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 . 2022אוקטובר ב  ןכ שבנדון התעד התכשיר של   לרופא ןהעלו  כי להודיעכם  בקשתמ J-C Health Care Ltd חברת

 קו עם  כחול כטקסט מסומן  שהושמט  טקסט , אדוםב מסומן שנוסף (טקסטמופיעים בהמשך   העיקריים פרטי העדכון 
 ,אך קיימים עדכונים נוספים. ) ברקע צהוב החמרה מודגש  טקסט המהווה,  חוצה

 
 : ות לתכשיר בישראלהמאושרההתוויות 

 
 
 

Crohn’s Disease 
STELARA is indicated for the treatment of adult patients with moderately to severely active Crohn’s 
disease who have had an inadequate response with, lost response to, or were intolerant to either 
conventional therapy or a TNFα antagonist or have medical contraindications to such therapies. 
 
Ulcerative colitis 
STELARA is indicated for the treatment of adult patients with moderately to severely active ulcerative 
colitis who have had an inadequate response with, lost response to, or were intolerant to either 
conventional therapy or a biologic or have medical contraindications to such therapies  

 
 Ustekinumab  מרכיב פעיל:

 
 

ת: באתר משרד הבריאולפרסום במאגר התרופות ש העלונים המעודכנים נשלחו
tps://israeldrugs.health.gov.il/#!/byDrught . 

  ,J-C Health Care Ltd :דפס שלהם באמצעות פנייה לבעל הרישוםוזה וניתן לקבל העתק מ כמו כן, מצורפים לפרסום
 .09-9591111, טל': 6099000שפיים, קיבוץ 
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4.4 Special warnings and precautions for use 
 
…. 
Infections 
Ustekinumab may have the potential to increase the risk of infections and reactivate latent infections. 
In clinical studies, serious bacterial, fungal, and viral infections have been observed in patients 
receiving STELARA (see section 4.8). 
 
Opportunistic infections including reactivation of tuberculosis, other opportunistic bacterial infections 
(including atypical mycobacterial infection, listeria meningitis, pneumonia legionella, and nocardiosis), 
opportunistic fungal infections, opportunistic viral infections (including encephalitis caused by herpes 
simplex 2), and parasitic infections (including ocular toxoplasmosis) have been reported in patients 
treated with ustekinumab. 
 
Caution should be exercised when considering the use of STELARA in patients with a chronic infection 
or a history of recurrent infection (see section 4.3). 
 
Prior to initiating treatment with STELARA, patients should be evaluated for tuberculosis infection. 
STELARA must not be given to patients with active tuberculosis (see section 4.3). Treatment of latent 
tuberculosis infection should be initiated prior to administering STELARA. Anti-tuberculosis therapy 
should also be considered prior to initiation of STELARA in patients with a history of latent or active 
tuberculosis in whom an adequate course of treatment cannot be confirmed. Patients receiving 
STELARA should be monitored closely for signs and symptoms of active tuberculosis during and after 
treatment. 
 
Patients should be instructed to seek medical advice if signs or symptoms suggestive of an infection 
occur. If a patient develops a serious infection, the patient should be closely monitored and STELARA 
should not be administered until the infection resolves. 
 

.… 
 
Lupus-related conditions 
Cases of lupus-related conditions have been reported in patients treated with ustekinumab, including 
cutaneous lupus erythematosus and lupus-like syndrome. If lesions occur, especially in sun exposed 
areas of the skin or if accompanied by arthralgia, the patient should seek medical attention promptly. If 
the diagnosis of a lupus-related condition is confirmed, ustekinumab should be discontinued and 
appropriate treatment initiated. 
 .... 

 
4.8 Undesirable effects 
 .... 

 
 
Table 2 List of adverse reactions 
System Organ Class Frequency: Adverse reaction 

 
Infections and infestations Common: Upper respiratory tract infection, nasopharyngitis, sinusitis 

Uncommon: Cellulitis, dental infections, herpes zoster, lower 
respiratory tract infection, viral upper respiratory tract infection, 
vulvovaginal mycotic infection 
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Immune system disorders Uncommon: Hypersensitivity reactions (including rash, urticaria) 

Rare: Serious hypersensitivity reactions (including anaphylaxis, 
angioedema) 
 

Psychiatric disorders Uncommon: Depression 
 

Nervous system disorders Common: Dizziness, headache 
Uncommon: Facial palsy 
 

Respiratory, thoracic and 
mediastinal disorders 

Common: Oropharyngeal pain 
Uncommon: Nasal congestion 
Rare: Allergic alveolitis, eosinophilic pneumonia 
Very rare: Organising pneumonia* 
 

Gastrointestinal disorders Common: Diarrhoea, nausea, vomiting 
 

Skin and subcutaneous tissue 
disorders 

Common: Pruritus 
Uncommon: Pustular psoriasis, skin exfoliation, acne 
Rare: Exfoliative dermatitis, hypersensitivity vasculitis 
Very rare: Bullous pemphigoid, cutaneous lupus erythematosus 

Musculoskeletal and connective 
tissue disorders 

Common: Back pain, myalgia, arthralgia 
Very rare: Lupus-like syndrome 
 

General disorders and 
administration site conditions 

Common: Fatigue, injection site erythema, injection site pain 
Uncommon: Injection site reactions (including haemorrhage, 
haematoma, induration, swelling and pruritus), asthenia 
 

* See section 4.4, Systemic and respiratory hypersensitivity reactions. 
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