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Vargatef 100 mg, soft capsules (nintedanib)
Vargatef 150 mg, soft capsules (nintedanib)
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Vargatef is indicated in combination with docetaxel for the treatment of adult patients with locally
advanced, metastatic or locally recurrent non-small cell lung cancer (NSCLC) of adenocarcinoma tumour
histology after first-line chemotherapy.
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4.4 Special warnings and precautions for use

[...]

Nephrotic range proteinuria

Very few cases of nephrotic range proteinuria have been reported post-marketing. Histological
findings in individual cases were consistent with glomerular microangiopathy with or without renal
thrombi. Reversal of symptoms has been observed after Vargatef was discontinued. Treatment
interruption should be considered in patients who develop signs or symptoms of nephrotic syndrome.

4.6 Fertility, pregnancy and lactation

[...]
Women of childbearing potential / Contraception
Nintedanib may cause foetal harm in humans .Women of childbearing potential being treated-with
Vargatefshould be advised to avoid becoming pregnant while receiving this treatment with Vargatef and
to use adequate highly effective contraceptive eentraception- methods at initiation of, during and at
least 3 months after the last dose of Vargatef. Nintedanib does not relevantly affect the plasma exposure
of ethinylestradiol and levonorgestrel The efficacy of oral hormonal contraceptives may be compromised
by vomiting and/or diarrhoea or other conditions where the absorption may be affected. Women taking
oral hormonal contraceptives experiencing these conditions should be advised to use an alternative highly
effective contraceptive measure.

4.8 Undesirable effects
[...]

Table 3: Summary of ADRSs per frequency category

System Organ Very common Common Uncommon Not
Class =1/10) (=1/100 < 1/10) (=1/1,000 < 1/100) known
Renal and urinary Proteinuria') Renal failure
disorders

6.6  Special precautions for disposal and other handling

[...]
In the event of coming in contact with the content of the capsule, hands should be washed off
immediately with plenty of water
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