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Ofev 100 mg, soft capsules (nintedanib)
Ofev 150 mg, soft capsules (nintedanib)

(nun INNN 172 NINIoON) NYINN NOOIN TY'R NIXMAN TIYN D L,V TIN NTAdNA 0¥N721'K 12112 NNan
JITAw D1'wonY

NMYINKY '9) NIDTIVAN N'lINNN RO

Idiopathic Pulmonary Fibrosis
OFEV is indicated for the treatment of idiopathic pulmonary fibrosis (IPF) in adults.

Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype
OFEV is indicated in adults for the treatment of chronic fibrosing interstitial lung diseases (ILDs)

with a progressive phenotype

Systemic Sclerosis-Associated Interstitial Lung Disease
OFEV is indicated to slow the rate of decline in pulmonary function in patients with systemic

sclerosis associated interstitial lung disease (SSc-ILD).
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4 INDICATIONS AND USAGE

4.1 Idiopathic Pulmonary Fibrosis

OFEVis indicated for the treatment of idiopathic pulmonary fibrosis (IPF) in adults.

4.2 Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype

OFEV is indicated in adults for the treatment of chronic fibrosing interstitial lung diseases (ILDs)
with a progressive phenotype

4.3 Systemic Sclerosis-Associated Interstitial Lung Disease

OFEV is indicated to slow the rate of decline in pulmonary function in patients with systemic
sclerosis associated interstitial lung disease (SSc-ILD).

[...]

9.1 Clinical Trials Experience

The safety of OFEV was evaluated in over 1000 IPF patients, 332 patients with chronic fibrosing
ILDs with a progressive phenotype, and over 280 patients with SSc-ILD. Over 200 IPF patients
were exposed to OFEV for more than 2 years in clinical trials.

Idiopathic Pulmonary Fibrosis

k"(])pecia was also reported in more patients treated with OFEV than placebo (0.8% vs. 0.4%).
g\-/'itemic Sclerosis-Associated Interstitial Lung Disease

[In] addition, alopecia was reported in patients treated with OFEV, more than placebo (1.4% vs.
1.0%).
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