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Children and adolescents:

The efficacy and safety of amisulpride from puberty to the age of 18 years have not
been established: there are limited data available on the use of amisulpride in
adolescents in schizophrenia. Therefore, the use of amisulpride from puberty to the
age of 18 years is not recommended; in children up to puberty amisulpride is
contraindicated, as its safety has not yet been established (see section 4.3).

4.2. Posology and
method of
administration

Y02 DO MaY KON PTMD VAT NN TINWT/M0NNTRY YT P JR0n
Jipa poyh ws Ty

e  Hypersensitivity to the active ingredient or to other ingredients of the
medicinal product

e  Concomitant prolactin-dependent tumours (e.g. pituitary gland prolactinomas
or breast cancer) (see Section 4.4 and section 4.8),

e Pheochromocytoma
e Children before onset of puberty
e Lactation
e Combination with levodopa (see section 4.5).

4.3. Contraindications

MOYDD DM MY KON PTORD TVAMT MINTY TINWA/MSNNTY PTORT PN 1R
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Elderly patients with dementia

Solian is not licensed for the treatment of dementia-related behavioural
disturbances.

4.4, Special warnings
and precautions for
use

Y02 OB MY KON PTIMD LTNRMT NN TINWT/M0NNIRY YT P JR0n
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Contraindicated combinations

- Levodopa:- reciprocal antagonism of effects between dopamine agonists and
neuroleptics. Amisulpride may oppose the effect of dopamine agonists e.g.

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




bromocriptine, ropinirole.

Combinations not recommended

« Solian may enhance the central effects of alcohol.
Combinations to be taken into account

» CNS depressants including narcotics, anaesthetics, analgesics, sedative H1
antihistamines, barbiturates, benzodiazepines and other anxiolytic drugs, clonidine
and derivatives

« Antihypertensive drugs and other hypotensive medications

« Caution is advised when prescribing amisulpride with medicines known to
prolong the QT interval, e.g., class 1A antiarrythmics (e.g., quinidine,
disopyramide) and class Il antiarrhythmics (e.g. amiodarone, sotalol), some
antihistaminics, some other antipsychotics and antimalarials (e.g., mefloquine) (see
Section 4.4).

MPYD QMW MY KON PTORD TVANT NI TINWA/ASNATY PTORT P PR
Jowa povh v

Pregnancy

For women of childbearing potential, effective contraception should be fully
discussed with the physician prior to treatment.

4.6. Pregnancy and
lactation

U0 QMY AV KON PTMY TR NN TINWT/A0NATRY DT P 3R
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Even used as recommended, Solian may cause somnolence and blurred vision so

that the ability to drive vehicles or operate machinery can be impaired (see Section
4.8 Undesirable effects).

4.7. Effects on
ability to drive and
use machines

NOYDD 2N M2Y K2 PTRD STVATT TN TANWR/ASNNTY DT P0 1R
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POST MARKETING DATA

In addition, cases of the following adverse reactions have been reported through
spontaneous reporting only:

Eye disorders
Frequency not known: Blurred vision (see Section 4.7).

Musculoskeletal and connective tissue disorders
Frequency not known: Osteopenia, osteoporosis

Respiratory, thoracic and mediastinal disorders:
Frequency not known: Nasal congestion

4.8. Undesirable
effects
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