
PATIENT PACKAGE INSERT 
IN ACCORDANCE WITH THE 

PHARMACISTS’ REGULATIONS 
(PREPARATIONS) - 1986

The medicine is dispensed with  
a doctor’s prescription only

Cinacalcet Teva 30 mg
Tablets
Composition:
Each tablet contains:
Cinacalcet (as hydrochloride) 30 mg
Cinacalcet Teva 60 mg
Tablets
Composition:
Each tablet contains:
Cinacalcet (as hydrochloride) 60 mg
Cinacalcet Teva 90 mg
Tablets
Composition:
Each tablet contains:
Cinacalcet (as hydrochloride) 90 mg
For information about inactive ingredients, 
please see 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.
This medicine has been prescribed for 
your treatment. Do not pass it on to others. 
It may harm them even if it seems to you 
that their medical condition is similar. 
This medicine is not intended for 
children under 18 years of age.
1.	WHAT IS THE MEDICINE INTENDED 

FOR?
•	This medicine is intended 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 gland is not possible.

Therapeutic group: 
The medicine controls the levels of 
calcium and has anti-parathyroid activity. 
It is used to treat ailments caused by 
impaired function of organs called the 
parathyroid glands.
2.	BEFORE USING THE MEDICINE
Do not use this medicine if:
you are sensitive (allergic) to the active 
ingredient – cinacalcet or to any of the 
additional ingredients contained in the 
medicine (listed in section 6).

Special warnings regarding use of the 
medicine:
Consult your doctor or pharmacist or 
nurse before taking Cinacalcet Teva.
Before treatment with Cinacalcet Teva, 
tell the doctor if:
You have, or have had:
•	epileptic attacks  (seizures or 

convulsions). There is an increased 
risk of such attacks in patients who have 
already had them in the past. 

•	liver problems.
•	heart failure.
Life-threatening events and deaths 
associated with low blood calcium levels 
(hypocalcemia) have been reported in 
patients taking cinacalcet.
Low calcium levels can affect your 
heart rhythm. Inform your doctor if you 
experience a particularly rapid heart beat, 
if you have heart rhythm problems, or if 
you are taking medicines known to cause 
heart rhythm problems, during treatment 
with Cinacalcet Teva.
For further information, see section 4 - 
“Side effects”.
Smoking:
During treatment with Cinacalcet Teva, 
tell the doctor:
•	if you start or stop smoking, as this may 

affect the way the medicine works.
Children and adolescents:
This medicine is not intended for children 
under the age of 18 years.
Tests and follow-up:
The doctor will refer you for regular blood 
tests during the course of treatment with 
the medicine to check your response to 
this medicine and will adjust the dosage 
as necessary, to regulate the calcium 
levels.
Drug interactions:
If you are taking, or have recently 
taken, other medicines, including 
non-prescription medicines and 
nutritional supplements, tell the 
doctor or pharmacist. In particular, if 
you are taking:
Medicines such as these that may affect 
the activity of Cinacalcet Teva:
•	medicines for treatment of skin and 

fungal infections (e.g., ketoconazole, 
itraconazole and voriconazole) 

•	medicines for treatment of bacterial 
infections  (e.g., telithromycin, 
rifampicin and ciprofloxacin) 

•	medicines for treatment of HIV infection 
and AIDS (e.g., ritonavir)

•	medicines for treatment of depression 
(fluvoxamine) 

Cinacalcet Teva may affect the activity of 
the following medicines:
•	medicines for treatment of depression 

(e.g., amitriptyline, desipramine, 
nortriptyline and clomipramine) 

•	medicines for treatment of heart 
rhythm disturbances (e.g., flecainide 
and propafenone) 

•	medicines for treatment of hypertension 
(e.g., metoprolol)

Use of the medicine and food:
This medicine should be taken during or 
immediately after a meal.
Pregnancy and breastfeeding:
If you are pregnant or breastfeeding, think 
you may be pregnant or are planning a 
pregnancy, ask your doctor or pharmacist 
for advice before taking this medicine.
Cinacalcet Teva has not been tested in 
pregnant women. In case of pregnancy, 
your doctor may decide to modify your 
treatment, as the medicine might harm 
the unborn baby.
It is not known whether Cinacalcet Teva is 
secreted into breastmilk. Your doctor will 
discuss with you if you should discontinue 
either breastfeeding or treatment with 
Cinacalcet Teva.
Driving and using machines: 
The effect of the medicine on the ability 
to drive and use machines has not been 
tested. Dizziness and seizures have 
been reported by patients treated with 
this medicine. If you experience any of 
these side effects of the medicine, your 
ability to drive or operate machinery may 
be affected.
3.	HOW SHOULD YOU USE THE 

