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

This medicine is dispensed with a doctor’s 
prescription only

Cinacalcet-Trima
30 mg, 60 mg, 90 mg
Film-coated tablets

Active ingredient:
Each tablet contains: 30 mg, 60 mg, 90 mg cinacalcet 
(as hydrochloride).
For information about inactive ingredients and 
allergens in this medicine, please see 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.
This medicine is not intended for children  
under 18 years old.

1.	 What is this medicine intended for?
	• This medicine is used to treat secondary 
hyperparathyroidism in patients with serious 
kidney disease who need dialysis to clear their  
blood of waste products.

	• to reduce hypercalcemia (high levels of calcium 
in the blood) in patients with parathyroid cancer.

	• to reduce high levels of calcium in the blood 
(hypercalcemia) in patients with primary 
hyperparathyroidism when removal of the  
parathyroid gland is not possible. 

Therapeutic group:
This medicine regulates the levels of calcium and 
has anti-parathyroid activity. It is used to treat 
diseases caused by impaired function of the organs 
called parathyroid glands.

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

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

Special warnings about using this medicine:
Consult a doctor, pharmacist, or nurse before you 
take Cinacalcet-Trima.

Before you start treatment with Cinacalcet-
Trima, tell your doctor if: 
you have or have ever had:
	• epileptic seizures (convulsions or spasms). The 
risk of having these seizures is higher in patients 
who have had seizures before.

	• liver problems.
	• heart failure.

Life threatening conditions and cases of death 
associated with low calcium levels in the blood 
(hypocalcaemia) have been reported in patients 
taking cinacalcet.
Low calcium levels can affect your heart rhythm. 
Tell your doctor if you experience an unusually fast 
or pounding heartbeat, if you have heart rhythm 
problems, or if you take medicines known to cause 
heart rhythm problems, while taking Cinacalcet-
Trima.
For additional information, see section 4, ‘Side 
effects’.

Smoking
During treatment with Cinacalcet-Trima, tell your 
doctor:
	• if you start or stop smoking, as this may affect the 
way this medicine works.

Children and adolescents
This medicine is not intended for children under 18 
years old.

Tests and follow-up 
While you are taking this medicine, your doctor 
will refer you for routine blood tests to check your 
reaction to the medicine and will adjust your dose 
as necessary to control your calcium levels.

Interactions with other medicines
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:
Medicines such as these which can affect how  
Cinacalcet-Trima works:
	• medicines used to treat skin and fungal 
infections (such as ketoconazole, itraconazole 
and voriconazole)

	• medicines used to treat bacterial infections (such 
as telithromycin, rifampicin and ciprofloxacin)

	• medicines used to treat HIV infection and AIDS 
(such as ritonavir)

	• medicines used to treat depression (fluvoxamine).
Cinacalcet-Trima may affect how medicines such 
as the following work:
	• medicines used to treat depression (such as 
amitriptyline, desipramine, nortriptyline, and  
clomipramine)

	• medicines used to treat heart rhythm disorders 
(such as flecainide and propafenone)

	• medicines used to treat high blood pressure 
(such as metoprolol).

Using this medicine and food:
Take this medicine with or immediately after a meal.

Pregnancy and breastfeeding:
If you are pregnant or breastfeeding, think you may 
be pregnant or are planning to have a baby, ask 
your doctor or pharmacist for advice before taking 
this medicine.
Cinacalcet has not been tested in pregnant women. 
In case of pregnancy, your doctor may decide to 
modify your treatment, as the medicine might harm 
your unborn baby.
It is not known whether cinacalcet passes into 
breast milk. Your doctor will discuss with you if you 
should stop either breastfeeding or treatment with 
Cinacalcet-Trima.

Driving and using machines:
The effect of this medicine on ability to drive and 
use machines has not been tested. Dizziness and 
convulsions have been reported by patients taking 
this medicine. If you experience either of these side 
effects your ability to drive or operate machine may 
be impaired.

3.	 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 
recommended dosage is usually:
If you are being treated for secondary  
hyperparathyroidism:
The usual starting dose for Cinacalcet-Trima is 30 
mg (one tablet) once a day.
If you are being treated for parathyroid cancer or  
primary hyperparathyroidism:
The usual starting dose for Cinacalcet-Trima is 30 
mg (one tablet) twice a day.

Do not exceed the recommended dose.

How to use this medicine
	• Swallow the medicine with water
	• Take this medicine with or immediately after a 
meal

Crushing/splitting/chewing 
	• There is no score line on the tablets, so do not 
split them. 

	• There is no information about crushing/chewing 
the tablets.

If you have accidentally taken a higher dose, 
you may experience: numbness or tingling 
around the mouth, muscle pain, or cramps and 
convulsions. 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 this medicine at the 
scheduled time, do not take a double dose; take 
the next dose at the usual time. 
Adhere to the treatment as recommended by your 
doctor. Even if your health improves, do not stop 
taking this medicine without consulting your doctor.
If you stop taking this medicine: If you want to 
stop taking this medicine, consult your doctor or 
pharmacist.

