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LEMTRADA is indicated for adult patients with relapsing remitting multiple sclerosis (RRMS) with
active disease defined by clinical or imaging features
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4.4 Special warnings and precautions for use

Autoimmunity

Treatment may result in the formation of autoantibodies and increase the risk of autoimmune
mediated conditions which may be serious and life threatening. Reported autoimmune conditions,
include thyroid disorders, immune thrombocytopenic purpura (ITP), nephropathies (e.g. anti-
glomerular basement membrane disease), autoimmune hepatitis (AIH), acquired haemophilia A,
and-thrombotic thrombocytopenicpurpura, and sarcoidosis. In the post-marketing setting, patients
developing multiple autoimmune disorders after LEMTRADA treatment have been observed.
Patients who develop autoimmunity should be assessed for other autoimmune mediated conditions
(see section 4.3). Patients and physicians should be made aware of the potential later onset of
autoimmune disorders after the 48 months monitoring period.

4.8 Undesirable effects

Table 1: Adverse reactions in study 1, 2, 3 and 4 observed in LEMTRADA 12 mg treated patients
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and post-marketing surveillance
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disorders

syndrome?*,
hypersensitivity
including
anaphylaxis*

System Organ Very Common Common Uncommon Rare Not
Class known
Immune system Cytokine release | Sarcoidosis

V2% N9 T 7Y 09T 17277 NI NINNAN TIWN MNRAY NISINNN 1AXN2 DI0NY7 Nwa pTIvan 17N
. 09-8633700 :19702 Ix n'a1n1 10 Ixa "2 'NY ,n"Ya IRY' O'VIIN-'O1INO - DIYIN

https://data.health.gov.il/drugs/index.html#/byDrug :nix"an Twn WMNX? Nwpen |70

Nbakk}

TOWIIN N'7A
Mmn nnpn

42504 nnT N1 ,8090 .7.1n ,2719 7ax9 ,10 [IXa 12 "N, 7KW 0'VIIIX '91IRO

09-8851444 :ojro  09-8633700 :"70




