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Ofev 100 mg, soft capsules (nintedanib)
Ofev 150 mg, soft capsules (nintedanib)
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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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8 WARNINGS AND PRECAUTIONS

[...]

8.8 Aneurysms and artery dissections

The use of VEGF pathway inhibitors in patients with or without hypertension may promote
the formation of aneurysms and/or artery dissections. Before initiating Ofev, this risk should
be carefully considered in patients with risk factors such as hypertension or history of
aneurysm.

9 ADVERSE REACTIONS

The following adverse reactions are discussed in greater detail in other sections of the labeling:

o [.]

e Aneurysms and artery dissections [see Warnings and Precautions (8.8)]

9.2 Postmarketing Experience

[...]

Vascular disorders: Aneurysms and artery dissections (Frequency ‘Not known’) [see Warnings
and Precautions (8.8)]

2XY7 1'7va pnapTyY

Q9NN YIn'yn 197 .2

[...]

N9NN1 UIn'yY Niyann NITAM NNATN

:0X 7710 17w D'NI9IN Dfaxna 73 7y X917 190 191X 719'0A 19

[..] o

.DTYN?7N'n 7210 2'0 e

DT '22 [91TA Y7 IX (DT 72 [91T NIW7NNI N7TaN) N¥19NN 12Ya N720 IXN 7210 )1'n e

INI? nIyoIn__.4

.1

JNINYDY DX 1WNT7 N1 X2 RIrYN N7'NN NKRYT INNTY 'RIF? DIYDIN

[..]

(DY 79 NXROTI NIXY9N) DT Y72 [91TA YO IK DT 22 91T 7w niw7nnl n7Tan e

Boehringer Ingelheim |srael LTD
Medinat Ha-Yehudim 5t, 89, P.O. Box 4124, Hertzliya =Pituach, Israel 4676672
Phone +8729-9730515 Fax +5729-8730549



	8  WARNINGS AND PRECAUTIONS
	8  WARNINGS AND PRECAUTIONS

