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- severe liver impairment (see
section 4.2)

- severe renal impairment
(creatinine clearance less than
20 ml/min., see section 4.2 and
section 4.4)

- liver insufficiency (see
section 4.2)

- severe renal insufficiency
(creatinine clearance less
than 20 ml/min., see
section 4.2 and
section 4.4)

Contraindications

As methotrexate is eliminated mainly

As methotrexate is eliminated

Special warnings
and precautions

by renal route, increased serum mainly by renal route, for use
concentrations are to be expected in increased serum

the case of renal impairment, which concentrations are to be

may result in severe undesirable expected in the case of renal

effects. insufficiency, which may result

in severe undesirable effects.

Encephalopathy /

Leukoencephalopathy have been

reported in oncologic patients receiving

methotrexate therapy and cannot be

excluded for methotrexate therapy in

non-oncologic indications.

Undesirable
Unknown: Leukoencephalopathy effect

In the case of renal impairment,
elimination is delayed significantly.
Impaired elimination with regard to
hepatic impairment is not known.

In the case of renal
insufficiency, elimination is
delayed significantly. Impaired
elimination with regard to
hepatic insufficiency is not
known.

Pharmacokinetic
properties
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