MEDICINE?
Always use the preparation according to 
the doctor’s instructions. Check with the 
doctor or pharmacist if you are uncertain 
about the dosage and treatment regimen 
of the preparation.
The dosage and treatment regimen will 
be determined by the doctor only. The 
usual dosage is generally:
If you are being treated for secondary 
hyperparathyroidism:
The usual starting dosage for Cinacalcet 
Teva is 30 mg (one tablet) once per day. 
If you are being treated for parathyroid 
cancer or primary hyperparathyroidism: 
The usual starting dosage for Cinacalcet 
Teva is 30 mg (one tablet) twice per day.
Do not exceed the recommended 
dose.
Instructions for use
•	Swallow the medicine with water.
•	Take the medicine during or immediately 

after a meal.
Crushing/halving/chewing
•	Swallow the  tablet whole and do not 

halve it.
•	There is no information regarding 

crushing and pulverizing the tablet.

If you accidentally took a higher 
dosage, you may experience: numbness 
or tingling around the mouth, muscle 
aches or cramps, and convulsions. If you 
took an overdose or if a child accidentally 
swallowed the medicine, immediately 
refer to a doctor or proceed to a hospital 
emergency room and bring the package 
of the medicine with you.
If you forgot to take this medicine at 
the designated time, do not take a double 
dose; take the next dose at the regular 
time.
Adhere to the treatment as recommended 
by the doctor.
Even if there is an improvement in your 
health, do not stop treatment with the 
medicine without consulting the doctor.
If you stop taking the medicine: If you 
want to stop using the medicine, consult 
a doctor or pharmacist.
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 further questions 
regarding use of the medicine, consult 
a doctor or pharmacist.
4.	SIDE EFFECTS
As with any medicine, use of Cinacalcet 
Teva may cause side effects in some 
users. Do not be alarmed when reading 
the list of side effects. You may not suffer 
from any of them.
Refer to a doctor immediately if you 
experience any of the following side 
effects:
•	numbness or tingling around the mouth 
•	muscle aches 
•	muscle cramps 
•	convulsions
These may be signs that your calcium 
levels are too low (hypocalcemia). 
Additional side effects: 
Very common side effects (effects 
that may occur in more than one in 
ten patients):
•	nausea and vomiting. These side effects 

are normally quite mild and do not last a 
long time

Common side effects (effects that may 
occur in one out of ten patients): 
•	dizziness 
•	numbness or tingling sensation of the 

skin (paresthesia)
•	lack of or decreased appetite 
•	muscle pains 
•	weakness 
•	rash 
•	reduced testosterone levels
•	high potassium levels in the blood 

(hyperkalemia) 
•	allergic reaction (hypersensitivity) 
•	headache
•	convulsions/seizures
•	low blood pressure 
•	upper respiratory tract infection 
•	breathing difficulties (dyspnea)
•	cough 
•	indigestion (dyspepsia)
•	diarrhea
•	abdominal pain, pain in the upper 

abdomen 
•	constipation 
•	muscle cramps
•	back pains 
•	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 rhythm or unusual 
heartbeat, which may be associated with 
low levels of calcium in the blood (QT 
prolongation and ventricular arrhythmia 
secondary to low blood calcium levels) 

In a small number of patients with heart 
failure who took cinacalcet, their condition 
worsened and/or they suffered from low 
blood pressure.
Children and adolescents
The use of cinacalcet in children and 
adolescents has not been established. 
A death of a patient with very low blood 
calcium levels (hypocalcemia) was 
reported in a clinical trial in adolescents.
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 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?
•	Avoid poisoning! This medicine and 

any other medicine must be kept in a 
safe place out of the reach and sight of 
children and/or infants in order to avoid 
poisoning. Do not induce vomiting 
without explicit instruction from the 
doctor. 

•	Do not use the medicine after the expiry 
date (exp. date) that appears on the 
package/blister. The expiry date refers 
to the last day of that month.

•	Store below 25°C. Store in the 
original package.

