נוהל להגשת בקשות לרישום, שינוי וחידוש תכשירים רפואיים למחלקה לרישום תכשירים

אוגוסט 2012

נספח 16  טפסים להגשת החמרות בעלונים.
הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא
 תאריך ___11.03.2013_________

שם תכשיר באנגלית ומספר הרישום __Tachosil - 139 51 31704 00
שם בעל הרישום _כצט בע"מ_
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	contraindications
	Hypersensitivity to the active substances or to any of the excipients 
	TachoSil must not be applied intravascularly
Hypersensitivity to the active substances or to any of the excipients listed in section 6.1.


	. Pharmacokinetic properties

	TachoSil is intended for local application only. Intravascular administration is not possible
As a consequence, intravascular pharmacokinetic studies were not performed in man.

In animal studies TachoSil shows a progressive biodegradation. The fibrin clot is metabolised in the same way as endogenous fibrin by fibrinolysis and phagocytosis. The collagen sponge is degraded by resorptive granulation tissue. Approximately 24 weeks after application only a few remnants were present without any signs of local irritation.


	TachoSil is intended for local application epilesional use only. Intravascular administration is not possible contraindicated.
As a consequence, intravascular pharmacokinetic studies were not performed in man.

In animal studies TachoSil shows a progressive biodegradation. The fibrin clot is metabolised in the same way as endogenous fibrin by fibrinolysis and phagocytosis. The collagen sponge is degraded by resorptive granulation tissue. Approximately 24 weeks after application only a few remnants were present without any signs of local irritation.

Fibrin Sealants/haemostatics are metabolized in the same way as endogenous fibrin by fibrinolysis and phagocytosis.

In animal studies, TachoSil biodegrades after administration to a wound surface with few remnants left after 13 weeks. Complete degradation of TachoSil was seen in some animals 12 months after its administration to a liver wound, whereas small remnants were still observed in others. The degradation was associated with infiltration of granulocytes and formation of resorptive granulation tissue encapsulating the degraded remnants of TachoSil. No evidence of local intolerability has been observed in animal studies.

From the experience in humans there have been isolated cases where remnants were observed as coincidental findings with no signs of functional impairment























