposed of according to local guidelines 
on handling of biological waste.

Administration

Kymriah intravenous infusion should be administered by a healthcare 
professional experienced with immunosuppressed patients and prepared to 
manage	anaphylaxis.	In	the	event	of	cytokine	release	syndrome	)CRS(,	ensure	
that	at	least	one	dose	of	tocilizumab	per	patient	and	emergency	equipment	
are available prior to infusion. Hospitals must have access to additional doses 
of tocilizumab within 8 hours. In the exceptional case where tocilizumab is 
not	available	due	to	a	shortage	that	is	listed	in	the	Ministry	of	Health	website,	
ensure that suitable alternative measures to treat cytokine release syndrome 
are available on site.

The	patient’s	identity	should	be	matched	with	the	patient	identifiers	on	the	
infusion	bag.	Kymriah	is	intended	solely	for	autologous	use	and	must	not,	
under	any	circumstances,	be	administered	to	other	patients.	Kymriah	should	
be administered as an intravenous infusion using latex‑free intravenous tubing 
without	a	leukocyte	depleting	filter,	at	approximately	10	to	20	mL	per	minute	
by gravity flow. All contents of the infusion bags should be infused. Sterile 
sodium	chloride	9	mg/mL	)0.9%(	solution	for	injection	should	be	used	to	prime	
the tubing prior to infusion and rinse it after infusion. When the full volume 
of	Kymriah	has	been	infused,	the	infusion	bag	should	be	rinsed	with	10	to	30	
mL	sodium	chloride	9	mg/mL	)0.9%(	solution	for	injection	by	back	priming	to	
ensure as many cells as possible are infused into the patient.

If	the	volume	of	Kymriah	to	be	administered	is	≤20	mL,	intravenous	push	may	
be used as an alternative method of administration

Measures to take in case of accidental exposure

In	case	of	accidental	exposure,	local	guidelines	on	handling	of	human-derived	
material should be followed. Work surfaces and materials which have potentially 
been in contact with Kymriah must be decontaminated with appropriate 
disinfectant.
Precautions to be taken for the disposal of the medicinal product
Unused medicinal product and all material that has been in contact with Kymriah 
)solid	and	liquid	waste(	should	be	handled	and	disposed	of	as	potentially	infectious	
waste in accordance with local guidelines on handling of human‑derived material.
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