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Rheumatoid Arthritis:

Methotrexate can be used in the treatment of selected adults with severe rheumatoid arthritis, only when
the diagnosis has been well established according to rheumatological standards, with inadequate
response to other forms of antirheumatic therapy, including full dose NSAIDs and usually a trial of at
least one or more disease-modifying antirheumatic drugs.

Juvenile Idiopathic Arthritis:

Treatment of Polyarthritic forms of severe, active juvenile idiopathic arthritis in patients 3 years of age
and above when the response to non-steroidal anti-inflammatory drugs (NSAIDs) has been inadequate.
Psoriasis in adult patients:

Because of the high risk attending its use, Methotrexate is indicated only in the symptomatic control of
severe recalcitrant disabling psoriasis, which is not adequately responsive to other forms of therapy, and
only when the diagnosis has been established, as by biopsy and/or after dermatological consultation.
Crohn’s Disease:

Mild to moderate Crohn's disease either alone or in combination with corticosteroids in adult patients
refractory or intolerant to thiopurines.
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4.4 Special warnings and precautions for use
[]

Recommended examinations and safety measures

During therapy-fatteast-once-a-month-durinethe X-onths-and-everv-threetnonths—thereatie

An The tests below must be conducted every week during the first two weeks, then every two weeks for
the next month; afterwards, depending on leukocyte count and stability of the patient, at least once
monthly during the next six months and at least every three months thereafter.

Increased monitoring frequency should also be considered alse when increasing the dose is-inereased.

Particularly elderly patients should be examined for early signs of toxicity in short intervals.

Pulmonary affectionrequires-a-quickdiagnosis-and-discontinnation-ef diseases induced by methotrexate

therapy were not always completely reversible.
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4.5 Interaction with other medicinal products and other forms of interaction

Other antirheumatic medicinal products

An increase in the toxic effects of methotrexate is, in general, not to be expected when Metoject is
administered simultaneously with other antirheumatic medicinal products (e.g. gold compounds,
penicillamine, hydroxychloroquine, sulfasalazine, azathioprine;eyelesperine).

Cyclosporine

Cyclosporine may potentiate methotrexate efficacy and toxicity. There is an increased risk of renal

dysfunction. In addition, there is a biological plausibility of excessive immunosuppression and its
associated complications.

4.6 Fertility, pregnancy and lactation
[...]

Contraception in males

[...]

As precautionary measures, sexually active male patients or their female partners are recommended to
use reliable contraception during treatment of the male patient and for at least-6-3 months after cessation
of methotrexate. Men should not donate semen during therapy or for-6-3 months following
discontinuation of methotrexate.
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