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 Cinacalcet-Trima 
may cause side effects in some users. Do not be 
alarmed by this list of side effects; you may not 
experience any of them.

Consult your doctor immediately if you  
experience the following side effects: 
	• numbness or tingling around the mouth
	• muscle pain
	• muscle cramps
	• convulsions.

These may be signs that your calcium levels are 
too low (hypocalcemia).

Additional side effects:
Very common side effects (may affect more  
than 1 in 10 patients):
	• nausea and vomiting. These side effects are  
usually quite mild and do not last for long. 

Common side effects (may affect 1 in 10 patients):
	• dizziness 
	• numbness or tingling sensation on the skin  
(paraesthesia)

	• loss of appetite or reduced appetite
	• muscle pain
	• weakness
	• rash
	• reduced testosterone levels
	• high potassium levels in the blood (hyperkalemia) 
	• allergic reaction (hypersensitivity)
	• headache

	• spasms/convulsions
	• low blood pressure
	• upper respiratory infection
	• breathing difficulties (dyspnea)
	• cough
	• indigestion (dyspepsia)
	• diarrhea
	• abdominal pain, pain in the top part of the abdomen
	• constipation
	• muscle cramps
	• back pain
	• low calcium levels in the blood (hypocalcemia).

Possible side effects of unknown frequency:
	• hives/itching (urticaria)
	• swelling of the face, lips, mouth, tongue or throat 
which may cause difficulty in swallowing or 
breathing (angioedema)

	• unusually fast heart rate or pounding heartbeat 
which may be associated with low levels of 
calcium in your blood (QT prolongation and 
ventricular arrhythmia secondary to low levels of 
calcium in the blood)

A very small number of patients with heart failure 
had worsening of their condition and/or low blood 
pressure after taking cinacalcet. 

Children and adolescents 
Use of cinacalcet in children and adolescents 
has not been established. There is a report of the 
death of a patient with very low levels of calcium 
in the blood (hypocalcemia) during a clinical trial 
in adolescents.

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
You can also report by email at: safety@trima.co.il

5.	 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/blister 
tray. The expiry date refers to the last day of that 
month.

Storage conditions
	• Store below 25°C. Store in the original package. 
	• Do not throw away any medicine via wastewater 
or household waste. Ask your pharmacist how to 
throw away medicines you no longer use. These 
measures will help protect the environment.

6.	 Additional information
	• In addition to the active ingredient, this 
medicine also contains:
microcrystalline cellulose, povidone, croscarmellose 
sodium, magnesium stearate, HPMC, titanium 
dioxide, polyethylene glycol 400, FD&C Blue No.1 
aluminium lake, D&C yellow No.10 aluminium 
lake, erythrosine aluminium lake, FD&C Blue No. 
2 aluminium lake.

	• What the medicine looks like and contents of 
the pack
Cinacalcet-Trima 30 mg: round, light green, film-
coated tablet 
Cinacalcet-Trima 60 mg: round, light green, film-
coated tablet. 
Cinacalcet-Trima 90 mg: oblong, light green, film-
coated tablet.
Each pack contains 28 tablets packaged in 
blisters.

	• Manufacturer and registration holder: Trima 
Israel Pharmaceutical Products Maabarot Ltd., 
Maabarot 4023000, Israel.

Revised in November 2021 according to MOH 
guidelines.
Registration number of the medicine in the Ministry 
of Health’s National Drug Registry:
Cinacalcet-Trima 30 mg: 154-44-34241-00
Cinacalcet-Trima 60 mg: 154-45-34240-00
Cinacalcet-Trima 90 mg: 154-46-34209-00
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بين  من  واحد  متعالِج  لدى  تحدث  قد  )أعراض  شائعة  جانبيةّ  أعراض 
متعالِجين(: عشرة 

	•‎ ‎دوخة
	•)paresthesia( خدر أو شعور بالوخز في الجلد
فقدان الشهية أو انخفاض في الشهية•	
آلام في العضلات•	
ضعف•	
طفح•	
انخفاض مستويات التستوستيرون•	
	•‎(hyperkalemia)‎‎ ‎ مستويات مرتفعة من البوتاسيوم في الدم
رد فعل تحسسي )فرط التحسس(•	
صداع •	
تشنجات/اختلاجات•	
ضغط دم منخفض•	
عدوى في المسالك التنفسية العلوية•	
	•)dyspnea( صعوبات في التنفُّس
سعال•	
	•)dyspepsia( عسر الهضم
إسهال•	
ألم في البطن، ألم في الجزء العلوي من البطن •	
إمساك‏•	
تشنج العضلات•	
آلام في الظهر•	
	•)hypocalcemia( مستويات كالسيوم منخفضة في الدم

أعراض جانبية محتملة وتيرة انتشارها غير معروفة:
	•)urticaria( شرى/حكة
تورم الوجه، الشفتين، الفم، اللسان أو الحنجرة الذي يؤدي إلى صعوبة •	

