הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

 תאריך 29.08.13
שם תכשיר באנגלית ומספר הרישום
Eliquis 2.5mg film-coated tablets 148.31.33.496.00  
 Eliquis 5mg film-coated tablets 149.25.33844.00

 Eliquis 5mg film-coated tablets 149.25.33844.01  
שם בעל הרישום: פייזר פרמצבטיקה בע"מ
פרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	N/A
	N/A

	contraindications
	N/A
	N/A

	Posology, dosage  & administration
	Switching from Eliquis to VKA therapy

When converting patients from Eliquis to VKA therapy, continue administration of Eliquis for at least 2 days after beginning VKA therapy. After 2 days of coadministration of Eliquis with VKA therapy, obtain an INR prior to the next scheduled dose of Eliquis. Continue coadministration of Eliquis and VKA therapy until the INR is ≥ 2.0.
	.....

Switching from Eliquis to VKA therapy

When converting patients from Eliquis to VKA therapy, continue administration of Eliquis for at least 2 days after beginning VKA therapy. After 2 days of coadministration of Eliquis with VKA therapy, obtain an INR prior to the next scheduled dose of Eliquis. Continue coadministration of Eliquis and VKA therapy until the INR is ≥ 2.0.
Switching from Eliquis to warfarin: Eliquis affects INR, so that INR measurements during coadministration with warfarin may not be useful for determining the appropriate dose of warfarin. If continuous anticoagulation is necessary, discontinue Eliquis and begin both a parenteral anticoagulant and warfarin at the time the next dose of Eliquis would have been taken, discontinuing the parenteral anticoagulant when INR reaches an acceptable range.
Switching between Eliquis and anticoagulants other than warfarin: Discontinue one being taken and begin the other at the next scheduled dose.

	Special Warnings and Special Precautions for Use
	…

Temporary discontinuation

Discontinuing anticoagulants, including ELIQUIS, for active bleeding, elective surgery, or invasive procedures places patients at an increased risk of thrombosis. Lapses in therapy should be avoided and if anticoagulation with ELIQUIS must be temporarily discontinued for any reason, therapy should be restarted as soon as possible.

...
	Addition:
Increased risk of stroke with discontinuation of ELIQUIS
Discontinuing ELIQUIS in the absence of adequate alternative anticoagulation increases the risk of thrombotic events. An increased rate of stroke was observed during the transition from ELIQUIS to warfarin in clinical trials in patients with nonvalvular atrial fibrillation. If ELIQUIS must be discontinued for a reason other than pathological bleeding, consider coverage with another anticoagulant [see Posology and method of administration (4.2)].
….

Deletion:

Temporary discontinuation

Discontinuing anticoagulants, including ELIQUIS, for active bleeding, elective surgery, or invasive procedures places patients at an increased risk of thrombosis. Lapses in therapy should be avoided and if anticoagulation with ELIQUIS must be temporarily discontinued for any reason, therapy should be restarted as soon as possible.



	Interaction with Other Medicaments and Other Forms of Interaction
	N/A
	N/A

	Fertility,   pregnancy and Lactation
	N/A
	N/A

	Adverse events
	N/A
	N/A


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע שונה. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
השינוי המפורט בוצע בעקבות בקשת משרד הבריאות לעדכון המידע לפי עלון US מאושר. 
הועבר בדואר אלקטרוני בתאריך...........29.08.13..... 

