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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 plaque 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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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).
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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.

4.6  Fertility, pregnancy and lactation

Women of childbearing potential
Women of childbearing potential should use effective methods of contraception during treatment and for
at least 15 weeks after treatment.

Pregnancy
There are no adequate data from the use of ustekinumab in pregnant women. Animal studies do not

indicate direct or indirect harmful effects with respect to pregnancy, embryonic/foetal development,
parturition or postnatal development (see section 5.3). As a precautionary measure, it is preferable to
avoid the use of STELARA in pregnancy.

Breast-feeding
Iis-unknown-whether-Limited data from published I|terature suqqests that usteklnumab is excreted in

human breast milk_in very small amounts.-Anrima .
levels-in-breast-mitk. It is not known if usteklnumab is absorbed systemlcally after mgestlon 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.

Fertility
The effect of ustekinumab on human fertility has not been evaluated (see section 5.3).

4.8 Undesirable effects

-

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
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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

Musculoskeletal and connective
tissue disorders

Common: Back pain, myalgia, arthralgia

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.

5.1

Table 7

Pharmacodynamic properties

Summary of primary and secondary endpoints at week 12 and week 52

Paediatric psoriasis study (CADMUS) (Age 12-17)

Week 12 Week 52
Placebo Recommended dose of | Recommended dose of
Ustekinumab Ustekinumab
N (%) N (%) N (%)
Patients randomised 37 36 35
PGA
PGA of cleared (0) or minimal 2 (5.4% 25 (69.4%)° 20 (57.1%
1)
PGA of Cleared (0) 1(2.7%) 17 (47.2%)* 13 (37.1%)
PASI
PASI 75 responders 4 (10.8%) 29 (80.6%)? 28 (80.0%)
PASI 90 responders 2 (5.4%) 22 (61.1%)? 23 (65.7%)
PASI 100 responders 1 (2.7%) 14 (38.9%)? 13 (37.1%)
CDLQI
CDLQI of 0 or 1° | 6 (16.2%) | 18 (50.0%)° 20 (57.1%)
PedsQL
m"‘ar;]g(esg‘;f‘ baseline 3.35 (10.04) 8.03 (10.44)¢ 7.26 (10.92)
a

p < 0.001

b CDLQI: The CDLQI is a dermatology instrument to assess the effect of a skin problem on the health-related quality of
life in the paediatric population. CDLQI of 0 or 1 indicates no effect on child’s quality of life.

¢ p=0.002

4 PedsQL: The PedsQL Total Scale Score is a general health-related quality of life measure developed for use in
children and adolescent populations. For the placebo group at week 12, N = 36

e —
p =0.028
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