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The treatment of acute lymphoblastic leukaemia and Burkitt's lymphoma. The treatment of severe
cases of uncontrolled psoriasis, unresponsive to conventional therapy. The treatment of adults
with severe, active, classical or definite rheumatoid arthritis who are unresponsive or intolerant to
conventional therapy.
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4.4, Special warnings and precautions for use

Photosensitivity

Photosensitivity manifested by an exaggerated sunburn reaction has been observed in some individuals
taking methotrexate (see section 4.8). Exposure to intense sunlight or to UV rays should be avoided.
Patients should use adequate sun- protection to protect themselves from intense sunlight with a high

protection factor.

4.5. Interaction with other medicinal products and other forms of interaction

Administration of additional haemotoxic medicinal products (e.g., metamizole) increase the probability of
severe haemotoxic effects of methotrexate. Concurrent administration of metamizole and methotrexate can
increase the haematotoxic effect of methotrexate, especially in elderly patients. Therefore, coadministration

should be avoided.

4.8. Undesirable effects

psoriatic plaque
(Psoriatic lesions
can exacerbate
due to UV
radiation during
concomitant
treatment with
methotrexate
(also see section
4.4); severe toxic
reactions:
vasculitis,
herpetiform
eruption of the
skin, Stevens-
Johnson
syndrome, toxic
epidermal
necrolysis (Lyell's
syndrome)

Skin and Exanthema, Urticaria, Increased Acute paronychia, Skin exfoliation
subcutaneou erythema, itching | photosensitivityph | pigmentary furunculosis, /dermatitis
s tissue otesensibility, changes of telangiectasia, exfoliative
disorders enhanced nails, Hidradenitis,

pigmentation of onycholysis, photosensitivity

the skin, hair acne,

loss, disturbed petechiae,

wound healing, ecchymoses,

increase of erythema

rheumatic multiforme,

nodules, herpes cutaneous

zoster, skin erythematous

ulceration in eruptions.

psoriatic patients,

painful

lesions of
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