הודעה על החמרה  ( מידע בטיחות)  בעלון לצרכן 

(מעודכן 05.2013) 

 תאריך 28.07.2015
שם תכשיר באנגלית ומספר הרישום Stivarga 150-87-33823-00
שם בעל הרישום באייר ישראל בע"מ
טופס זה מיועד לפרוט ההחמרות בלבד !
	ההחמרות המבוקשות 

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	התוויות

	
	

	מתי אין להשתמש בתכשיר?
	
	

	אזהרות מיוחדות הנוגעות לשימוש בתרופה:
	
	

	אין להשתמש בתרופה מבלי להיוועץ ברופא לפני התחלת הטיפול:
	
	

	תגובות בין תרופותיות:
	
	

	הריון והנקה:
	
	

	כיצד תשתמש בתרופה:
	
	

	תופעות לוואי:
	כמו בכל תרופה, השימוש בסטיוורגה עלול לגרום לתופעות לוואי בחלק מהמשתמשים. אל תבהל למקרא רשימת תופעות הלוואי. יתכן ולא תסבול מאף אחת מהן.
מופיעות לעיתים רחוקות (עלולת להשפיע על עד 1 מתוך 100  מטופלים): 

· .....


	כמו בכל תרופה, השימוש בסטיוורגה עלול לגרום לתופעות לוואי בחלק מהמשתמשים. אל תבהל למקרא רשימת תופעות הלוואי. יתכן ולא תסבול מאף אחת מהן. תרופה זו עלולה גם להשפיע על תוצאות של בדיקות דם מסוימות.
...
מופיעות לעיתים רחוקות (עלולת להשפיע על עד 1 מתוך 100  מטופלים): 

· סימנים/ תסמינים של תגובת רגישות [אלרגיה] אשר עלולים לכלול פריחה מפושטת חמורה, תחושת חולי, חום, קוצר נשימה, צהבת, שינויים בחומרים כימיים המיוצרים על- ידי הכבד )תגובת רגישות- יתר(
· ....



	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	
	

	Posology, dosage  & administration
	
	

	Special Warnings and Special Precautions for Use
	
	

	Interaction with Other Medicaments and Other Forms of Interaction
	
	Breast cancer resistance protein (BCRP)
 and P‑glycoprotein substrates

…

Inhibitors of P-glycoprotein and BCRP /

 Inducers of P-glycoprotein and BCRP

In vitro studies indicate that M-2 and M-5 are substrates for P-glycoprotein and BCRP. Inhibitors and inducers of BCRP and P-glycoprotein may interfere with the exposure of M-2 and M-5. The clinical significance of these findings is unknown.


	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	-

Description of selected adverse

 reactions

In the two placebo-controlled phase III trials, infections were more often observed in patients treated with Stivarga as compared to patients receiving placebo (all grades: 31.0% vs. 14.4%). Most infections in patients treated with Stivarga were mild to moderate in severity (Grades 1 and 2: 22.9%), and included urinary tract infections (6.8%), as well as mucocutaneous and systemic fungal infections (2.4%). No difference in fatal outcomes associated with infection between treatment groups was observed (0.6%, Stivarga arm vs. 0.6%, placebo arm)
In the placebo‑controlled metastatic CRC phase III trial, the overall incidence of hand‑foot skin reaction was 45.2% in patients treated with Stivarga as compared to 7.1% in patients receiving placebo. In the placebo-controlled GIST phase III trial, the overall incidence of hand-foot skin reaction was 66.7% in patients treated with Stivarga as compared to 15.2% in patients receiving placebo. In both trials, most cases of hand-foot skin reaction in patients treated with Stivarga appeared during the first cycle of treatment and were mild to moderate in severity (Grades 1 and 2: 28.6%, CRC and 44.7%, GIST). The incidence of Grade 3 hand-foot skin reaction was 16.6% (CRC) and 22.0% (GIST). 


	Tabulated list of adverse reactions
Immune system disorders
Hypersensitivity reaction

Description of selected adverse 

reactions

In the two placebo-controlled phase III trials, infections were more often observed in patients treated with Stivarga as compared to patients receiving placebo (all grades: 31.0% vs. 14.4%). Most infections in patients treated with Stivarga were mild to moderate in severity (Grades 1 and 2: 22.9%), and included urinary tract infections (6.8%), nasopharyngitis (4.2%) as well as mucocutaneous and systemic fungal infections (2.4%). No difference in fatal outcomes associated with infection between treatment groups was observed (0.6%, Stivarga arm vs. 0.6%, placebo arm)
In the placebo‑controlled metastatic CRC phase III trial, the overall incidence of hand‑foot skin reaction was 45.2% in patients treated with Stivarga as compared to 7.1% in patients receiving placebo. In the placebo-controlled GIST phase III trial, the overall incidence of hand-foot skin reaction was 66.7% in patients treated with Stivarga as compared to 15.2% in patients receiving placebo. In both trials, most cases of hand-foot skin reaction in patients treated with Stivarga appeared during the first cycle of treatment and were mild to moderate in severity (Grades 1 and 2: 28.6%, CRC and 44.7%, GIST). The incidence of Grade 3 hand-foot skin reaction was 16.6% (CRC) and 22.0% (GIST). In both trials, the overall incidence of hand-foot skin reaction (78.4%, CRC and 88.2%, GIST) was higher in Stivarga-treated Asian patients compared to other ethnicities. The incidence of Grade 3 hand-foot skin reaction in Asians was 28.4% (CRC) and 23.5% (GIST).
…

Across all clinical trials, cardiac disorder events (all grades) have been more often (20.5% vs. 10.4%) reported in Stivarga-treated patients aged 75 years or older (N=78) as compared to Stivarga-treated patients below 75 years (N=995).



