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MAVENCLAD is indicated for the treatment of adult patients with highly active relapsing multiple
sclerosis (MS) as defined by clinical or imaging features (see section 5.1).
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4.2 Posology and method of administration

(...)
Hepatic impairment

No studies have been conducted in patients with hepatic impairment.

No dose adjustment is required in patients with mild hepatic impairment because the importance
of hepatic function for the elimination of cladribine is considered negligible (see section 5.2).

e of cladribine is not recommended in patients
with moderate or severe hepatic impairment (Child-Pugh score >6).
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4.4 Special warnings and precautions for use
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Hepatic impairment

igi cladribine is not recommended in
patients with moderate or severe hepatic impairment (Child-Pugh score >6) (see section 4.2).
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4.5 Interaction with other medicinal products and other forms of interaction
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Hormonal contraceptives

Co-administration of cladribine with oral hormonal contraceptives (ethinylestradiol and levonorgestrel)
showed no clinically relevant pharmacokinetic interaction with cladribine. Therefore, concomitant use of
cladribine is not expected to decrease the efficacy of hormonal contraceptives (see section 4.6).

4.6 Fertility, pregnancy and lactation
Contraception in males and females

Before initiation of treatment both in year 1 and year 2, women of childbearing potential and males who
could potentially father a child should be counselled regarding the potential for serious risk to the foetus and
the need for effective contraception.

In women of childbearing potential, pregnancy must be excluded before the initiation of MAVENCLAD in
year 1 and year 2, and prevented by use of effective contraception during cladribine treatment and for at
least 6 months after the last dose. W i i ing i

treatment.
As cladribine interferes with DNA synthesis, adverse effects on human gametogenesis could be expected

(see section 5.3). Therefore, male patients must take precautions to prevent pregnancy of their partner
during cladribine treatment and for at least 6 months after the last dose.
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