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For temporary relief of cough due to colds, allergies.
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Promethazine hydrochloride 1 mg /1ml, Guaiphenesin 9 mg / 1ml, Ipecacuanha 2 mg/ 1 ml
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4.3 Contraindications

e Prothiazine should not be given to patients with a known hypersensitivity to the active
substance promethazine, other phenothiazines or to any of the excipients listed in section
6.1.

4.4 Special warnings and precautions for use

Hypersensitivity reactions including anaphylaxis, urticaria and angioedema have been reported
with Prothiazine use. In case of allergic reaction, treatment with Prothiazine must be
discontinued and appropriate symptomatic treatment initiated (see Section 4.8).

Prothiazine should be avoided in patients with liver or renal dysfunction, Parkinson’s disease,
hypothyroidism, cardiac failure, pheochromocytoma, myasthenia gravis, or prostate hypertrophy,
or in patients with a history of narrow angle glaucoma or agranulocytosis.

Caution must be exercised when using Hi-antihistamines such as Prothiazine due to the risk of
sedation. Combined use with other sedative medicinal products is not recommended (see section
4.5).

Prothiazine should not be used for longer than 7 days without secking medical advice.
Caution should be used in patients with:

e Alcohol and alcohol-containing medicines should be avoided while on this medicine (see
section 4.5).

e Phenothiazines may be additive with, or may potentiate the action of, other CNS
depressants such as opiates or other analgesics, barbiturates or other sedatives, general
anesthetics, or alcohol.
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e The occurrence of unexplained infections or fever may be evidence of blood dyscrasia
(see section 4.8), and requires immediate hematological investigation.

e All patients should be advised that, if they experience fever, sore throat or any other
infection, they should inform their physician immediately and undergo a complete blood
count. Treatment should be discontinued if any marked changes (hyperleucocytosis,
granulocytopenia) are observed in the blood count.

4.5 Interaction with other medicinal products and other forms of interaction

o Cytochrome P450 2D6 Metabolism: Some phenothiazines are moderate inhibitors of
CYP2D6. There is a possible pharmacokinetic interaction between inhibitors of
CYP2D6, such as phenothiazines, and CYP2D6 substrates. Co administration of
promethazine with amitriptyline/amitriptylinoxide, a CYP2D6 substrate, may lead to an
increase in the plasma levels of amitriptyline/amitriptylinoxide. Monitor patients for
dose-dependent adverse reactions associated with amitriptyline/amitriptylinoxide.

e Prothiazine should be avoided in patients taking monamine oxidase inhibitors within the
previous 14 days, and monamine oxidase inhibitors should be avoided while using
Prothiazine.

e Seizure threshold-lowering drugs: Concomitant use of seizure-inducing drugs or seizure
threshold-lowering drugs should be carefully considered due to the severity of the risk
for the patient (see section 4.4).

e Qastro-intestinal agents that are not absorbed (magnesium, aluminium and calcium salts,
oxides and hydroxides): Reduced gastro-intestinal absorption of phenothiazines may
occur. Such gastro-intestinal agents should not be taken at the same time as
phenothiazines (at least 2 hours apart, if possible).

e Drugs with anticholinergic properties: Concomitant use of Prothiazine with drugs with
anticholinergic properties enhances the anticholinergic effect.

4.6 Fertility, pregnancy and lactation

e Pregnancy
The use of Prothiazine is not recommended during pregnancy and in women of

childbearing potential not using contraception, unless the potential benefits outweigh the
potential risks. When promethazine has been given in high doses during late pregnancy,
promethazine has caused prolonged neurological disturbances in the infant.

e Advise patients to inform their healthcare provider of a known or suspected pregnancy.
Advise patients to avoid becoming pregnant while receiving this medicine. Advise
female patients of reproductive potential to use effective contraception.

e There are no available animal studies regarding reproductive toxicity.

4.7 Effects on ability to drive and use machines

e Because the duration of action may be up to 12 hours, patients should be advised that if
they feel drowsy, dizzy and have blurred vision, they should not drive or operate heavy
machinery.

0T 4.8 Undesirable effects
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Immune system disorders
Frequency not known: Allergic reactions, including anaphylactic reaction, urticaria, angioedema.

Nervous system disorders
Very common: Sedation or somnolence

Frequency not known: Dystonia, including oculogyric crisis, usually transitory are
commoner in children and young adults, and usually occur within the first 4 days of
treatment or after dosage increases.

Frequency not known: Anticholinergic effects such as ileus paralytic, risk of urinary
retention, dry mouth, constipation, accommodation disorder.The elderly are particularly
susceptible to the anticholinergic effects and confusion due to promethazine.

Frequency not known: children less than 6 years of age also experienced psychomotor
hyperactivity.

Psychiatric disorders
Frequency not known: Agitation, confusional state, anxiety.

Frequency not known: children less than 6 years of age also experienced aggression
and hallucination.

Respiratory, thoracic and mediastinal disorders

Frequency not known: Respiratory depression (see Section 4.4), nasal congestion

Blood and lymphatic system disorders
Frequency not known: Blood dyscrasias including haemolytic anaemia, agranulocytosis
leukopenia, eosinophilia, thrombocytopenia (including thrombocytopenic purpura).

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, intellectual
disability and cognition deficit in children less than 6 years of age while adults may become
drowsy and lapse into coma.

Management
In the event of overdose of Prothiazine, take all appropriate measures immediately.
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