Nintedanib
[OOFEV] Ofev® Soft Capsules 150mg ATC Code * LOIEX09
[OOFEV1] Ofev® Soft Capsules 100mg ATC Code * LOIEX09
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* &% € 1 Administration:
Orally, taken with food. Swallow capsules whole with liquid; do not chew or crush
(bitter taste).
Indications and dosage regimens:

Idiopathic pulmonary fibrosis (IPF):
150 mg Q12H (Max: 300 mg/day)

Systemic sclerosis-associated interstitial lung disease (SSc-ILD):
150 mg Q12H (Max: 300 mg/day).

Progressive pulmonary fibrosis (PF-ILD):
150 mg Q12H (Max: 300 mg/day).

Dosage adjustment for concomitant therapy:

Significant drug interactions exist, requiring dose/frequency adjustment or
avoidance.

Missed dose:
If a dose is missed, the next dose should be taken at the next scheduled time. Do not
make up a missed dose.

Dosing in Hepatic Impairment: Adult
Mild impairment (Child-Pugh class A): 100 mg Q12H.
If a patient does not tolerate 100 mg every 12 hours, consider treatment
interruption or discontinue treatment to manage adverse reactions.

Moderate to severe impairment (Child-Pugh class B or C): Not recommended.
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23 {e* : ® Warfarin: T risk of bleeding.

®  Phenytoin, carbamazepine, phenobarbital, rifampin, St. John’s wort: |
Nintedanib exposure.
®  C(Clarithromycin, Itraconazole, Ketoconazole, Ritonavir: T the serum
concentration of Nintedanib.
® Tobacco (Smoked) may | the serum concentration of Nintedanib.
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