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 2021  ברנובמ
 
 

 רוקח/ת נכבד/ה,רופא/ה נכבד/ה,  
 
 

 Gilenya 0.5 mg הנדון:
 מ"ג  0.5גילניה  

 
 

 :ההבא  הרשום בישראל להתווישבנדון  התכשיר 

Gilenya is indicated for the treatment of patients with relapsing forms of multiple sclerosis (MS) to reduce 

the frequency of clinical exacerbations and to delay the accumulation of physical disability. 

 
 Fingolimod 0.5 mg :הפעיל   ב ירכמה
 
 

 . לרופאן על עדכונים בעלו  אנו מודיעים 
 

 .הישראלי הבריאות   משרדע"י    שאושר  כפי העדכני ופאר ל  בעלון  לעיין  ישנוסף    למידע 
 
 

 ידי פניה לבעל הרישום. -על  מודפס  ומאגר התרופות שבאתר משרד הבריאות, וניתן לקבל נשלח ללרופא    ןהעלו
 
 
 

 :מפורטים להלן  העדכונים בעלון לרופא 

5. Dosage and administration 

General target population 

... 

Recent (i.e. within last 6 months) transaminase and bilirubin levels should be available before 

initiation of treatment with Gilenya. In the absence of clinical symptoms, liver transaminases should 

be monitored at Months 1, 3, 6, 9 and 12 on therapy and periodically thereafter. If liver 

transaminases rise above 5 times the ULN, more frequent monitoring should be instituted, including 

serum bilirubin and alkaline phosphatase (ALP) measurement. With repeated confirmation of liver 

transaminases above 5 times the ULN, treatment with Gilenya should be interrupted and only re-

commenced once liver transaminase values have normalised 

 

7. Warnings and precautions 

7.5 Liver injury 

Clinically significant liver injury has occurred in patients treated with GILENYA in the post-

marketing setting. Signs of liver injury, including markedly elevated serum hepatic enzymes and 

elevated total bilirubin, have occurred as early as ten days after the first dose and have also been 

reported after prolonged use. Cases of acute liver failure requiring liver transplant have been 

reported. 

Increased hepatic enzymes, in particular alanine aminotransaminase (ALT) but also gamma 

glutamyltransferase (GGT) and aspartate transaminase (AST) have been reported in multiple 

sclerosis patients treated with fingolimod. Some cases of acute liver failure requiring liver transplant 

and clinically significant liver injury have also been reported. Signs of liver injury, including 

markedly elevated serum hepatic enzymes and elevated total bilirubin, have occurred as early as ten 

days after the first dose and have also been reported after prolonged use. 

... 

Prior to starting treatment with GILENYA (within 6 months), obtain serum transaminases (ALT and 

AST) and total bilirubin levels. Obtain transaminase levels and total bilirubin levels periodically 

until two months after GILENYA discontinuation. 
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Patients should be monitored for signs and symptoms of any hepatic injury. Measure liver 

transaminase and bilirubin levels promptly in patients who report symptoms that may indicate liver 

injury, including new or worsening fatigue, anorexia, right upper abdominal discomfort, dark urine, 

or jaundice. In this clinical context, if liver transaminases rise above 5 times the ULN, more frequent 

monitoring should be instituted, including serum bilirubin and alkaline phosphatase (ALP) 

measurement. With repeated confirmation of liver transaminases above 5 times the ULN, treatment 

with Gilenya should be interrupted and only re-commenced once liver transaminase values have 

normalised. Treatment should not be resumed if a plausible alternative etiology for the signs and 

symptoms cannot be established, because these patients are at risk for severe drug-induced liver 

injury. 

Recent (i.e. within last 6 months) transaminase and bilirubin levels should be available before 

initiation of treatment. In the absence of clinical symptoms, liver transaminases and serum bilirubin 

should be monitored at months 1, 3, 6, 9 and 12 on therapy and periodically thereafter until 2 months 

after Gilenya discontinuation. In the absence of clinical symptoms, if liver transaminases are greater 

than 3 but less than 5 times the ULN without increase in serum bilirubin, more frequent monitoring 

including serum bilirubin and alkaline phosphatase (ALP) measurement should be instituted to 

determine if further increases occur and in order to discern if an alternative aetiology of hepatic 

dysfunction is present. If liver transaminases are at least 5 times the ULN or at least 3 times the ULN 

associated with any increase in serum bilirubin, Gilenya should be discontinued. Hepatic monitoring 

should be continued. If serum levels return to normal (including if an alternative cause of the hepatic 

dysfunction is discovered), Gilenya may be restarted based on a careful benefit-risk assessment of 

the patient. 

 

Patients who develop symptoms suggestive of hepatic dysfunction, such as unexplained nausea, 

vomiting, abdominal pain, fatigue, anorexia, or jaundice and/or dark urine, should have liver 

enzymes and bilirubin checked promptly and treatment should be discontinued if significant liver 

injury is confirmed. Treatment should not be resumed unless a plausible alternative aetiology for the 

signs and symptoms of liver injury can be established. 

 

 


