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

 תאריך: 28.11.2013
שם תכשיר באנגלית ומספר הרישום:

Diovan 40mg film coated tablets [31281]
Diovan 80mg film coated tablets [30548]
Diovan 160mg film coated tablets [30549]
שם בעל הרישום: Novartis Pharma Services A.G.
טופס זה מיועד לפרוט ההחמרות בלבד !
	טקסט שחור – טקסט מאושר
טקסט עם קו תחתי – הוספת טקסט לעלון המאושר
טקסט עם קו חוצה – מחיקת טקסט מהעלון המאושר
טקסט המסומן בצהוב – החמרה


	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	Concomitant use of angiotensin receptor antagonists (ARBs) - including Diovan - or of angiotensin-converting-enzyme inhibitors (ACEIs) with aliskiren in patients with Type 2 diabetes (see section 8 Interactions, subsection dual blockade of the RAS).


	Concomitant use of angiotensin receptor antagonists (ARBs) - including valsartan - or of angiotensin-converting-enzyme inhibitors (ACEIs) with aliskiren is contraindicated in patients with diabetes mellitus or renal impairment (GFR < 60 ml/min/1.73 m2) (see section 8 Interactions, subsection dual blockade of the RAS).


	Posology, dosage  & administration
	Hypertension

Use in renal impairment:

No initial dose adjustment is required in patients with mild renal impairment (i.e. creatinine clearance 20-50 ml/min). For patients with moderate to severe renal impairment  (i.e. creatinine less than 20 ml/min) or patients on dialysis, a lower starting dose of 40 mg once daily is recommended.
Heart failure

Evaluation of patients with heart failure should always include assessment of renal function

Post-myocardial infarction

Use in renal impairment:
In the indication of post myocardial infarction no dosage adjustment is required for patients with mild to moderate renal impairment. There are currently no data available in post myocardial patients with severe renal impairment (serum creatinine ≥ 221 μmol/l). Diovan should therefore be used with caution in such patients, with appropriate assessment of renal function (see Section 6 Warnings and Precautions).
-------------------------

	Hypertension

Use in renal impairment:

No initial dose adjustment is required in patients with mild renal impairment (i.e. creatinine clearance 20-50 ml/min). For patients with moderate to severe renal impairment  (i.e. creatinine less than 20 ml/min) or patients on dialysis, a lower starting dose of 40 mg once daily is recommended. Concomitant use of Diovan with Aliskiren is contraindicated in patients with renal impairment (GFR < 60 ml/min/1.73 m2) (see section 5).
Heart failure

Use in renal impairment:
Evaluation of patients with heart failure should always include assessment of renal function.
Concomitant use of Diovan with Aliskiren is contraindicated in patients with renal impairment (GFR < 60 ml/min/1.73 m2) (see section 5).
Post-myocardial infarction

Use in renal impairment:
In the indication of post myocardial infarction no dosage adjustment is required for patients with mild to moderate renal impairment. There are currently no data available in post myocardial patients with severe renal impairment (serum creatinine ≥ 221 μmol/l). Diovan should therefore be used with caution in such patients, with appropriate assessment of renal function (see Section 6 Warnings and Precautions). The concomitant use of Diovan with Aliskiren is contraindicated in patients with renal impairment (GFR < 60 ml/min/1.73 m2) (see section 5).
……Diovan must not be used in combination with Aliskiren in patients with diabetes mellitus (see section 5) .


	Special Warnings and Special Precautions for Use
	Patients with impaired renal function

The use of ARBs - including Diovan - or of ACEIs with aliskiren should be avoided in patients with severe renal impairment (GFR < 30 mL/min) (see section 8 Interactions, subsection dual blockade of the RAS).  

Dual Blockade of the Renin-Angiotensin System (RAS)
Caution is required while co-administering ARBs, including Diovan, with other agents blocking the RAS such as ACEIs or aliskiren (see section 8 Interactions, subsection dual blockade of the RAS). 

	Patients with impaired renal function

The concomitant use of ARBs - including valsartan - or of ACEIs with aliskiren  is contraindicated  in patients with renal impairment (GFR < 60 mL/min) (see section 5& 8  Contraindication &Interactions, subsection dual blockade of the RAS).  
Dual Blockade of the Renin-Angiotensin System (RAS)
Hypotension, syncope, stroke, hyperkalaemia, and changes in renal function (including acute renal failure) have been reported in susceptible individuals, especially if combining medicinal products that affect this system (see section 11). Dual blockade of the renin-angiotensin-aldosterone system by combining valsartan with Aliskiren is therefore not recommended.
Caution is required while co-administering ARBs, including Diovan, with other agents blocking the RAS such as ACEIs (see section 8 Interactions, subsection dual blockade of the RAS). 


