הודעה על החמרה  ( מידע בטיחות)  בעלון לצרכן 

תאריך 11/11/2012
שם תכשיר באנגלית ומספר הרישום Revlimid 5/10/15/25mg
140-45/6/7/8-31660/1/2/3-00; 140-45/6/7/8-31660/1/2/3-11; 140-45/6/7/8-31660/1/2/3-12
שם בעל הרישום Neopharm Scientific Ltd, PO Box 7063 Petach Tiqva 49170 Israel
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות 

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	תופעות לוואי נוספות
שכיחות לא ידועה
	
	פיגמנטציה צהובה בעור, ברקמות ריריות או 
בעיניים (צהבת), צואה בעלת צבע חיוור, שתן בצבע כהה, עקצוצים בעור, פריחה, כאב או 
נפיחות בבטן – אלו עלולים להיות 
תסמינים של פגיעה בכבד (ליקוי בכבד).


הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא
 תאריך 11/11/2012
שם תכשיר באנגלית ומספר הרישום Revlimid 5/10/15/25mg

140-45/6/7/8-31660/1/2/3-00; 140-45/6/7/8-31660/1/2/3-11; 140-45/6/7/8-31660/1/2/3-12
שם בעל הרישום Neopharm Scientific Ltd, PO Box 7063 Petach Tiqva 49170 Israel
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	5.8

Hepatotoxicity


	Cases of transient liver 
laboratory 
abnormalities (predominantly 
transaminases) were reported 
in patients treated with lenalidomide.   
Therapy with 
lenalidomide should be 
interrupted and 
restarted 
once the levels return 
to baseline.  Successful 
re-challenge without 
recurrence of liver 
laboratory elevation 
was reported in 
some patients.
	Cases of transient liver laboratory abnormalities (predominantly transaminases) were reported in patients treated with lenalidomide.   Therapy with lenalidomide should 

be interrupted and restarted once 

the levels return to baseline.  

Successful re-challenge without recurrence of liver laboratory 

elevation was reported in some 

patients
.

Hepatic failure, including fatal cases, has 
been reported in patients treated with lenalidomide in combination with dexamethasone: acute hepatic failure, 
toxic hepatitis, cytolytic hepatitis, 
cholestatic hepatitis, and mixed cytolytic/cholestatic hepatitis have been reported. The mechanisms of severe drug induced hepatotoxicity remain unknown although, in some cases, pre-existing 
viral liver disease, elevated baseline liver enzymes, and possibly treatment with antibiotics and older age might be risk factors.

Abnormal liver function tests were 
commonly reported and were generally asymptomatic and reversible upon dosing interruption. Once parameters have 
returned to baseline, treatment at a lower dose may be considered.

Lenalidomide is excreted by the kidneys. 
It is important to dose adjust patients 
with renal impairment in order to avoid plasma levels which may increase the risk for higher haematological side effects or hepatotoxicity. Monitoring of liver 
function is recommended, particularly 
when there is a history of or concurrent 
viral liver infection or when lenalidomide 
is combined with medications known to 
be associated with liver dysfunction.


	6.3 
Postmarketing Experience
	The following adverse 
drug reactions have 
been identified from the worldwide 
post-marketing 
experience with 
REVLIMID. Because 
these reactions are 
reported voluntarily 
from a population of uncertain size, it is not always possible to 
reliably estimate their frequency or establish a causal relationship to 
drug exposure:  Allergic conditions (angioedema, SJS, TEN), tumor lysis syndrome (TLS) and 
tumor flare reaction 
(TFR), pneumonitis, 
and transient abnormal liver laboratory tests. [see Warnings and Precautions Section (5.5 to 5.8)]. 


	The following adverse drug reactions 
have been identified from the worldwide 
post-marketing experience with 
REVLIMID. Because these reactions are reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or 
establish a causal relationship to drug exposure:  Allergic conditions 
(angioedema, SJS, TEN), tumor lysis syndrome (TLS) and tumor flare reaction (TFR), pneumonitis, and transient 
abnormal liver laboratory tests. 
The following hepatic disorders have 
been reported (frequency unknown): 
acute hepatic failure and cholestasis 
(both potentially fatal), toxic hepatitis, cytolytic hepatitis, mixed 
cytolytic/cholestatic hepatitis
. [see Warnings and Precautions Section (5.5 to 5.8)]. 




�Deleted text is current US PI approved text. Proposal is to replace with CHMP wording.


�Wording from the CHMP adopted opinion and assessment report 18 Oct 2012 is included in the Undesirable Effects subsection (see bullet list location below).   The proposed wording lists the additional adverse events consistent with the 4.4 section statement.  





Text taken from:


Undesirable Effects


Description of selected adverse reactions


Hepatic Disorders