•	Do not throw away any medicines 
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.	FURTHER INFORMATION
In addition to the active ingredient, the 
medicine also contains:
Microcrystalline cellulose, Starch 
pregelatinised, Crospovidone, Polyvinyl 
alcohol, Titanium dioxide, Macrogol 3350 
(Polyethylene glycol), Silica colloidal 
anhydrous, Magnesium stearate, Talc, 
Yellow iron oxide, FD&C blue #2 (Indigo 
carmine aluminium lake). 
What the medicine looks like and the 
contents of the package:
Cinacalcet Teva 30 mg: 
An oval, coated, light green to green 
tablet, with “C 30” debossed on one side 
and no debossing on the other side of 
the tablet.
Cinacalcet Teva 60 mg: 
An oval, coated, light green to green 
tablet, with “C 60” debossed on one side 
and no debossing on the other side of 
the tablet.
Cinacalcet Teva 90 mg: 
An oval, coated, light green to green 
tablet, with “C 90” debossed on one side 
and no debossing on the other side of 
the tablet.
Cinacalcet Teva is packaged in trays 
(blisters) or in bottles. The blister package 
contains 14, 28, 30 or 84 tablets. The 
bottle package contains 30 tablets.
Not all package sizes may be marketed.
Name of License Holder and 
Manufacturer and its Address: 
Teva Pharmaceutical Industries Ltd., 
P.O.B. 3190, Petah-Tikva.
The leaflet was revised in August 2020
Registration number of the medicine 
in the National Drug Registry of the 
Ministry of Health: 
30 mg: 154.47.34190
60 mg: 154.48.34191
90 mg: 154.49.34186
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4( الأعراض الجانبية
كما بكل دواء، إن إستعمال سيناكالسِت تيڤع قد يسبب 
من  تندهش  المستعملين. لا  بعض  عند  أعراضاً جانبية 
قائمة الأعراض الجانبية. من الجائز ألا تعاني أياً منها. 
يجب مراجعة الطبيب حالاً إذا كنت تقاسي من واحد 

التالية: من الأعراض الجانبية 
●	تشوش الحس أو وخز حول الفم

●	آلام في العضلات
●	تقلصات عضلية

●	إختلاجات.
تلك قد تكون علامات بأن نسب الكالسيوم منخفضة أكثر 

.)hypocalcemia( مما ينبغي لديك
أعراض جانبية إضافية:

أعراض جانبية شائعة جداً )أعراض قد تظهر لدى 
أكثر من واحد من عشرة متعالجين(:

طفيفة  الأعراض  هذه  تكون  وتقيؤات. عادة  ●	غثيان 
للغاية حيث لا تستمر لفترة زمنية طويلة

أعراض جانبية شائعة )أعراض قد تظهر لدى واحد 
من بين عشرة متعالجين(:

●	دوار
الجلد  في  بوخز  الشعور  أو  الحس  ●	تشوش 

)paresthesia(
●	قلة الشهية للطعام أو تناقص الشهية للطعام

●	آلام عضلية
●	ضعف

●	طفح
●	إنخفاض في نسب التستوستيرون

)hyperkalemia( إرتفاع نسب الپوتاسيوم في الدم	●
●	رد فعل تحسسي )فرط حساسية(

●	صداع
●	تشنجات/إختلاجات
●	إنخفاض ضغط الدم

●	تلوث في الطرق التنفسية العلوية
)dyspnea( صعوبات في التنفس	●

●	سعال
 )dyspepsia( عسر هضم	●

●	إسهالات
●	ألم في البطن، ألم في الجزء العلوي من البطن

●	إمساك
●	تقلصات عضلية

●	آلام في الظهر
)hypocalcemia( إنخفاض نسب الكالسيوم في الدم	●

أعراض جانبية محتملة شيوعها غير معروف:
)urticaria( شرى/حكة	●

الحنجرة،  أو  اللسان  الفم،  الشفتين،  الوجه،  ●	إنتفاخ 
الذي قد يؤدي إلى صعوبات في البلع أو في التنفس 

)angioedema(
●	نظم قلب أسرع من المعتاد أو ضربات قلب غير إعتيادية 
الأمر الذي قد يكون له صلة بإنخفاض نسب الكالسيوم 
في الدم )إطالة QT وإضطراب بطيني في نظم القلب 

ثانوي لإنخفاض نسب الكالسيوم في الدم(
لدى عدد قليل من المرضى المصابين بقصور في القلب 
والذين تناولوا سيناكالسِت، طرأ تفاقم في حالتهم و/أو 

