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Hepatic impairment Patients with renal or hepatic Posology and
impairment: As for adults. method of

granisetron should be used with a certain
amount of caution in this patient group

administration

As for other 5HT3 antagonists, ECG
changes including QT interval
prolongation have been reported with
granisetron. In patients with preexisting
arrhythmias or cardiac conduction
disorders this might lead to clinical
consequences.

Therefore caution should be exercised in
patients with cardiac comorbidities, on
cardiotoxic chemotherapy and/or with
concomitant electrolyte abnormalities (see
section 4.5.)

Crosssensitivity between 5HT3
antagonists (e.g. dolasteron,
ondansetron) has been reported.

There have been reports of serotonin
syndrome with the use of 5HT3
antagonists either alone, but mostly in
combination with other serotonergic drugs
(including selective serotonin reuptake
inhibitors (SSRIs), and serotonin
noradrenaline reuptake inhibitors (SNRIs).
Appropriate observation of patients for
serotonin syndrome-like symptoms is
advised.

Special warnings
and precautions for
use

As for other 5SHT3 antagonists, cases of
ECG modifications including QT
prolongation have been reported with
granisetron. In patients concurrently
treated with medicinal products known to
prolong QT interval and/or which are
arrhythmogenic, this may lead to clinical
consequences (see section 4.4).

In studies in healthy subjects, no evidence
of any interaction has been indicated
between granisetron and
benzodiazepines (lorazepam),
neuroleptics (haloperidol) or antiulcer
medicinal products (cimetidine).

In studies in healthy subjects, no
evidence of any interaction has
been indicated between Setron
and cimetidine or lorazepam. No
evidence of drug interactions has
been observed in clinical studies.

Interaction with
other medicinal
products and other
forms of interaction




Serotonergic Drugs (e.g. SSRIs and
SNRIs): there have been reports of
serotonin syndrome following concomitant
use of 5HT3 antagonists and other
serotonergic drugs (including SSRIs and
SNRIs).

The most frequently reported adverse
reactions for Setron are headache and
constipation, which may be transient.
ECG changes including QT prolongation
have been reported with Setron (see
sections 4.4 and 4.5).

Immune system disorders

Uncommon | Hypersensitivity
reactions e.g.
anaphylaxis, urticaria

Psychiatric disorders

Common ‘ Insomnia

Nervous system disorders

Very Headache

common

Uncommon | Extrapyramidal
Reactions

Uncommon | Serotonin Syndrome
(see also sections 4.4
and 4.5)

Cardiac disorders

Uncommon | QT prolongation

Gastrointestinal disorders

Very Constipation

common

Common Diarrhoea

Hepatobiliary disorders

Common Elevated hepatic
transaminases®

Skin and subcutaneous tissue
disorders

Uncommon \ Rash

Setron has been generally well
tolerated in human studies. As
reported with other drugs of this
class, headache and constipation
have been the most frequently
noted adverse events, but the
majority have been mild or
moderate in nature. Rare cases of
hypersensitivity reaction,
occasionally severe (e.g.
anaphylaxis) have been reported.
Other allergic reactions including
minor skin rashes have also been
reported. In clinical trials, transient
increases in hepatic
transaminases, generally within
the normal range, have been
seen.

Dystonias and dyskinesias have
been reported with medicines in
the 5-HT 3 antagonist class. Such
events have been reported rarely
with Setron.

Undesirable effects







