
Patient leaflet in accordance with the 
Pharmacists’ Regulations 

(Preparations) – 1986
The medicine is dispensed according to a 

physician’s prescription only

Hycamtin® 0.25 mg
Hycamtin® 1 mg
Hard gelatin capsules
The active ingredient and its quantity: 
Each Hycamtin 0.25 mg capsule contains 
0.25 mg Topotecan (as Hydrochloride). 
Each Hycamtin 1 mg capsule contains 1 mg 
Topotecan (as Hydrochloride). 
List of the additional ingredients detailed in 
section 6.
Read the entire leaflet carefully before 
using the medicine. This leaflet contains 
concise information about the medicine. If you 
have any other questions, refer to the physician 
or the pharmacist. 
This medicine has been prescribed for you. Do 
not pass it on to others. It may harm them even 
if it seems to you that their medical condition 
is similar.
1. What is the medicine intended 

for?
Hycamtin is used to treat:
patients with relapsed small cell lung cancer 
(SCLC) for whom retreatment with the first-line 
regimen is not considered appropriate.
Your physician will decide with you whether 
Hycamtin therapy is better than further 
treatment with your initial chemotherapy.
Therapeutic group
Antineoplastic agent
2. Before using the medicine
Do not use the medicine:
∙ If you are sensitive (allergic) to topotecan 

or to any of the additional ingredients 
contained in the medicine (listed in Section 
6).

∙ Do not use the medicine if you are breast-
feeding.

∙ If your blood cell counts are too low. 
Your physician will tell you whether this is 
the case, based on the results of your last 
blood test.

Tell your physician if any of these applies 
to you.

Special warnings regarding the use of the 
medicine
Before the treatment with Hycamtin, tell 
the physician if: 
∙ You have any kidney or liver problems. 

Your dose of Hycamtin may need to be 
adjusted.

∙ You are pregnant or are planning to 
become pregnant (see "Pregnancy and 
breast-feeding" section).

∙ You plan to father a child (see "Pregnancy 
and breast-feeding" section).

Tell your physician if any of these applies to 
you.
Drug interactions
If you are taking or have recently taken 
other medicines including non -prescription 
medicines and food supplements, tell the 
physician or the pharmacist. 
Particularly if you are also being treated with 
cyclosporin A, there may be a higher than usual 
chance of you getting side effects. You will be 
monitored closely if you are taking these two 
medicines together. 
Remember to tell your physician if you start to 
take any other medicine while you’re taking 
Hycamtin.
Use of the medicine and food
Hycamtin capsules may be taken with or without 
food.
Pregnancy and breast-feeding
Hycamtin is not recommended for pregnant 
women. It may harm the baby if conceived 
before, during or soon after treatment. You 
should use an effective method of contraception. 
Ask your physician for advice. For women: Do not 
try to become pregnant until a physician advises 
you that it is safe to do so. 

Male patients who wish to father a child 
should ask their physician for family planning 
advice or treatment. If your partner becomes 
pregnant during your treatment, tell your 
physician immediately.
Do not breast-feed if you are being treated 
with Hycamtin. Do not restart breast-feeding 
until the physician tells you it is safe to do so.
Driving and using machines 
Hycamtin can make people feel tired. 
If you feel tired or weak, do not drive or use 
machines.
Important information about some of the 
ingredients of the medicine
Hycamtin contains a small amount of ethanol 
(alcohol).
3. How should you use the medicine?
Always use Hycamtin according to the physician’s 
instructions. You should check with the physician 
or the pharmacist if you are unsure.
The dose (and number of capsules) of Hycamtin 
you are given will be worked out by your 
physician, based on: 
∙ Your body size (surface area measured in 

