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 Sylvant 100mg, Sylvant 400mgהנדון: עדכון בעלון לרופא של התכשירים 
 

 רופא/ה, רוקח/ת נכבדים,
 

 .Sylvant 100mg, Sylvant 400mgעדכון העלון לרופא של התכשירים ברצוננו להביא לידיעתכם את 
 

 ההתוויה המאושרת:
 
SYLVANT is indicated for the treatment of adult patients with multicentric Castleman’s 
disease (MCD) who are human immunodeficiency virus (HIV) negative and human 
herpesvirus-8 (HHV-8) negative. 

 
 להלן השינויים המהותיים שנעשו בעלון לרופא:

 
השינויים מסומנים בעלון המצורף כאשר הטקסט המודגש בכחול הוסף לעלון ואילו הטקסט המחוק מודגש 

 באדום עם קו חוצה. בנוסף, הטקסט המודגש בכחול עם סימון צהוב מסמן החמרה. 
 

4.4 Special warnings and precautions for use 
 
Hepatic impairment 
There is not conclusive data about the possible association between SYLVANT Following 
treatment and incidencewith SYLVANT  in clinical trials, transient or intermittent mild-to-
moderate elevation of adverse events (AEs) and serious adverse events (SAEs). However it 
cannot be excluded that patients with hepatic transaminase levels or other liver impairment 
may experience higher-grade AEs and SAEs compared with the overall population.function 
tests such as bilirubin have been reported. SYLVANT--treated patients with known 
liverhepatic impairment as well as patients with elevated transaminase or elevated bilirubin 
levels should be monitored. 
 
Traceability 
In order to improve the traceability of biological medicinal products, the tradename and the 
batch number of the administered product should be clearly recorded 
 
4.8 Undesirable effects 
 
Summary of the safety profile 
Infections (including upper respiratory tract infections), pruritus, rash, arthralgia, and 
maculopapular rashdiarrhoea were the most common adverse drug reactions (ADRs) reported 
in Castleman’s disease (CD) clinical studies), occurring in > 20% of siltuximab-treated patients 
in Castleman’s disease (CD) clinical studies. The most serious ADR associated with the use of 
siltuximab was anaphylactic reaction 
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Table 2: Undesirable effects in siltuximab treated patients in MCD clinical studiesa 
System organ class 
Frequency 

Adverse reaction 

Infections and infestations 
very common Upper respiratory tract infection, urinary 

tract infection, nasopharyngitis  
Blood and lymphatic system disorders 
very common Neutropenia, thrombocytopenia 
Immune system disorders 
common Anaphylactic reaction 
Metabolism and nutrition disorders 
very common Hypertriglyceridaemia, hyperuricaemia 
common Hypercholesterolaemia 
Nervous system disorders 
very common Dizziness, headache 
Respiratory, thoracic and mediastinal disorders 
very common Oropharyngeal pain 
Vascular disorders 
very common Hypertension 
Gastointestinal disorders 
very common Abdominal painNausea, abdominal pain, 

vomiting, constipation, diarrhoea, 
gastroesophageal reflux disease, mouth 
ulceration 

Skin and subcutaneous tissue disorders 
very common Maculopapular rashRash, pruritus, eczema 
Musculoskeletal and connective tissue disorders 
very common Arthralgia, pain in extremity 
Renal and urinary disorders 
very common Renal impairment 
General disorders and administration site conditions 
very common Localised oedema 
Investigations 
very common Weight increased 

 
 
 
 
 

 עדכונים נוספים שאינם מהותיים ולכן לא נכללו בהודעה זו. תבצעובעלון לרופא ה
 

 העלון לרופא/לצרכן נשלח לפרסום במלואו למאגר התרופות שבאתר משרד הבריאות. 
 . 09-9591111כמו כן, ניתן לקבלו מודפס בפניה אלינו לטלפון 
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 צפריר כהן
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