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  2023 אפריל

  

  

    ,ה /נכבד  ת/רוקח ה,/רופא

  שלום רב, 

 

  : עדכון עלוני התכשירהנדון

Tabrecta 150 mg & Tabrecta 200 mg 

  מ"ג 200מ"ג וטברקטה  150טברקטה 

 Film coated tabletsטבליות מצופות / 

  

  .ובעלון לצרכן של התכשירחברת נוברטיס ישראל בע"מ מבקשת להודיע על עדכון בעלון לרופא 

  

  :  ה הבאה להתווי  יםמתוו  יםהתכשיר

TABRECTA is indicated for the treatment of adult patients with metastatic non-small cell lung cancer 
(NSCLC) whose tumors have a mutation that leads to mesenchymal-epithelial transition (MET) exon 14 
skipping as detected by an approved test. 

  המרכיב הפעיל: 

CAPMATINIB (AS DIHYDROCHLORIDE MONOHYDRATE)  

  

בהודעה זו מפורטים העדכונים המהותיים בלבד (ללא שינוי נוסח, עריכה, אדמיניסטרציה וכו'). למידע מלא על התרופה יש 

  יר . לרופא ובעלון לצרכן העדכניים של התכש ןבעלו לעיין

  

 פניה ידי -על מודפסים לקבלם וניתן , הבריאות משרד שבאתר התרופות במאגר העלון לרופא והעלון לצרכן נשלחו לפרסום

  נוברטיס ישראל בע"מ.   לבעל הרישום

  

  ,בברכה

  נוברטיס ישראל בע"מ 
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  שינויים בעלון לרופא: 
  

5 WARNINGS AND PRECAUTIONS 
 
................... 
 
5.3  Hypersensitivity Reactions 

Serious hypersensitivity reactions occurred in patients treated with TABRECTA in clinical trials other than GEOMETRY 
mono-1 [see Adverse Reactions (6.1)]. Signs and symptoms of hypersensitivity included pyrexia, chills, pruritus, rash, 
decreased blood pressure, nausea and vomiting.  

 

............... 

 

6 ADVERSE REACTIONS 

The following clinically significant adverse reactions are described elsewhere in the labeling: 

 ILD/Pneumonitis [see Warnings and Precautions (5.1)] 

 Hepatotoxicity [see Warnings and Precautions (5.2)] 
 Hypersensitivity reactions [see Warnings and Precautions (5.3)] 

 

6.1 /.Clinical Trials Experience 

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical trials of 
a drug cannot be directly compared to rates in the clinical trials of another drug and may not reflect the rates observed in 
practice. 

  Metastatic Non-Small Cell Lung Cancer 
The safety of TABRECTA was evaluated in GEOMETRY mono-1 [see Clinical Studies (14)]. Patients received TABRECTA 
400 mg orally twice daily until disease progression or unacceptable toxicity (N = = = 373). Among patients who received 
TABRECTA, 37% were exposed for at least 6 months and 22% were exposed for at least one year. 

Serious adverse reactions occurred in 53% of patients who received TABRECTA. Serious adverse reactions in ≥ 2% of 
patients included dyspnea (7%), pneumonia (7%), pleural effusion (4.3%), musculoskeletal pain (3.8%), general physical 
health deterioration (2.9%), ILD/pneumonitis (2.7%), edema (2.4%), and vomiting (2.4%). Fatal adverse reactions occurred in 
0.5% of patients who received TABRECTA, including pneumonitis (0.3%) and death, not otherwise specified (0.3%). 

Permanent discontinuation of TABRECTA due to an adverse reaction occurred in 17% of patients. The most frequent adverse 
reactions (≥ 1%) leading to permanent discontinuation of TABRECTA were ILD/pneumonitis (2.4%), edema (2.4%), fatigue 
(1.3%), and pneumonia (1.1%). 

............. 

 

Table 3: Adverse Reactions (≥ 10%) in Patients Who Received TABRECTA in GEOMETRY mono-1 
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Adverse reactions TABRECTA 
(N = 373) 

 Grades 1 to 4 
(%) 

Grades 3 to 4 
(%) 

General disorders and administration-site conditions 
Edemaa 59 13 
Musculoskeletal painb 40 4.3 
Fatiguec 34 8 
Pyrexiad 14 0.8 
Weight decreased 11 0.5 

Gastrointestinal disorders 
Nausea 46 2.4 
Vomiting 28 2.4 
Constipation 19 0.8 
Diarrhea 19 0.5 

Respiratory, thoracic, and mediastinal disorders 
Dyspnea 25 7 

Coughe 21 0.5 
Pneumoniaf 13 6 

Metabolism and nutrition disorders 
Decreased appetite 21 1.1 

Skin and subcutaneous tissue disorders 
Rashg 1213 0.5 

Nervous system disorders   
Dizzinessh 13 0.5 

aEdema includes edema peripheral, generalized edema, face edema, edema, localized edema, edema genital, eyelid edema, peripheral 
swelling, scrotal edema, and penile edema. 

bMusculoskeletal pain includes arthralgia, back pain, bone pain, musculoskeletal chest pain, musculoskeletal pain, myalgia, neck pain, non-
cardiac chest pain, pain in extremity, pain in jaw, spinal pain. 
cFatigue includes fatigue and asthenia. 
dPyrexia includes pyrexia and body temperature increased. 
eCough includes cough, upper airway cough syndrome, and productive cough. 
fPneumonia includes pneumonia aspiration, pneumonia, pneumonia influenzal, pneumonia bacterial, lower respiratory tract infection, and 
lung abscess. 
gRash includes rash, dermatitis acneiform, rash maculo-papular, eczema, erythema multiforme, rash macular, dermatitis, rash 
erythematous, rash pustular, dermatitis bullous, and rash vesicular. 
hDizziness includes dizziness, vertigo, and vertigo positional. 
 
 

............... 

 

Other Clinical Trials Experience 

The following adverse reactions have been reported following administration of TABRECTA: hypersensitivity. 
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 שינויים בעלון לצרכן: 
 

 
 

 תופעות לוואי .4
. אל תיבהל יםעלול לגרום לתופעות לוואי בחלק מהמשתמש  טברקטהב כמו בכל תרופה, השימוש 

 ל מאף אחת מהן.ולא תסבשתכן  ילמקרא רשימת תופעות הלוואי. י
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