square metres). 
∙ The results of blood tests carried out before 

treatment. 
The dosage and treatment regimen will be 
determined by the physician only. 
Do not exceed the recommended dose.
Method of administration 
The prescribed number of capsules should be 
swallowed whole.
Do not chew, crush or halve them.
Hycamtin capsules must not be opened 
or crushed. If the capsules are punctured or 
leaking, you should immediately wash your 
hands thoroughly with soap and water. If you 
get the capsule’s content in your eyes, wash them 
immediately with gently flowing water for at least 
15 minutes. Consult your physician/healthcare 
provider after eye contact or if you experience 
a skin reaction.
If you accidentally have taken a higher 
dosage
Refer to a physician or pharmacist immediately for 
advice if you have taken too many capsules.
If you took an overdose, or if a child has 
accidentally swallowed the medicine, refer 
immediately to a physician or to a hospital 
emergency room and bring the package of the 
medicine with you.
If you forgot to take the medicine
Do not take a double dose to make up for a 
forgotten dose. Just take the next dose at the 
scheduled time.
Persist with the treatment as recommended by 
the physician.
Do not take medicines in the dark! Check 
the label and the dose each time you take a 
medicine. Wear glasses if you need them. 
If you have any other questions regarding 
the use of the medicine, consult the 
physician or the pharmacist. 
4. Side effects
As with any medicine, use of Hycamtin may 
cause side effects in some of the users. Do not 
be alarmed by reading the list of side effects. 
You may not experience any of them. 
Serious side effects: tell your physician
These very common side effects may occur 
in more than 1 in 10 people being treated 
with Hycamtin:
∙ Signs of infections: Hycamtin may reduce 

the number of white blood cells and lower 
your resistance to infection. This can even be 
life-threatening. Signs include:
- fever 
- serious deterioration of your general 

condition 
- local symptoms such as sore throat or 

urinary problems (for example, a burning 
sensation when urinating, which may be a 
urinary infection). 

∙ Diarrhoea. This can be serious. If you have 
more than 3 episodes of diarrhoea per day you 
should contact your physician immediately.

∙ Occasionally, severe stomach pain, fever and 
possibly diarrhoea (rarely with blood) can be 
signs of bowel inflammation (colitis)

This rare side effect may occur in 1-10 in 
10,000 people being treated with Hycamtin:
∙ Lung inflammation (interstitial lung disease): 

You are most at risk if you have existing lung 
disease, had radiation treatment to your 
lungs, or have previously taken medicines 
that caused lung damage. Signs include:
- difficulty in breathing
- cough
- fever

Tell your physician immediately if you get any 
symptoms of these conditions, as hospitalisation 
may be necessary. 
Additional side effects
Very common side effects
These may occur in more than one in ten 
people being treated with Hycamtin:
∙ Feeling generally weak and tired (temporary 

anaemia). In some cases you may need a 
blood transfusion.

∙ Unusual bruising or bleeding, caused by a 
decrease in the number of clotting cells in the 
blood. This can lead to severe bleeding from 
relatively small injuries such as a small cut. 
Rarely, it can lead to more severe bleeding 
(haemorrhage). Talk to your physician for advice 
on how to minimize the risk of bleeding.

∙ Weight loss and loss of appetite (anorexia); 
tiredness; weakness.

∙ Nausea (feeling sick), vomiting (being sick).
∙ Hair loss.
Common side effects 
These may occur in 1-10 in 100 people being 
treated with Hycamtin:
∙ Allergic or hypersensitivity reactions (including 

rash) 
∙ Inflammation and ulcers of the mouth, tongue 

or gums
∙ High body temperature (fever)
∙ Stomach pain, constipation, indigestion
∙ Feeling unwell
∙ Itching sensation
∙ Yellow skin
Rare side effects
These may occur in 1-10 in 10,000 people 
being treated with Hycamtin:
∙ Severe allergic or anaphylactic reactions 
∙ Swell ing caused by f luid bui ld-up 

(angioedema)
∙ Itchy rash (or hives)
∙ Collapse.
Side effects whose frequency is not known
The frequency of some side effects is not 
known (events from spontaneous reports 
whose frequency cannot be estimated from the 
available data):
∙ Severe stomach pain, nausea, vomiting blood, 

black or bloody stools (a possible sign of 
gastrointestinal perforation)

∙ Mouth sores, difficulty swallowing, abdominal 
pain, nausea, vomiting, diarrhoea, bloody 
stools (possible signs and symptoms of 
infection of the inner lining of the mouth, 
stomach and/or gut [mucosal inflammation])

If a side effect has appeared, if any of 
the side effects get worse or when you 
suffer from a side effect that has not 
been mentioned in the leaflet, you should 
consult the physician. 
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 to store the medicine?
Avoid poisoning! This medicine and any 
other medicine should be kept in a closed 
place out of the reach and sight of children 
and/or infants in order to avoid poisoning. 
Do not induce vomiting without an explicit 
instruction from the physician. 
Do not use the medicine after the expiry date 
(exp. date) appearing on the carton. The expiry 
date refers to the last day of that month.
Store in a refrigerator at temperature of 
2°C-8°C.
Do not freeze.
Store in the original package to protect from 
light.
Do not discard capsules in waste water or waste 
bin. Consult the pharmacist regarding how to 
dispose of medicines that are no longer needed. 
This being, to protect the environment.

