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Relief of reflux-like symptoms (e.g. heartburn) with frequency of two or more days a
week in sufferers aged 18 and over.
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Acute duodenal ulcer.

Acute gastric ulcer.

Helicobacter pylori-associated peptic ulcer disease in combination with antibiotics.
Reflux esophagitis:

- Treatment ;

- Long-term management;

- Maintenance treatment for the prevention of relapse in patients with severe reflux
esophagitis.

Treatment of severe reflux oesophagitis in children from one year of age and older.
- Maintenance treatment for the prevention of relapse in patients with poorly responsive
peptic ulcer.

- Zollinger-ellison syndrome.

- Treatment and prevention of NSAID - associated duodenal and gastric ulcers or
erosions in high risk patients.
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4.4 Special warnings and precautions for use

[...]

Renal impairment

Acute tubulointerstitial nephritis (TIN) has been observed in patients taking
omeprazole and may occur at any point during omeprazole therapy (see section
4.8). Acute tubulointerstitial nephritis can progress to renal failure. Omeprazole
should be discontinued in case of suspected TIN, and appropriate treatment should
be promptly initiated.
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4.8 Undesirable effects

[...]

Tabulated list of adverse reactions

The following adverse drug reactions have been identified or suspected in the clinical trials
programme for omeprazole and post-marketing. None was found to be dose-related.
Adverse reactions listed below are classified according to frequency and System Organ
Class (SOC). Frequency categories are defined according to the following convention:
Very common (= 1/10), Common (> 1/100 to < 1/10), Uncommon (= 1/1,000 to < 1/100),
Rare (>=1/10,000 to < 1/1,000), Very rare (< 1/10,000), Not known (cannot be estimated

from the available data).

SOC/frequency Adverse reaction

Renal and urinary disorders
Tubulointerstitial nephritis (with possible progression to
renal failure)

Rare:
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