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HEMANGIOL®
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PROPRANOLOL ( AS HYDROCHLORIDE ) 3.75 MG / 1 ML

: INaw 1'woNY anivia atinnn
For the treatment of proliferating infantile haemangioma requiring systemic therapy:
«Life- or function-threatening haemangioma,
*Ulcerated haemangioma with pain and/or lack of response to simple wound care measures,
*Haemangioma with a risk of permanent scars or disfigurement.
It is to be initiated in infants aged 5 weeks to 5 months
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4.3 Contraindications

[..]

Cardiogenic shock

Heart failure not controlled by treatment

Prinzmetal's angina

Severe peripheral arterial circulatory disturbances (Raynaud’s phenomenon)
Infants prone to hypoglycaemia

Phaeochromocytoma or paraganglioma

4.4 Special warnings and precautions for use

[..]

Prescribers should inform carers/parents on the risk of serious hypoglycasmia that remains
equally prominent throughout the whole treatment period and emphasize the need to respect the
dosing recommendations (see section 4.2).

Concomitant treatment with corticosteroids may increase the risk of hypoglycemia (see section

45).

Carers should be provided guidance on how to regognise the clinical signs of hypoglycaemia jn.

order.to:
« immediately treat the hypoglycaemic condition to prevent life-threatening situations,

« contact a doctor or to go straight to hospital,
a dicrantinue the treatment

NI'IDI0 O'AKRTND

- 1 nop1 ,DNIY D'YYND 7RO




Padagis.
[-.]

PHACE s ndrome

Propranolol may increase the rlsk of stroke in PHACE syndrome patients with severe
cerebrovascular anomalies by dropping blood pressure and attenuating flow through occluded,
narrow, or stenotic vessels.

Infants with large facial infantile hemangioma should be thoroughly investigated for potential
arteriopathy associated with PHACE syndrome, with magnetic resonance angiography of the

head and neck and cardiac imaging to include the aortic arch. e R TR

For pat|ems with life- threatenlnq orfunctlon threatening hemangiomas, such as obstruction of
the visual axis or airway involvement, treatment with oral propranolol may be considered before
imaging data are obtained. Parents should be counselled regarding theoretical increased risks
should the child prove to have abnormalities of the cerebrovascular and/or great arteries on
subsequent imaging.

[..]

4.9 Overdose

Symptoms

The toxicity of beta-blockers is an extension of their therapeutic effects:

. Cardiac symptoms of mild to moderate poisoning are decreased heart rate and hypotension.
Atrioventricular blocks, intraventricular conduction delays, and congestive heart failure can
occur with more severe poisoning.

. Bronchospasm may develop particularly in patients with asthma.

. Hypoglycemia may develop and manifestations of hypoglycemia (tremor, tachycardia) may
be masked by other clinical effects of beta-blocker toxicity.

Propranolol is highly lipid-scluble and may cross the blood brain barrier and cause seizures.

Management Supperiand-treatment—

The patient should be placed on a cardiac monitor, monitor vital signs, mental status and blood
glucose. Intravenous fluids for hypotension and atropine for bradycardia should be given.
Glucagon then catecholamines should be considered if the patient does not respond
appropriately to intravenous fluid. Isoproterenol and aminophylline may be used for
bronchospasm.

Propranolol is not dialyzable.

[...]
5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

[.]

Based on data of prospective and retrospective studies. around 10-20% of patients a-
retrospective study—a-minerby-of patients (12% required a re-initiation of systemic treatment.
When treatment was re-initiated, a satisfactory response was observed in a large majority of
patients._

In some severe hemangiomas, the need for re-initiating treatment may be higher.

[..]
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6.3 Shelf life

The expiry date of the product is indicated on the packaging materials.
After first opening: 2 months._Store below 25°C.

6.4 Special precautions for storage

Store below 25°C.Keep the bottle in the original carton in grder fo protect from light.
Do not freeze.

Store the bottle and the oral syringe in the outer carton between each use.

6.5 Nature and contents of container

120 mL solution, in a type 11l amber-glass bottle fitted with a low density polyethylene insert and
a child resistant polypropylene screw cap, provided with a SmL polypropylene oral syringe with
polyethylene plunger graduated in mg_(from 1 to 19 mqg) of propranolol base.

Pack size: carton containing 1 bottle and 1 oral syringe.
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https://israeldrugs.health.gov.il/#!/byDrug
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