6. Additional information
In addition to the active ingredient the medicine 
also contains – 
Hydrogenated vegetable oil, gelatin, glyceryl 
monostearate, titanium dioxide (E171), black 
iron oxide (E172), shellac, ethanol anhydrous,  
propylene glycol, isopropyl alcohol, butanol, 
ammonia solution concentrated, potassium 
hydroxide.
For 1 mg capsules only, red iron oxide (E172).
What does the medicine look like and what is the 
content of the package - 
Hycamtin 0.25 mg capsules are white to 
yellowish white and imprinted with "Hycamtin" 
and "0.25 mg".
Hycamtin 1 mg capsules are pink and imprinted 
with "Hycamtin" and "1 mg".
Hycamtin 0.25 mg and 1 mg capsules are 
available in packages that contain 10 capsules.
Registration Holder and Importer and its address: 
Novartis Israel Ltd., P.O.B 7126, Tel Aviv.
Revised in December 2020
Registration number of the medicine in the 
National Drug Registry of the Ministry of Health: 
Hycamtin 0.25 mg: 141 37 31862 
Hycamtin 1 mg: 141 38 31863 
Taking out a capsule
These capsules come in special packaging to 
prevent children removing them.
1. Separate one capsule: tear along the 

cutting lines to separate one “pocket” from 
the strip that contains a capsule.

2. Peel back the outer layer: starting at 
the coloured corner, lift and peel over the 
pocket.

3. Push out the capsule: gently push one end 
of the capsule through the foil layer.
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راجع طبيبك حالاً إذا تطورت لديك أية أعراض لهذه الحالات، لأن 
المبيت في المستشفى يمكن أن يكون أمر ضروري.

أعراض جانبية إضافية 
أعراض جانبية شائعة جداً 

هذه قد تظهر لدى أكثر من مستعمل واحد من كل عشرة 
هيكامتين: بـ  أشخاص متعالجين 

حالات  (فقر دم مؤقت). في  وإرهاق  بضعف  عام  شعور   ∙
معينة يمكن أن تحتاج لنقل دم.

في  إنخفاض  نتيجة  تحدث  التي  شاذة،  أنزفة  أو  كدمات   ∙
عدد خلايا التخثر في الدم. هذا الأمر قد يؤدي إلى نزف 
صغير.   جرح  مثل  نسبياً  طفيفة  إصابات  جراء  شديد 
في أحيان نادرة، هذا الأمر يمكن أن يؤدي إلى نزف أخطر 
خطورة  تقليل  كيفية  عن  طبيبك  (نزيف دموي). إستشر 

حدوث أنزفة.
(anorexia)؛  للطعام  الشهية  وفقدان  الوزن  في  إنخفاض   ∙

إرهاق؛ ضعف.
تقيؤ. غثيان،   ∙

الشعر. تساقط   ∙
أعراض جانبية شائعة

 100 بين  من  هذه قد تظهر لدى 10-1 مستعملين 
هيكامتين: بـ  شخص متعالجين 

(تشمل  مفرطة  حساسية  أو  تحسسية  فعل  ردود   ∙
طفح)

اللثة أو  اللسان  الفم،  في  وتقرحات  إلتهاب   ∙
سخونة  ∙

الهضم في  صعوبات  إمساك،  البطن،  في  ألم   ∙
عامة بوعكة  الشعور   ∙

بحكة الشعور   ∙
أصفر جلد   ∙

أعراض جانبية نادرة
 10٫000 بين  من  هذه قد تظهر لدى 10-1 مستعملين 

هيكامتين: بـ  شخص متعالجين 
تأقية أو  شديدة  تحسسية  فعل  ردود   ∙

(وذمة وعائية) سوائل  تراكم  عن  ناتج  إنتفاخ   ∙
شرى) (أو  حاك  طفح   ∙

إنهيار.  ∙
أعراض جانبية شيوعها غير معروف

إن شيوع بعض الأعراض الجانبية غير معروف (بلاغات من 
أحداث تلقائية حيث لا يمكن تقييم الشيوع من المعلومات 

