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The Licensed Material is for illustrative purposes
only; any person depicted here is a model.
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Important note: Before prescribing, consult full prescribing Information, including instructions for use. Presentation: canakinumab.
Powder for solution for subcutaneous Injection or powder and solvent for solution for injection (convenience kit). Each vial contains
150 mg of canakinumab, Indications: «Cryopyrin-Associated Periodic Syndromes (CAPS), Including Familial Cold Auto- inflammatory
Syndrome (FCAS) / Familial Cold Urticaria (FCU), Muckle-Wells Syndrome (MWS-Systemic Juvenile |diopathic Arthritis (SJIA) in patients
aged 2 years and older. «. Dosage and administration: <For CAPS patients (adults and children): 150 mg or 2 mg/kg for patients =4
years with body weight of more than 40 kg or between 15 kg and 40 kg, respectively.. With starting dose of 150 mg or 2 mgikg, if rash
and generalized inflammation symptoms do not resolve seven days after treatment start, a second dose of 150 mg or 2 mg/kg can be
considered. If a satisfactory clinical response has not been achieved 7 days after this increased dose, a third dose at 300 mg or 4 ma/kg
can be considered. With a starting dose of 4 mg/kg, if a satisfactory clinical response has not been achieved after 7 days, a second dose of
4 mylkg can be considered. Administered every 8 weeks as a single dose via subcutaneous injection. «For SJIA: the recommended dose
of ILARIS® for SJIA patients with a body weight of 7.5 kg and above is 4 mg/kg (up to a maximum of 300 mg). *Administered every 4 weeks
via subcutaneous injection. For maximum effect. Patients who do not respond to an initial treatment should not be retreated with ILARIS ™.
In patients who respond and require re-treatment, there should be an interval of at least 12 weeks before a new dose of ILARIS™ may be
administered. Management of hyperuricemia with appropriate urate lowering therapy (ULT) should be instituted or optimised. +ILARIS
should be administered by a healthcare professional C dicati Canfirmed hypersensitivity to the active substance or to any of
the excipients. Warnings/Precautions: «Infections: associated with serious infections, exercise caution when administering to patients
with chronic infections, history of r fecti underlying conditions which may predispose them to infections. Treatment of gouty
arthritis: should not be administered dunng an active infection. Treatment of CAPS: should not be initiated or continued in patients with
an active infection requiring medial intervention. Concomitant use with tumor necrosis factor (TNF) inhibitors not recommended as may
increase risk of serious infections. *Tuberculosis and opportunistic infections: may increase the riskof reactivation of tuberculosis or
other opportunistic infections; before, during and after treatment patients should be monitored for active and latent tuberculosis infection
Due to potential false positive PPD skin test results, alternative means of screening for a tuberculosis infection should be considered for
patients presenting with a positive PPD test whlle treated, -Malignarvcy evems The risk of malignancies with ant-interleukin1- therapy
is unknow'n -Hypersan.slﬁ\rity as with other injectable proteins, hyp vity ) can occur, no anaphylactoid or anaphylactic
d. *\ should not be given concurrently with live vaccines. *Neutropenia: should not be initiated in patients
with neutrupema Assess neutrophil count prior to use. *Macrophage activation syndrome (SJIA): Macrophage activation syndrome
(MAS) is a known, life-threatening disorder that may develop in patients with rheumatic conditions, in particular SJIA, and should be
aggressively treated. Physicians should be attentive to symptoms of infection or worsening of SJIA, as these are known triggers for
MAS. Based on the clinical tnial experience, ILARIS" does not appear to increase the incidence of MAS in SJIA patients, but no definitive
conclusion can be made. *Women of child-bearing pumnlial pregnancy: should not be used in pregnant women unless clearly
necessary and not recommended during breast-feeding. A Very (2%10): infections (e.g. nasopharyngitis,
sinusitis, (viral) upper respiratory tract infection, pneumonia, rhinitis, pharyngitis, tonsillitis, sinusitis, bronchitis, ear infection, cellulitis,
urinary tract infection, influenza, gastroenteritis, viral infection), abdominal pain (upper), injection site reaction. Common (1 to %10): back
pain, fatigue/asthenia, dizziness/vertigo, |laboratory ab lities. U (0.1 to %1): gastroesophageal reflux disease. Adverse
ion from sp report: oppor ic infections. Interactions: CYP450 substrates with a narrow therapeutic index: Upon
initiation therapeutic monitoring of the effects or active substance should be performed with individual dose adjustment when needed,
Packs and prices: Country specific. Legal classification: Country specific

Referem:es 1. Kuemmerle-Deschner JB, Ramos E, Blank N, et al. Canakinumab (ACZ885, a fully human IgG1 anti-IL-1b mAb) induces
sl i in pediatric pati with cryopyrin-associated periodic syndrome (CAPS). Arthritis Res Ther. 2011;13(1):R34. 2.

Yu JR, Leslie KS. Cryopyrin-associated penodic syndrome; an update on diagnosis and treatment response. Curr Allergy Asthma Rep.
2011;11(1):12-20. 3. Lachmann HJ, Kone-Paut |, Kuemmerie-Deschner JB, et al. Use of canakinumab in the cryopyrin-associated
periodic syndrome. N Engl J Med 2009; 3HDI23) 2416-2425. 4. Toker O, Haskes PJ, Critical appraisal of canakinumab in the treatment of
adults and children with cryopy iated periodic sy (CAPS). Biologics. 2010;4:131-138. 5. Krause K, Gratten CE, Bindslev-
Jensen C, et al. How not lo miss autoinflammatory disease masquerading as urth‘.ana Allergy. 2012,67(12); 1465-14?4 6. Miyamae

T Cryopyrin- associated periodic syndromes. Diagnosis and management. Pediatr Drugs. 2012,14(2):108-117. 7. Haas N, Kister W,
Zuberbier T, Henz BM. Muckle-Wells syndrome: clinical and historical skin findings compatible with cold air urticaria in a large kindred. 8r
J Dermatol. 2004;151(1):99-104 8. Gandi C, Healy C, Wanderer AA, Hoffman HM, Familial atypical cold urticaria: description of a new
hereditary disease. J Allergy Clin Immunol. 2008;124:1245-50. 9. Siebenhaar F, Weller K, Miynek A, et al. Acquired cold uriicarial: clinical
picture and update on diagnosis and tr t. Clin Exp D tol. 2007;32(3):241-245. 10. Krause K, Zuberbier T, Maurer M. Modern
approaches to the diagnosis and treatment of cold contact

urticaria. Curr Allergy Asthma Rep. 2010,10(4):243-249. 11, Zuberbier T. Chronic urticaria. Curr Allergy Asthma Rep. 2012,12(4):267-
272.12. Schaefer P. Urticaria: evaluation and treatment. Am Fam Physi 2011;83(9):1078-1084. 13. de Jesus AA, Goldbach-
Mansky R. Monogenic autcinflammatory diseases: concept and clinical manifestations. Clin Immunol. 2013;147:155-174. 14, ILARIS™
(canakinumab) Summary of Product Characteristics. Novartis, 2013,
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