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

תאריך 08/2015
שם תכשיר באנגלית:              60 mg Prolia            
מספר הרישום                  146-25-33253                     
שם בעל הרישום GlaxoSmithKline (ISRAEL) Ltd   : 
טופס זה מיועד לפרוט ההחמרות בלבד !
בעלון לרופא
	ההחמרות המבוקשות

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	Special Warnings and Precautions for use 
	…A dental examination with appropriate preventive dentistry is recommended prior to treatment with Prolia in patients with concomitant risk factors.
Known risk factors for ONJ include previous treatment with bisphosphonates, older age, poor oral hygiene, invasive dental procedures (e.g. tooth extractions, dental implants, oral surgery), and co‑morbid disorders (e.g. pre‑existing dental disease, anaemia, coagulopathy, infection), smoking, a diagnosis of cancer with bone lesions, concomitant therapies (e.g., chemotherapy, antiangiogenic biologics, corticosteroids, radiotherapy to head and neck).
It is important to evaluate patients for risk factors for ONJ before starting treatment.
… 

All patients should be encouraged to maintain
good oral hygiene, receive routine dental check‑ups, and immediately report any oral symptoms such as dental mobility, pain or 
swelling during treatment with Prolia.

While on treatment, patients should avoid invasive dental procedures if possible. 

	Osteonecrosis of the jaw (ONJ)
The start of treatment/new treatment course should be delayed in patients with unhealed open soft tissue lesions in the mouth. A dental examination with preventive dentistry and an individual benefit-risk assessment is recommended prior to treatment with Prolia in patients with concomitant risk factors.
The following risk factors should be considered when evaluating a patient’s risk of developing ONJ: 

· potency of the medicinal product that inhibits bone resorption (higher risk for highly potent compounds), route of administration (higher risk for parenteral administration) and cumulative dose of bone resorption therapy.

· cancer, co-morbid conditions (e.g. anaemia, coagulopathies, infection), smoking.

· concomitant therapies: corticosteroids, chemotherapy, angiogenesis inhibitors, radiotherapy to head and neck.

·      poor oral hygiene, periodontal disease, poorly fitting       
     dentures, history of  dental disease,   invasive dental     

             procedures e.g. tooth extractions.
All patients should be encouraged to maintain good oral hygiene, receive routine dental check-ups, and immediately report any oral symptoms such as dental mobility, pain or swelling, or non-healing
of sores or discharge during treatment with Prolia.While on 
treatment, invasive dental procedures should be performed only 
after careful consideration and be avoided in close proximity to
Prolia administration.



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

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק
