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Adult:

- Crohn's disease:

Treatment of moderate to severe active Crohn's disease in patients who have not responded despite of a full and
adequate course of therapy with a corticosteroid and/or an immunosuppressant.

Treatment of fistulising Crohn's disease in patients who have not responded despite of a full and adequate course
of therapy with conventional treatment.

- Paediatric Crohn's disease:

Remicade is indicated for: Treatment of severe active crohn's disease in paediatric patients aged 6 to 17 years who
have not responded to conventional therapy including a corticosteroid an immunomodulator and primary
nutrition therapy or who are intolerant to or have contraindications for such therapies.

Remicade has been studied only in combination with conventional immunosuppressive therapy

- Ankylosing spondylitis:

Remicade is indicated for: treatment of ankylosing spondylitis in patients who have severe axial symptoms elevated
serological markers of inflammatory activity and who have responded inadequately to conventional therapy.

- Psoriatic arthritis:

Remicade is indicated for: Treatment of active and progressive psoriatic arthritis in adults when the response to
previous DMARD therapy has been inadequate.

Remicade should be administered: either in combination with methotrexate or alone in patients who show
intolerance to methotrexate or for whom methotrexate is contraindicated.

- Remicade 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.

- Rheumatoid arthritis:

Remicade in combination with methotrexate is indicated for the reduction of signs and symptoms as well as the
improvement in physical function in: Patients with active disease when the response to disease-modifying

drugs including methotrexate has been inadequate.

Patients with severe active and progressive disease not previously treated with methotrexate or other

DMARD:s. In this these patient populations a reduction in the rate of the progression of joint damage as
measured by x-ray has been demonstrated

- Psoriasis:

Remicade is indicated for: Treatment of moderate to severe plaque psoriasis in adults who failed to respond to or
who have a contraindication to or are intolerant to other systemic therapy including cyclosporine

methotrexate or PUVA.

- Ulcerative colitis:

Remicade is indicated for: Treatment of moderately to severely active ulcerative colitis in patients who have had an
inadequate response to convential therapy including corticosteroids and 6-MP or AZA or who are intolerant

to or have medical contraindications for such therapies.

- Paediatric ulcerative colitis:

Remicade is indicated for treatment of severely active ulcerative colitis, in paediatric patients aged 6 to 17 years,
who have had an inadequate response to conventional therapy including corticosteroids and 6 MP or AZA, or
who are intolerant to or have medical contraindications for such therapies
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4.4  Special warnings and precautions for use

Polysorbate 80 content
Remicade contains 0.50 mg of polysorbate 80 (E433) in each dosage unit which is equivalent to 0.05
mg/ml. Polysorbates may cause allergic reactions.

6.3  Shelf life

Before reconstitution:
The expiry date of the product is indicated on the packaging materials.
Store in a refrigerator (2°C-8°C).

Remicade may be stored at temperatures up to a maximum of 25°C for a single period of up to

6 months, but not exceeding the original expiry date. The date of removal of preparation from
refrigirator must be written on the carton. Upon removal from refrigerated storage, Remicade must
not be returned to refrigerated storage.

After reconstitution:

Chemical and physical in use stability of the reconstituted solution has been demonstrated for 24 hours
at 25°C. From a microbiological point of view, the product should be used as soon as possible but
within 3 hours of reconstitution and dilution. If not used immediately, in use storage times and
conditions prior to use are the responsibility of the user and should not be longer than 24 hours at 2°C
to 8°C.

6.4  Special precautions for storage
Store in a refrigerator (2°C - 8°C).

For storage conditions up to 25°C before reconstitution of the medicinal product, see section 6.3.

For storage conditions after reconstitution of the medicinal product, see section 6.3.
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