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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
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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).

Plaque psoriasis

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

Paediatric plague 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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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

4.4 Special warnings and precautions for use

...It is recommended that the conduct of these tests should be recorded
. Prescribers are reminded of the risk of false negative tuberculin skin test results,
especially in patients who are severely ill or immunocompromised.

4.8 Undesirable effects



System Organ
Class

Very Common [Common Uncommon Rare Very Rare Frequency Not
>1/10 > 1/100 to > 1/1,000 to >1/10,000 to < 1/10,000 Known (Cannot
< 1/10 < 1/100 < 1/1,000 be Estimated

from Available
Data)

Gastrointestinal
disorders

Inflammatory
bowel disease

5.1 Pharmacodynamic properties
Adult patients with rheumatoid arthritis

After discontinuation of etanercept, symptoms of arthritis generally returned within a month. Re-
introduction of treatment with etanercept after discontinuation of up to 24 months resulted in the
same magnitudes of responses as patients who received etanercept without interruption of therapy
based on results of open-label studies. Continued durable responses have been seen for up to 10
years in open-label extension treatment trials when patients received etanercept without

interruption. tonger-term-experience-is-notavatable:

6.4 Special precautions for storage

After taking a syringe from the refrigerator, wait approximately 15-30 minutes to allow the Erelzi
solution in the syringe to reach room temperature. Do not warm in any other way. Immediate use
is then recommended.
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https://data.health.gov.il/drugs/index.html#!/byDrug
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