)angioedema( في الابتلاع أو التنفس
نظم قلب أسرع من المعتاد أو ضربات قلب غير اعتيادية التي قد تكون •	

 QT ذات صلة بمستويات منخفضة من الكالسيوم فى الدم )إطالة مقطع
الثانوي لانخفاض مستويات  القلب  واضطراب بطيني في وتيرة نظم 

الكالسيوم في الدم(
لدى عدد قليل من المرضى المصابين بقصور عمل القلب والذين تناولوا 
سِناكالسيت، طرأ تفاقم على حالتهم و/أو أنهم عانوا من انخفاض ضغط 

‎ ‎.الدم

الأطفال والمراهقون 
إن استعمال سِناكالسيت لدى الأطفال والمراهقين لم يحُدد بعد. تم الإبلاغ 
عن حالة وفاة مريض لديه مستويات منخفضة جدا من الكالسيوم في الدم 

)hypocalcemia( خلال تجربة سريرية لدى المراهقين.

إذا  أو  الجانبية،  الأعراض  من  أيٌّ  تفاقم  إذا  جانبي،  عارض  ظهر  إذا 
عانيت من عارِض جانبيّ لم يذُكَر في النشرة، عليك استشارة الطبيب.
يمكن إبلاغ وزارة الصحّة بالأعراض الجانبية عبر الضغط على رابط 
في  الموجود  الدوائي"،  العلاج  بسبب  الجانبية  الأعراض  عن  "الإبلاغ 
الصفحة الرئيسية لموقع وزارة الصحّة ‏)www.health.gov.il( الذي 
يوجهك إلى استمارة على الإنترنت للإبلاغ عن الأعراض الجانبية، أو                  

https://sideeffects.health.gov.il الرابط:  إلى  الدخول  عبر 
safety@trima.co.il :يمكن الإبلاغ أيضا عبر البريد الإلكتروني

5 كيف يخُزّن الدواء؟	.
تجنبّ التسمّم! يجب حفظ هذا الدواء، وكلّ دواء آخر، في مكان مغلق، •	

وهكذا  الأطفال،  و/أو  الأولاد  رؤية  ومجال  أيدي  متناول  عن  بعيدًا 
الطبيب. تعليمات صريحة من  التقيؤ دون  التسمّم. لا تسبب  تتجنبّ 

	•  )exp. date( لا يجوز استعمال الدواء بعد تاريخ انتهاء الصلاحية
الظاهر على العبوّة/البليستر. تاريخ انتهاء الصلاحيةّ ينُسب إلى اليوم 

الأخير من نفس الشهر.
شروط التخزين

يجب التخزين بدرجة حرارة تحت ‏‎C°‏25‏.‏ يجب التخزين في العبوّة •	
الأصلية. 

المهملات •	 سلة  في  أو  الصحي  الصرف  مياه  في  الأدوية  إلقاء  يمُنع 
غير  الأدوية  من  التخلص  عليك  كيف  الصيدلي  اسأل  المنزلية. 

البيئة. حماية  في  التدابير  هذه  تساعد  بعد.  المستعملة 

6 معلومات إضافية	.
بالإضافة إلى المادة الفعاّلة، يحتوي الدواء، أيضًا على: •	

microcrystalline cellulose, povidone, croscarmellose 
sodium, magnesium stearate, HPMC, titanium 
dioxide, polyethylene glycol 400, FD&C Blue No.1 
aluminium lake, D&C yellow No.10 aluminium 
lake, erythrosine aluminium lake, FD&C Blue No. 
2 aluminium lake.

كيف يبدو الدواء وماذا تحوي العبوّة؟•	
سِناكالسيت-تريما 30 ملغ: قرص مطلي، مستدير، لونه أخضر فاتح. 
سِناكالسيت-تريما 60 ملغ: قرص مطلي، مستدير، لونه أخضر فاتح. 

سِناكالسيت-تريما 90 ملغ: قرص مطلي، مطوّل، لونه أخضر فاتح.
تحتوي كل عبوّة على 28 قرصا معبأ في بليسترات.

معبروت •	 إسرائيلية  طبية  منتجات  تريما،  التسجيل:  وصاحب  المُنتجِ 
إسرائيل.  4023000‏،  معبروت  م.ض.، 

تم تحريرها في تشرين الثاني 2021 وفق تعليمات وزارة الصحة.
رقم تسجيل الدواء في سجل الأدوية الرسمي في وزارة الصحة: 

سِناكالسيت-تريما ‏30‏ ملغ: ‏154-44-34241-00
سِناكالسيت-تريما ‏60‏ ملغ: ‏154-45-34240-00
سِناكالسيت-تريما ‏90‏ ملغ: ‏154-46-34209-00

لتبسيط قراءة هذه النشرة وتسهيلها ورد النصّ بصيغة المذكّر. على الرغم 
من ذلك، الدواء معد لأبناء كلا الجنسين.
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