e
SANDOZ Erelzi

2024 "
,N/T201 n/RON
,N/T201 n/npN
212V DIX7 D217V KON [17V2 DRRTY 7Y DOY'TING NWRan n"ya 78I N'0a¥NI9 7110 1NN
Erelzi® 25 Erelzi® 50
etanercept 25 mg/ 0.5 ml etanercept 50 mg / 1 ml
Solution for injection in pre-filled syringe Solution for injection in pre-filled syringe

Solution for injection in pre-filled pen

:DMYONYT NNYIRND NIfMAN

Rheumatoid arthritis

Erelzi is indicated for the treatment of active rhematoid arthritis in adults when the response to
disease-modifying antirheumatic drugs (DMARDs) including methotrexate (unless contraindicated)
has been inadequate. Erelzi can be used in combination with methotrexate in patients who do not
respond adequately to methotrexate alone. Reducing signs and symptoms and inhibiting the
progression of structural damage in patients with moderately to severely active rheumatoid arthritis.
Etanercept, alone or in combination with methotrexate, has been shown to reduce the rate of
progression of joint damage as measured by X-ray and to improve physical function.

Juvenile idiopathic arthritis

Treatment of polyarthritis (rheumatoid factor positive or negative) and extended oligoarthritis in
children and adolescents from the age of 2 years who have had an inadequate response to, or who
have proved intolerant of, methotrexate.

Treatment of psoriatic arthritis in adolescents from the age of 12 years who have had an inadequate
response to, or who have proved intolerant of, methotrexate.

Treatment of enthesitis-related arthritis in adolescents from the age of 12 years who have had an
inadequate response to, or who have proved intolerant of, conventional therapy.

Psoriatic arthritis

Treatment of active and progressive psoriatic arthritis in adults when the response to previous
disease-modifying antirheumatic drug therapy has been inadequate. Etanercept has been shown to
improve physical function in patients with psoriatic arthritis, and to reduce the rate of progression of
peripheral joint damage as measured by X-ray in patients with polyarticular symmetrical subtypes of
the disease.
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Axial spondyloarthritis

Ankylosing spondylitis (AS)

Treatment of adults with severe active ankylosing spondylitis who have had an inadequate response
to conventional therapy.

Non-radiographic axial spondyloarthritis

Treatment of adults with severe non-radiographic axial spondyloarthritis with objective signs of
inflammation as indicated by elevated C-reactive protein (CRP) and/or magnetic resonance imaging
(MRI) evidence, who have had an inadequate response to non-steroidal anti-inflammatory drugs
(NSAIDs).

Plague psoriasis

Treatment of adults patients (18 years or older) with moderate to severe plaque psoriasis who are
candidates for systemic therapy or phototherapy.

Paediatric plaque psoriasis

Treatment of chronic severe plaque psoriasis in children and adolescents from the age of 6 years
who are inadequately controlled by, or are intolerant to, other systemic therapies or phototherapies.
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4.8 Undesirable effects

Tabulated list of adverse reactions

The following list of adverse reactions is based on experience from clinical trials in adults
and on postmarketing experience.

Within the system organ classes, adverse reactions are listed under headings of frequency
(number of patients expected to experience the reaction), using the following categories:
very common (>1/10); common (>1/100 to <1/10); uncommon (>1/1,000 to <1/100); rare
(>1/10,000 to <1/1,000); very rare (<1/10,000); not known

System Organ | Very Common | Common Uncommon Rare Very Rare Frequency Not
Class >1/10 >1/100 to >1/1,000 to >1/10,000 to | < 1/10,000 Known
<1/10 <1/100 < 1/1,000 (Cannot be
Estimated
from Available
Data)
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