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הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך                        _10.12.12
שם תכשיר באנגלית__   _SIMPONI
מספר רישום                147-32-33213-00
שם בעל הרישום_J-C Health care
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Method of administration 


	For subcutaneous use. After proper training in subcutaneous injection technique, patients may self‑inject with Simponi if their physician determines that this is appropriate, with medical follow‑up as necessary. Patients should be instructed to inject the full amount of Simponi according to the comprehensive instructions for administration provided in the package leaflet. For administration instructions, see section 6.

	For subcutaneous use. After proper training in subcutaneous injection technique, patients may self‑inject with Simponi if their physician determines that this is appropriate, with medical follow‑up as necessary. Patients should be instructed to inject the full amount of Simponi according to the comprehensive instructions for administration provided in the package leaflet. For administration instructions, see section 6.
At the time of dosing, if multiple injections are required, the injections should be administered at different sites on the body 



	Special warnings and precautions for use
	Neurological events

Use of TNF-blocking agents, including Simponi, has been associated with cases of new onset or exacerbation of clinical symptoms and/or radiographic evidence of central nervous system demyelinating disorders, including multiple sclerosis and peripheral demyelinating disorders. 
In patients with pre‑existing or recent onset of demyelinating disorders, the benefits and risks of anti‑TNF treatment should be carefully considered before initiation of Simponi therapy. Discontinuation of Simponi should be considered if these disorders develop (see section 4.8).

Switching between biological DMARDs 

When switching from one biologic to another, patients should be monitored for signs of infection.
s
	…..

Skin cancers
Melanoma has been reported in patients treated with TNF blocking agents, including SIMPONI. Merkel cell carcinoma has been reported in patients treated with other TNF- blocking agents (See Section 4.8). Periodic skin examination is recommended for all patients, particularly those with risk factors for skin cancer. 

Neurological events

Use of TNF-blocking agents, including Simponi, has been associated with cases of new onset or exacerbation of clinical symptoms and/or radiographic evidence of central nervous system demyelinating disorders, including multiple sclerosis and peripheral demyelinating disorders. 
Cases of central demyelination, MS, optic neuritis, and peripheral demyelinating polyneuropathy have rarely been reported in patients treated with SIMPONI. 
In patients with pre‑existing or recent onset of demyelinating disorders, the benefits and risks of anti‑TNF treatment should be carefully considered before initiation of Simponi therapy. Discontinuation of Simponi should be considered if these disorders develop (see section 4.8).

Concurrent Administration with other Biological Therapeutics
There is insufficient information regarding the concomitant use of Simponi with other biological therapeutics used to treat the same conditions as Simponi. The concomitant use of Simponi with these biologics is not recommended because of the possibility of an increased risk of infection
Switching between biological DMARDs Therapeutics
When switching from one biologic to another, patients should be monitored for signs of infection.
since overlapping biological activity may further increase the risk of infection

	Interaction with other medicinal products and other forms of interaction


	Concurrent use with anakinra and abatacept 

The combination of Simponi and anakinra or abatacept is not recommended (see section 4.4).


	Concurrent use with anakinra and abatacept other Biological Therapeutics 

The combination of Simponi with other biological therapeutics used to treat the same conditions as Simponi, including
and anakinra or and abatacept is not recommended (see section 4.4).



	Undesirable effects


	Blood and lymphatic system disorders:

Rare: Pancytopaenia

Immune system disorders
Common: autoantibody positive
Malignancies other than lymphoma

In the controlled portions of the Simponi Phase IIb and Phase III clinical trials in RA, PsA, and AS, and through approximately 3 years of follow-up, the incidence of non‑lymphoma malignancies (excluding non‑melanoma skin cancer) was similar between the Simponi and the control groups.

	Neoplasms, benign, malignant and unspecified
Rare: Melanoma

Not known: Merkel cell carcinoma
Blood and lymphatic system disorders:

Uncommon: Pancytopaenia
Rare: Pancytopaenia
Immune system disorders
Very Common: Autoantibody positive
Common: autoantibody positive
Skin and subcutaneous tissue disorders
Rare: Skin exfoliation
Malignancies other than lymphoma
In the controlled portions of the Simponi Phase IIb and Phase III clinical trials in RA, PsA, and AS, and through approximately 3 years of follow-up, the incidence of non‑lymphoma malignancies (excluding non‑melanoma skin cancer) was similar between the Simponi and the control groups.
Through approximately 3 years of follow-up, the incidence of non-lymphoma malignancies was similar to the general population.
…………

Injection site reactions 

In controlled Phase III trials through week 16 in RA, PsA and AS, 5.8% of golimumab‑treated patients had injection site reactions compared with 2.2% in control patients. The presence of antibodies to golimumab may increase the risk of injection site reactions. The majority of the injection site reactions were mild and moderate and the most frequent manifestation was injection site erythema. Injection site reactions generally did not necessitate discontinuation of the medicinal product.

In controlled phase IIb and III trials in RA, PsA, AS and severe persistent asthma, no patients treated with golimumab developed anaphylactic reactions deemed to be related to golimumab. 



הודעה על החמרה  ( מידע בטיחות)  בעלון לצרכן
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	
	
	

	
	אם אתה לוקח , או אם נטלת לאחרונה, תרופות אחרות כולל תרופות ללא מרשם ותוספי תזונה, ספר על כך לרופא או לרוקח.

	אם אתה לוקח , או אם נטלת לאחרונה, תרופות אחרות כולל תרופות ללא מרשם ותוספי תזונה, ספר על כך לרופא או לרוקח. כולל כל תרופה אחרת שהינך לוקח לטיפול ב בדלקת מפרקים שגרונית ((Rheumatoid arthritis, בדלקת מפרקים ספחתית (Psoriatic Arthritis) ובדלקת חוליות מקשחת ((Ankylosing Spondylitis.


	הריון והנקה


	· אם קיבלת סימפוני במהלך הריון, תינוקך עלול להיות בסיכון גבוה יותר ללקות בזיהום.חשוב שתספרי לרופאו של תינוקך ולאנשי צוות רפואי אחרים על שהשתמשת בסימפוני במהלך ההריון, לפני שתינוקך יקבל חיסון כלשהו  . (למידע נוסף ראה סעיף "חיסונים").

	· אם קיבלת סימפוני במהלך הריון, תינוקך עלול להיות בסיכון גבוה יותר ללקות בזיהום.חשוב שתספרי לרופאו של תינוקך ולאנשי צוות רפואי אחרים על שהשתמשת בסימפוני במהלך ההריון, לפני שתינוקך יקבל חיסון כלשהו  מאחר וחיסונים מסויימים עשויים להעמיד את תינוקך בסיכון גבוה יותר לזיהומים. (למידע נוסף ראה סעיף "חיסונים").


	הוראות הזרקה
	
	· אם יש צורך ביותר מזריקה אחת באותו המתן, יש להזריק את הזריקות באזורים שונים בגוף.


















