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Stelara Prefilled syringe 1468133291
Stelara 45mg vial 1423632021
Solution for injection
Ustekinumab 45mg/0.5ml

NINAN NIMINNY DYINDD
Plaque psoriasis
STELARA is indicated for the treatment of moderate to severe plaque psoriasis in adult patients (18
years or older) who have failed to, have a contraindication to, or who are intolerant to other systemic
therapies including ciclosporin, methotrexate or Psoralen plus U.V (PUVA).

Paediatric plague psoriasis

STELARA is indicated for the treatment of moderate to severe plaque psoriasis in adolescent patients
from the age of 12 years and older, who are inadequately controlled by, or are intolerant to, other
systemic therapies or phototherapies.

Psoriatic arthritis (PsA)

STELARA, alone or in combination with MTX, is indicated for the treatment of active psoriatic arthritis
in adult patients when the response to previous non-biological disease-modifying

anti-rheumatic drug (DMARD) therapy has been inadequate.

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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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
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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*

Gastrointestinal disorders Common: Diarrhoea, nausea, vomiting
Skin and subcutaneous tissue Common: Pruritus
disorders Uncommon: Pustular psoriasis, skin exfoliation, acne

Rare: Exfoliative dermatitis, hypersensitivity vasculitis

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

6.3  Shelflife
The expiry date of the product is indicated on the packaging materials

Individual pre-filled syringes may be stored at room temperature up to 30°C for a maximum single
period of up to 30 days in the original carton in order to protect from light. Record the date when the
pre-filled syringe is first removed from the refrigerator and the discard date in the spaces provided on the
outer carton. The discard date must not exceed the original expiry date printed on the carton. Once a
syringe has been stored at room temperature (up to 30°C), it should not be returned to the refrigerator.
Discard the syringe if not used within 30 days at room temperature storage or by the original expiry date,
whichever is earlier.

6.4  Special precautions for storage

Store in a refrigerator (2°C — 8°C). Do not freeze.
Keep the vial or pre-filled syringe in the outer carton in order to protect from light.
If needed, individual pre-filled syringes may be stored at room temperature up to 30°C (see section 6.3).
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