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Indicated for:

Rheumatoid arthritis

Enbrel is indicated for the treatment of active rhematoid arthritis in adults when the response to disease-
modifying antirheumatic drugs (DMARDSs) including methotrexate (unless contraindicated) has been
inadequate.

Enbrel 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.

Enbrel, 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.

Enbrel has not been studied in children aged less than 2 years.

Psoriatic arthritis

Treatment of active and progressive psoriatic arthritis in adults when the response to previous disease-
modifying antirheumatic drug therapy has been inadequate. Enbrel 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.

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 nonsteroidal anti-inflammatory drugs (NSAIDSs).




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 plague psoriasis
Treatment of chronic severe plague 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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Patient safety information card

The marketing of Enbrel powder and solvent is subject to a risk management plan (RMP) including a 'Patient
safety information card'. The 'Patient safety information card’, emphasizes important safety information that
the patient should be aware of before and during treatment. Please explain to the patient the need to review
the card before starting treatment.

1.  NAME OF THE MEDICINAL PRODUCT

Enbrel powder and solvent
LYOPHILIZED POWDER FOR INJECTION

6.6 Special precautions for disposal and other handling

Instructions for use and handling

Enbrel is reconstituted with 1 ml water for injections before use, and administered by subcutaneous injection.
Enbrel contains no antibacterial preservative, and therefore, solutions prepared with water for injections
should be administered as soon as possible and within 6 hours following reconstitution. The solution should
be clear and colourless to pale yellow or pale brown, with no lumps, flakes or particles. Some white foam
may remain in the vial — this is normal. Enbrel should not be used if all the powder in the vial is not
dissolved within 10 minutes. If this is the case, start again with another vial.

Comprehensive instructions for the preparation and administration of the reconstituted Enbrel vial are given
in the package leaflet, section 7, “INSTRUCTIONS FOR PREPARATION AND GIVING AN INJECTION
OF ENBREL”.

Any unused product or waste material should be disposed of in accordance with local requirements.
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