הודעה על החמרה  ( מידע בטיחות)  

תאריך:01/07/2012

שם תכשיר באנגלית ומספר רישום:  
62.03.22187.00        mg 100SOLU CORTEF POWDER FOR SOLUTION FOR INJECTION 
SOLU CORTEF POWDER FOR SOLUTION FOR INJECTION 500mg             34.93.22552.00

שם בעל הרישום: פייזר פרמצבטיקה ישראל בע"מ
השינויים בעלון מסומנים על רקע צהוב
בעלון לרופא
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Composition


	SOLU-CORTEF™ Sterile Powder 100 mg

Plain Vial

Hydrocortisone (as hydrocortisone sodium succinate) 100 mg, 
sodium biphosphate ,dried sodium phosphate.
SOLU-CORTEF™ Sterile Powder 500 mg

Two-Compartment Vial

Hydrocortisone (as hydrocortisone sodium succinate) 500 mg, 
sodium biphosphate, 
dried sodium phosphate, 
benzyl alcohol, 
Water for Injection
	SOLU-CORTEF™ Sterile Powder 100 mg

Plain Vial

Each vial contains Hydrocortisone sodium succinate equivalent to 100 mg hydrocortisone.  Hydrocortisone sodium succinate is prepared from Hydrocortisone hydrogen succinate (also known as Hydrocortisone hemisuccinate) anhydrous or monohydrate during manufacturing.
Monobasic sodium phosphate monohydrate 
Dibasic sodium phosphate dried
Sodium Hydroxide 

SOLU-CORTEF™ Sterile Powder 500 mg

Two-Compartment Vial

Each 4 ml (when mixed) contains:

Each vial contains Hydrocortisone sodium succinate equivalent to 500 mg hydrocortisone.  Hydrocortisone sodium succinate is prepared from Hydrocortisone hydrogen succinate (also known as Hydrocortisone hemisuccinate) anhydrous or monohydrate during manufacturing.
Monobasic sodium phosphate monohydrate

Dibasic sodium phosphate dried
Sodium Hydroxide 10% Sol.
Benzyl alcohol, 
Water for Injection


	Dosage and administration
	
	….
In patients with liver disease, there may be an increased effect (see section Special Precautions) and reduced dosing may be considered.


	Special precautions
	…

Although recent studies have not been conducted with hydrocortisone or other corticosteroids, studies of methylprednisolone sodium succinate in septic shock suggest that increased mortality may occur in some subgroups of patients at higher risk (i.e. elevated creatinine greater than 2.0 mg% or with secondary infections).

…
	…

Although recent studies have not been conducted with hydrocortisone or other corticosteroids, studies of methylprednisolone sodium succinate in septic shock suggest that increased mortality may occur in some subgroups of patients at higher risk (i.e. elevated creatinine greater than 2.0 mg% or with secondary infections).

Hydrocortisone may have an increased effect in patients with liver disease since the metabolism and elimination of hydrocortisone is significantly decreased in these patients.
….
The effect of corticosteroids on the ability to drive or use machinery has not been systematically evaluated. Undesirable effects, such as syncope, vertigo, and convulsions are possible after treatment with corticosteroids. If affected, patients should not drive or operate machinery.


	Storage
	Store unreconstituted product at controlled room temperature below 20-25C.
	Store unreconstituted product at controlled room temperature below 25C.

















