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Phenergan 50mg/2ml
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Phenergan is indicated:
- As symptomatic treatment for allergic conditions of the upper respiratory tract and skin

including allergic rhinitis, urticaria and anaphylactic reactions to drugs and foreign
proteins.

- For sedation and treatment of insomnia in adults.

- As an adjunct in preoperative sedation in surgery and obstetrics.

- As a paediatric sedative.

- For prevention and control of nausea and vomiting associated with certain types of
anaesthesia and surgery.
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4.8 Undesirable effects

. Phenergan should not be given to patients with a known hypersensitivity to
| 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 Phenergan use. In case of allergic reaction, treatment with
Phenergan must be discontinued and appropriate symptomatic treatment initiated
(see section 4.8).

Phenergan 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.
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Caution must be exercised when using H1-antihistamines such as Phenergan due to
the risk of sedation. Combined use with other sedative medicinal products is not
recommended (see section 4.5).

Close monitoring is required in patients with epilepsy or a history of seizures, as
phenothiazines may lower the seizure threshold.

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.

The occurrence of unexplained infections or fever may be evidence of blood
dyscrasia (see section 4.8), and requires immediate hematological investigation.

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
(hyperleukocytosis, granulocytopenia) are observed in the blood count.

4.5 Interaction with other medicinal products and other forms of interaction

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.

Phenergan should be avoided in patients taking monoamine oxidase inhibitors
within the previous 14 days, and monoamine oxidase inhibitors should be avoided
while using Phenergan.

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).

Gastro-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).

v biomed-jr.co.il anx 1-700-70-10-27 :runip? nne 09-7967124 :opo ,09-7746004:19%0 ,3728:7n , 40600 Tun 9N, 28 I'0o'h
28 Hayasmin st Tel-Mond 40600, POB: 3728, Israel Tel: +972-9-T7T46004, Fax +972-9-T9671 24, Web: www. biomed-jr.co.il



> >

{ ed R Ltd.

4.6 Fertility, pregnancy and lactation

Pregnancy

wessenhal—The use of Phenergan is not recommended during pregnancy and in

women of childbearing potential not using contraception, unless the potential
benefits outweigh -the 2—weekspriorto-delivery-the 2-weekspriorte
deliverypotential risks. When promethazine has been given in high doses during
late pregnancy, promethazine has caused prolonged neurological disturbances in
the infant.

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.

4.7 Effects on ability to drive and use machines
Ambulant patients receiving Phenergan for the first time should not be in control of
vehicles or machinery for the first few days until it is established that they are not
hypersensitive to the central nervous effects of the drug and do not suffer from

| disorientation, confusion, blurred vision or dizziness.

4.8 Undesirable effects

Immune system disorders

Frequency not known: Allergic reactions, including wrtiearia;rash;proritus-and
anaphylactic reactionshave-beenrepeortedreaction, urticaria, angioedema.

Nervous system disorders

Very common: Sedation or sSomnolence.;

Frequency not known: Ddizziness, headaches, extrapyramidal effects including
restless legs syndrome, muscle spasms and tic-like movements of the head and face.
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.

Psychiatric disorders

Frequency not known: Agitation, confusional state, anxiety.
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| Frequency not known: Infants, newborns Newbern-and premature infants-are
susceptible to the anticholinergic effects of promethazine, while other children may
| display paradoxical hyperexcitability, restlessness, nightmares, disorientation.

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

b e agranulocytosis, leukopenia, eosinophilia,
thrombocytopenia (including thrombocytopenic purpura).
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