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4.4 Special warnings and precautions for use

Photosensitivity reactions

Due to the risk of photosensitivity, exposure to strong sunlight or ultraviolet light should be avoided during or
shortly after treatment (see section 4.8).

{..}

4.5 Interaction with other medicinal products and other forms of interaction

Alcohol should be avoided during treatment. Combination with alcohol enhances the sedative effects of H1
antihistamines.

{..}

4.6 Fertility, pregnancy and lactation

Breast-feeding

Prothiazine is excreted in breast milk (see section 5.2). There are risks of neonatal irritability and excitement.
Prothiazine is not recommended for use in breast-feeding.

{..}

4.8 Undesirable effects

Immune system disorders

Allergic reactions, including urticaria, rash, pruritus and anaphylactic reactions have

been reported

Nervous system disorders

Somnolence, dizziness, headaches, extrapyramidal effects including restless legs syndrome, muscle spasms
and tic-like movements of the head and face




Psychiatric disorders

Restlessness, nightmares, and disorientation. Infants (newborn and premature) are susceptible to the
anticholinergic effects of promethazine, while other children may display paradoxical hyperexcitability.
Gastrointestinal disorders

Epigastric irritation/ discomfort, dry mouth

Blood and lymphatic system disorders

Blood dyscrasias including haemolytic anaemia rarely occur. Agranulocytosis.

{..}

4.9 Overdose

Symptoms
Symptoms of severe overdosage are variable. They are characterised in children by various combinations of

excitation, ataxia, incoordination, athetosis and hallucinations, while adults may become drowsy and lapse
into coma. Convulsions may occur in both adults and children: coma or excitement may precede their

occurrence. Tachycardia may develop.
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