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4.4 Special warnings and precautions for use
With past use in higher doses to treat adult obesity, fenfluramine was reported to be associated with pulmonary
arterial hypertension. Pulmonary arterial hypertension was not observed in the clinical programme, but post-

marketing data show that it can also occur with doses used to treat epilepsy (see section 4.8)

4.8 Undesirable effects

Tabulated list of adverse reactions

.INIT N2DW NI NIYSIN ¥ NIFINDWY DDTIY

Adverse reactions reported with fenfluramine in placebo-controlled clinical studies and from post-marketing
surveillance are listed in the table below by System Organ Class and frequency. Frequencies are defined as very
common (>1/10) or common (>1/100 to <1/10) or not known (cannot be estimated from the available data).

Table 3: Adverse reactions for Dravet Syndrome

infection

MedDRA System Organ Very common Common Not known
Class
Infections and infestations Upper respiratory tract Bronchitis

Metabolism and nutrition
disorders

Decreased appetite

Psychiatric disorders

Abnormal behaviour
Aggression
Agitation

Insomnia

Mood swings

Nervous system disorders

Somnolence

Ataxia
Hypotonia
Lethargy

Seizure

Status epilepticus
Tremor
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Respiratory, thoracic and Pulmonary arterial
mediastinal disorders hypertension
Gastrointestinal disorders Diarrhoea Constipation

Salivary Hypersecretion

General disorders and Pyrexia

administration site Fatigue

conditions

Investigations Blood glucose decreased Weight decreased

Echocardiogram abnormal* | Blood prolactin increased
(trace regurgitation)

* Consisted of trace and mild mitral regurgitation, and trace aortic regurgitation, which are considered physiologic.

Table 4: Adverse reactions for Lennox-Gastaut Syndrome

MedDRA System Organ Class Very common Common

Infections and infestations Upper respiratory tract infection Bronchitis
Influenza
Pneumonia
iitis Medi

Metabolism and nutrition Decreased appetite

disorders
Psychiatric disorders Aggression

Echocardiographic safety assessments

... Pulmonary arterial hypertension in a child associated with fenfluramine (10.12 mg/day) for Dravet syndrome has
been reported post-marketing. The patient discontinued fenfluramine and the reaction resolved post-

discontinuation (see section 4.4).
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