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Hypertriglyceridaemia:

Endogenous hypertriglyceridaemia as a supplement to diet when dietary measures alone
are insufficient to produce an adequate response:
- type IV hypertriglyceridaemia.

- type 1Ib/Ill hypertriglyceridaemia in combination with statin, when control of triglycerides
by statins is insufficient.
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4.4 Special warnings and precautions for use

Systematic reviews and meta-analyses of randomized controlled clinical trials
highlighted a dose-dependent increased risk of atrial fibrillation in patients with
established cardiovascular diseases or cardiovascular risk factors treated with omega-
3-acid ethyl esters compared to placebo. The observed risk is highest with a dose of 4
g/daily (see section 4.8). If atrial fibrillation develops, treatment should be

permanently discontinued.

4.8 Undesirable effects
Cardiac disorders:

Common: atrial fibrillation
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