	Interaction with Other Medicaments and Other Forms of Interaction
	Dual blockade of the Renin-Angiotensin- System (RAS) with ARBs, ACEIs, or aliskiren:

The concomitant use of ARBs, including Diovan, with other agents acting on the RAS is associated with an increased incidence of hypotension, hyperkalemia, and changes in renal function compared to monotherapy. It is recommended to monitor blood pressure, renal function and electrolytes in patients on Diovan and other agents that affect the RAS (see section 6 Warnings and precautions).  

The concomitant use of ARBs - including Diovan - or of ACEIs with aliskiren, should be avoided in patients with severe renal impairment (GFR < 30 mL/min) (see section 6 Warnings and precautions). 

The concomitant use of ARBs - including Diovan - or ACEIs with aliskiren is contraindicated in patients with Type 2 diabetes (see section 5 Contraindications).

Potassium: Concomitant use of potassium-sparing diuretics (e.g. spironolactone, triamterene, amiloride), potassium supplements, or salt substitutes containing potassium may lead to increases in serum potassium and in heart failure patients to increases in serum creatinine.  If co-medication is considered necessary, monitoring of serum potassium is advisable. 


	Dual blockade of the Renin-Angiotensin- System (RAS) with ARBs, ACEIs, or aliskiren: 
The combination of ARBs - including valsartan - or of ACEIs with aliskiren, is contraindicated in patients with diabetes mellitus or renal impairment (GFR < 60 mL/min/1.73m2) and is not recommended in other patients (see section 5& 6 contraindications &Warnings and precautions). 

 It is recommended to monitor blood pressure, renal function and electrolytes in patients on Diovan and other agents that affect the RAS (see section 6 Warnings and precautions).


Potassium: Concomitant use of potassium-sparing diuretics (e.g. spironolactone, triamterene, amiloride), potassium supplements, or salt substitutes containing potassium may lead to increases in serum potassium and in heart failure patients to increases in serum creatinine.  If co-medication is considered necessary, monitoring of serum potassium is advisable. The combination of valsartan with Alsikiren is contraindicated in patients with diabetes mellitus or renal impairment (GFR < 60 mL/min) and is not recommended in other patients (see sections 5&6&11).


	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	            -------------------------------

Adverse drug reactions in Hypertension

Skin and subcutaneous tissue disorders
Not known

Angioedema, rash, pruritus
Adverse drug reactions in heart failure and/or post-myocardial

Skin and subcutaneous tissue disorders

Not known

Rash, pruritus
	The combination of valsartan with aliskiren is contraindicated in patients with diabetes mellitus or renal impairement (GFR<60 ml/min/1.73m2) and is not recommended in other patients (see sections 5, 6, 11).
Adverse drug reactions in Hypertension 
Skin and subcutaneous tissue disorders
Not known

Angioedema,  Dermatitis bullous, Rash, Pruritus

Adverse drug reactions in heart failure and/or post-myocardial

Skin and subcutaneous tissue disorders

Not known
Dermatitis bullous, Rash, Pruritus




הודעה על החמרה  ( מידע בטיחות)  בעלון לצרכן
(מעודכן 05.2013)
תאריך: 28.11.2013
שם תכשיר באנגלית ומספר הרישום:

Diovan 40mg film coated tablets [31281]

Diovan 80mg film coated tablets [30548]
Diovan 160mg film coated tablets [30549]
שם בעל הרישום: Novartis Pharma Services A.G.
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות 

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	התוויות
	
	

	מתי אין  להשתמש     בתכשיר?
	יש לך רמה גבוהה של סוכר בדם ואתה
סובל מסוכרת  מסוג 2 (נקראת גם

סוכרת שאינה תלויה באינסולין) ואתה
לוקח תרופה להורדת לחץ דם המכילה אליסקירן (כגון: ראסילז).


	יש לך רמה גבוהה של סוכר בדם ואתה
סובל מסוכרת  או ליקוי
בתפקוד הכליות ואתה לוקח תרופה
להורדת לחץ דם המכילה אליסקירן )כגון: ראסילז) באותו הזמן.

	אזהרות מיוחדות

הנוגעות לשימוש

בתרופה:
	
	

	אין להשתמש בתרופה

מבלי להיוועץ ברופא

לפני התחלת הטיפול:
	
	

	תגובות בין תרופתיות:
	
	

	הריון והנקה:
	
	

	כיצד תשתמש

בתרופה:
	
	

	תופעות לוואי:
	תופעות לוואי שדווחו (שכיחות לא ידועה): פריחה,
	תופעות לוואי שדווחו (שכיחות לא
 ידועה): שלפוחיות בעור 
[סימן לדלקת עור (דרמטיטיס) 
שלפוחיתית] ;פריחה,


