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Concentrate for solution for infusion
Ustekinumab 5mg/1ml vial
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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 TNFa 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
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4.4  Special warnings and precautions for use

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.

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 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.
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Infusion-related reactions

Infusion-related reactions were observed in clinical trials (see section 4.8). Serious infusion-
related reactions including anaphylactic reactions to the infusion have been reported in the
post-marketing setting. If a serious or life-threatening reaction is observed, appropriate therapy
should be instituted and ustekinumab should be discontinued.

4.6 Fertility, pregnancy and lactation

Breast-feeding
Itisunknown-whether-Limited data from published literature suggests that ustekinumab is

excreted in human breast milk_in very small amounts.-Anrimal-studies-have shown-exeretion-of
ustekinumab-at-low-levelsin-breast-milk. It is not known if ustekinumab is absorbed
systemically after ingestion. Because of the potential for adverse reactions in nursing infants
from ustekinumab, a decision on whether to discontinue breast-feeding during treatment and
up to 15 weeks after treatment or to discontinue therapy with STELARA must be made taking
into account the benefit of breast-feeding to the child and the benefit of STELARA therapy to
the woman.

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

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 Common: Oropharyngeal pain

mediastinal disorders Uncommon: Nasal congestion
Rare: Allergic alveolitis, eosinophilic pneumonia
Very rare: Organising pneumonia*
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Gastrointestinal disorders Common: Diarrhoea, nausea, vomiting
Skin and subcutaneous tissue Common: Pruritus
disorders Uncommon: Pustular psoriasis, skin exfoliation, acne

Rare: Exfoliative dermatitis, hypersensitivity vasculitis
Very rare: Bullous pemphigoid

Musculoskeletal and connective  Common: Back pain, myalgia, arthralgia

tissue disorders

General disorders and Common: Fatigue, injection site erythema, injection site pain

administration site conditions Uncommon: Injection site reactions (including haemorrhage,
haematoma, induration, swelling and pruritus), asthenia

*  See section 4.4, Systemic and respiratory hypersensitivity reactions.

Hypersensitivity and infusion reactions

In Crohn’s disease and ulcerative colitis intravenous induction studies, no events of
anaphylaxis or other serious infusion reactions were reported following the single intravenous
dose. In these studies, 2.2% of 785 placebo-treated patients and 1.9% of 790 patients treated
with the recommended dose of ustekinumab reported adverse events occurring during or within
an hour of the infusion._Serious

infusion-related reactions including anaphylactic reactions to the infusion have been reported
in the post-marketing setting (see section 4.4).
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