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OFEV 150 MG OFEV 100 MG
a"n 150 21o1x 2"n 100 2o1x
nintedanib (as esilate) 150 mg nintedanib (as esilate) 100 mg
Soft Capsules Soft Capsules
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X Idiopathic Pulmonary Fibrosis
OFEYV is indicated for the treatment of idiopathic pulmonary fibrosis (IPF) in adults.
<> Systemic Sclerosis-Associated Interstitial Lung Disease

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

<> Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype

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

.N0VN NNIO D117V NI D NIYAYAN D' 'Y
10N

17V 90INW VOV |"'¥N 'MNN 17 DY VOV
J17VN N N0INW VORL ["¥N NXIN 1?7 DY VOV

.DNYIRAN DY [I7wal X9NY7 j17va Y7 W qon yTnY

JINMAN TIWN MNKAY NISINNN 1AKAL DI0N9Y7 | N7Wa DRDTIVAN DRI7VN

:DIYMN w27 N9 -7y 07aR7 N, D Ind

09-9730500 197021 ,niN'e n'7xn 89 ormin'n N1 ‘N ,n"ya IRW 0rn7a1'R 1A

;o712

[N D' IN-NM
Mimn nnpnN
XY 0TN72'K 1N

Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672

Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com



~\ Boehringer
||| IV Ingelheim

X917 |17V D"NInN DAITY

:Xan v1nn PTYV 5. DOSAGE AND ADMINISTRATION 9'woa

5.1 Testing Prior to OFEV Administration
Conduct liver function tests in all patients and a pregnancy test in females of reproductive potential
prior to initiating treatment with OFEV [see Wamings and Precautions (8.2, 8.4)].

5.2 Recommended Dosage
The recommended dosage of OFEV is 130 mg taken orally twice daily administered approximately 12
hours apart.

Administration Information
OFEV capsules should be taken with food [see Clinical Pharmacology (14.3)] and swallowed
whole with liguid. OFEV capsules should not be chewed or crushed because of a bitter taste.

OFEV capsules should not be opened or crushed. If contact with the content of the capsule occurs
wash hands immediatelv and thoroughly.
The effect of chewing or crushing of the capsule on the pharmacokinetics of nintedanib is not known.

Information for Missed Doze

If a dose of OFEV is missed, the next dose should be taken at the next scheduled time. Advise the
patient to not make up for a missed dose. Do not exceed the recommended maximum daily desage of
300 mg.

5.3 Recommended Dosage for Patients with Hepatic Impairment

Mild Hepatic Impairment

In patients with mild hepatic impairment (Child Pugh A), the recommended dosage of OFEV 1z 100 mg
orally twice daily approximately 12 hours apart taken with food [see Use in Specific Populations
{11.6)].

Moderate or Severe Hephtic Impairment
Treatment with OFEV is not recommended [see Warnings and Precautions (8.1) and Use in Specific
Populations (11.6)].

[...]
:Xan y1nn pT1V.9 ADVERSE REACTIONS q'woa

[...]

9.2 Postmarketing Experience

The following adverse reactions have been identified during postapproval use of OFEV. Because
these reactions are reported voluntarily from a population of uncertain size, it is not always
possible to reliably estimate their frequency or establish a causal relationship to drug exposure.
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Nervous System Disorders: Posterior reversible encephalopathy syndrome

]

*For the full list of adverse reactions, please see the Israeli prescribing information.

Reporting of suspecied adverse reactions
Eeporting suspected adverse reactions after authorisation of the medicinal product is important. it

allows continued monitoring of the benefit'risk balance of the medicinal product. anv suspected

:Xxan y1nn PTIY 11. USE IN SPECIFIC POPULATIONS. q'voa

[...]

114 Pediatric Use

The safety and effectiveness of OFEV have not been established in pediatric patients for the treatment
of fibrosing interstitial lung diseases. Effectiveness was not demonstrated in a randomized, double-
blind, placebo- controlled study conducted in 26 OFEWV-treated pediatric patients aged 6 to 17 vears
with fibrosing interstitial lung diseases, who were treated with OFEV based on weight.

Animal Toxicity Data

In repeat-dose toxicology studies. voung animals (mice, rats, and monkevs) dosed with nintedanib
showed changes in the bone and fast-growing teeth. Bone changes include thickening of the growth
plate in all species. These changes were fullv or at least partially reversible in rats and monkevs;
reversibility in mice has not been studied.

Tooth changes include broken incisors and discoloration in rodents. These changes were irreversible

[...]
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