عانوا من إنخفاض في ضغط الدم.
الأطفال والمراهقون

لم  والمراهقين  الأطفال  لدى  سيناكالسِت  إستعمال  إن 
لديه نسب منخفضة  يحدد. بُلغ عن حالة وفاة لمريض 
جداً من الكالسيوم في الدم )hypocalcemia( وذلك 

خلال تجربة سريرية لدى مراهقين.
إذا ظهر عرض جانبي، إذا تفاقمت إحدى الأعراض 
الجانبية، أو عندما تعاني من عرض جانبي لم يذكر 

في هذه النشرة، عليك إستشارة الطبيب.
التبليغ عن أعراض جانبية

بالإمكان التبليغ عن أعراض جانبية لوزارة الصحة بواسطة 
عقب  جانبية  أعراض  عن  الرابط »تبليغ  على  الضغط 
لموقع  الرئيسية  الصفحة  على  دوائي« الموجود  علاج 
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

5( كيفية تخزين الدواء؟
دواء في‮  الدواء وكل  هذا  ●	تجنب‮‮ ‬التسمم‮!‬‮ يجب حفظ 
ً‮ ‬عن متناول أيدي‮ ومجال رؤية ‬الأطفال  ‬مكان مغلق بعيدا
و/أو الرضع،‮ ‬وذلك لتفادي‮ ‬إصابتهم بالتسمم‮.‬ لا تسبب‮‮ 

‬التقيؤ‮ ‬بدون تعليمات صريحة من الطبيب‮.
●	لا يجوز إستعمال الدواء بعد إنقضاء تاريخ الصلاحية 
)exp. date( الذي يظهر على ظهر العلبة/اللويحة. 
يشير تاريخ الصلاحية إلى اليوم الأخير من نفس الشهر. 
في  مئوية. خزن  دون 25 درجة  التخزين  ●	يجب 

العلبة الأصلية.
القمامة  في  أو  المجاري  في  الأدوية  رمي  يجوز  ●	لا 
المنزلية. إسأل الصيدلي عن كيفية التخلص من أدوية 
لم تعد قيد الإستعمال. تساعد هذه الإجراءات في الحفاظ 

على البيئة.

6( معلومات إضافية
يحتوي الدواء بالإضافة للمادة الفعالة أيضاً:

Microcrystalline cellulose, Starch 
pregelatinised, Crospovidone, Polyvinyl 
alcohol, Titanium dioxide, Macrogol 
3350 (Polyethylene glycol), Silica 
colloidal anhydrous, Magnesium 
stearate, Talc, Yellow iron oxide, FD&C 
blue #2 (Indigo carmine aluminium lake). 

كيف يبدو الدواء وما هو محتوى العلبة:
سيناكالسِت تيڤع 30 ملغ:

القرص هو قرص بيضوي مطلي بلون أخضر فاتح حتى 
أخضر، في جانب واحد منه مطبوع الرمز »C 30« وأما 

في الجانب الثاني للقرص فلا توجد طباعة.
سيناكالسِت تيڤع 60 ملغ:

القرص هو قرص بيضوي مطلي بلون أخضر فاتح حتى 
أخضر، في جانب واحد منه مطبوع الرمز »C 60« وأما 

في الجانب الثاني للقرص فلا توجد طباعة.
سيناكالسِت تيڤع 90 ملغ:

القرص هو قرص بيضوي مطلي بلون أخضر فاتح حتى 
أخضر، في جانب واحد منه مطبوع الرمز »C 90« وأما 

في الجانب الثاني للقرص فلا توجد طباعة.
تتم تعبئة سيناكالسِت تيڤع ضمن لويحات )بليستر( أو 
قناني. تحتوي علبة اللويحات على 14، 28، 30 أو 84 

قرصاً. تحتوي عبوة القنينة على 30 قرصاً.
من الجائز ألا تسوّق كافة أحجام العلب.
صاحب الإمتياز والمنتج وعنوانه: 

م.ض.، ص.ب.  الطبية  والمستحضرات  للأدوية  تيڤع 
3190، پيتح ـ تكڤا.

تم إعداد النشرة في آب 2020
في  الحكومي  الأدوية  سجل  الدواء في  سجل  رقم 

وزارة الصحة:
30 ملغ: 154.47.34190
60 ملغ: 154.48.34191
90 ملغ: 154.49.34186

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

لكلا الجنسين.

تتمة

https://www.gov.il/he/departments/ministry_of_health
https://sideeffects.health.gov.il/
https://www.gov.il/he/departments/ministry_of_health
https://sideeffects.health.gov.il/



