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Esbriet® 801 mg Tablets Esbriet® 267 mg Tablets
Nnroav2"n 801 0MA0DN NIMHAVA"N 267 D''IIADN
Pirfenidone Pirfenidone

Film coated tablets Film coated tablets
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Esbriet is indicated in adults for the treatment of mild to moderate Idiopathic Pulmonary
Fibrosis (IPF).
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Severe skin reactions

Stevens-Johnson syndrome (S]S) and toxic epidermal necrolysis (TEN), which can be life-

threatening or fatal, have been reported post-marketing in association with Esbriet
treatment. If signs and symptoms suggestive of these reactions appear, Esbriet should be
withdrawn immediately. If the patient has developed SIS or TEN with the use of Esbriet,

treatment with Esbriet must not be restarted and should be permanently discontinued.
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:NIN VTN DTV 4.8 Undesirable safety effects 9'v02

[...]
Table 1 Adverse reactions by SOC and MedDRA frequency

Infections and infestations

Very Common | Upper respiratory tract infection

Common Urinary tract infection

Blood and lymphatic system disorders

Uncommon Agranulocytosis'

Immune system disorders

Uncommon Angioedema'

Not known Anaphylaxis'

Metabolism and nutrition disorders

Very Common | Weight decreased; decreased appetite

Uncommon Hyponatraemia'

Psychiatric disorders

Very Common Insomnia

Nervous system disorders
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Table 1 Adverse reactions by SOC and MedDRA frequency

Very Common | Headache; dizziness

Common Somnolence; dysgeusia; lethargy
Vascular disorders
Common Hot flush

Respiratory, thoracic and mediastinal disorders

Very Common Dyspnoea; cough

Common Productive cough

Gastrointestinal disorders

Very Common | Dyspepsia; nausea; diarrhoea; gastroesophageal reflux disease;
vomiting; constipation

Common Abdominal distension; abdominal discomfort; abdominal pain;
abdominal pain upper; stomach discomfort; gastritis; flatulence

Hepatobiliary disorders

Common ALT increased; AST increased; gamma glutamyl transferase
increased
Uncommon Total serum bilirubin increased in combination with increases of

ALT and AST; Drug-induced liver injury?

Skin and subcutaneous tissue disorders

Very Common | Rash

Common Photosensitivity reaction; pruritus; erythema; dry skin; rash
erythematous; rash macular; rash pruritic

Not Known Stevens-Johnson syndrome'; toxic epidermal necrolysis'

Musculoskeletal and connective tissue disorders

Very Common | Arthralgia

Common Myalgia
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Table 1 Adverse reactions by SOC and MedDRA frequency

General disorders and administration site conditions

Very Common | Fatigue

Common Asthenia; non-cardiac chest pain

Injury poisoning and procedural complications

Common Sunburn
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