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Contraception in females Pregnancy
As with all cytotoxic chemotherapy, effective Topotecan has been shown to be both
contraceptive methods must be advised during | embryotoxic and foetotoxic in preclinical
and for 1 month following treatment with studies. As with other cytotoxic drugs,
topotecan. topotecan may cause foetal harm when
Contraception in males administered to pregnant women and
As with all cytotoxic chemotherapy, effective | therefore is contraindicated during
contraceptive methods must be advised during | pregnancy. Women should be advised to
and for 3 month following treatment with avoid becoming pregnant during therapy with Fertility,
topotecan. topotecan and to inform the treating Pregnancy

Women of childbearing potential

Topotecan has been shown to cause embryo-
foetal lethality and malformations in
preclinical studies (see section 5.3). As with
other cytotoxic medicinal products, topotecan
may cause foetal harm and therefore women of
childbearing potential should be advised to
avoid becoming pregnant during therapy with
topotecan.

physician immediately should this occur.

and Lactation

Gastrointestinal disorders

Very common: nausea, vomiting and diarrhoea
(all of which may be severe), which may lead
to dehydration (see sections 4.2 and 4.4)
Common: abdominal pain', constipation,
mucositis, dyspepsia

Gastrointestinal disorders

Very Common: Diarrhoea# (see Warnings
and Precautions), nausea and vomiting (all of
which may be severe).

Common: Abdominal pain*, constipation and
stomatitis.

Skin and subcutaneous tissue disorders
Very common: alopecia
Common: pruritis

Skin and subcutaneous disorders
Very Common: Alopecia

Immune system disorders

Common: hypersensitivity reaction including
rash

Not known: anaphylactic reaction,
angioedema, urticaria

Immune system disorders
Common: Hypersensitivity, including rash

The incidence of adverse events listed above
have the potential to occur with a higher
frequency in patients who have a poor
performance status (see section 4.4)

Undesirable
effects




There is no known antidote for topotecan
overdose. Overdoses have been reported in
patients being treated with topotecan
capsules (up to 5 fold of the recommended
dose) and intravenous topotecan (up to 10
fold of the recommended dose). The
observed signs and symptoms for overdose
were consistent with the known
undesirable events associated with
topotecan (see section 4.8). The primary
complications of overdose are anticipated
to be bone marrow suppression and
mucositis. In addition, elevated hepatic
enzymes have been reported with
intravenous topotecan overdose.

There is no known antidote for topotecan
overdose. The primary complications of
overdose are anticipated to be bone
marrow suppression and mucositis.

Overdose
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