المتوفرة):
دموي  أو  أسود  براز  دم،  تقيؤ  غثيان،  البطن،  في  شديد  ألم   ∙
المعدة  [perforation] في  ثقب  لحدوث  محتملة  (علامة 

وفي الأمعاء)
تقرحات في الفم، صعوبة في البلع، ألم في البطن، غثيان،   ∙
تقيؤ، إسهال، براز دموي (علامات وأعراض محتملة لحدوث 
تلوث في القسم الداخلي من الفم، المعدة و/أو الأمعاء 

المخاطي]) الغشاء  [إلتهاب 
إذا ظهر عرض جانبي، إذا تفاقمت إحدى الأعراض الجانبية 
أو عندما تعاني من عرض جانبي لم يذكر في هذه النشرة، 

عليك إستشارة الطبيب.
بالإمكان التبليغ عن أعراض جانبية لوزارة الصحة بواسطة 
الضغط على الرابط òتبليغ عن أعراض جانبية عقب علاج 
الصحة  وزارة  لموقع  الرئيسية  الصفحة  على  دوائيå الموجود 
المباشر  النموذج  إلى  يوجهك  (www.health.gov.il) الذي 

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

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

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

الصلاحية إلى اليوم الأخير من نفس الشهر.
يجب التخزين في البراد بدرجة حرارة 8-2 درجة مئوية.

لا يجوز التجميد.
يجب التخزين في العلبة الأصلية لحمايته من الضوء.

لا يجوز رمي الكبسولات في المجاري أو القمامة. إستشر 
الصيدلي عن كيفية التخلص من أدوية لست بحاجتها بعد. 

وذلك، من أجل الحفاظ على البيئة.

إضافية 6) معلومات 
يحتوي الدواء بالإضافة للمركب الفعال أيضاً -

Hydrogenated vegetable oil, gelatin, 
glyceryl monostearate, titanium dioxide 
(E171), black iron oxide (E172), shellac, 
ethanol anhydrous, propylene glycol, 
isopropyl alcohol, butanol, ammonia solution 
concentrated, potassium hydroxide.
 red iron (E172) فقط،  لكبسولات من عيار 1 ملغ 

.oxide
كيف يبدو الدواء وما هو محتوى العلبة - 

حتى  أبيض  لونها  ملغ   0.25 هيكامتين  كبسولات 
 ”Hycamtin” عليها  ومطبوع  الأصفر  إلى  مائل  أبيض 

.”0.25 mg” وـ
عليها  ومطبوع  وردي  لونها  1 ملغ  كبسولات هيكامتين 

.”1 mg” وـ ”Hycamtin”
علب  ضمن  1 ملغ  وـ  تتوفر كبسولات هيكامتين 0.25 ملغ 

تحتوي 10 كبسولات.
صاحب الإمتياز والمستورد وعنوانه: نوڤارتيس إسرائيل م.ض.، 

ص.ب. 7126، تل أبيب.
تم إعدادها في كانون الأول 2020.

وزارة  في  الحكومي  الأدوية  سجل  في  الدواء  سجل  رقم 
الصحة:

141 37 31862 هيكامتين 0.25 ملغ:  
141 38 31863 هيكامتين 1 ملغ:  

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

لكلا الجنسين.
إخراج الكبسولة

تتوفر هذه الكبسولات ضمن علبة خاصة لمنع الأطفال من 
إخراجها.

إفصل كبسولة واحدة: مزّق على طول خطوط التقطيع   .1
من أجل فصل "جيب" واحد من الشريط الحاوي على 

كبسولة.

إرفع  الملونة،  الزاوية  في  قشر الطبقة الخارجية: إبدأ   .2
وقشر من على سطح الجيب.

واحد  طرف  بلطف  إدفع الكبسولة نحو الخارج: إدفع   .3
من الكبسولة عن طريق طبقة غلاف الألومنيوم.
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