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Controloc 20mg is indicated for the treatment of reflux oesophagitis and associated
symptoms (e.g. heartburn, acid regurgitation, pain on swallowing).

For long-term management and prevention of relapse in reflux oesophagitis.

Prevention of gastroduodenal ulcers induced by non-selective non-steroidal anti-inflammatory
drugs (NSAIDs) in patients at risk with a need for continuous NSAIDs treatment.

Controloc 40mg is indicated for Short term treatment of acute duodenal ulcer.

Acute gastric ulcer.

Moderate and severe reflux oesophagitis.

Eradication of the Helicobacter pylori in combination with clarithromycin and amoxycillin or
clarithromycin and metronidazole/tinidazole or amoxycillin and metronidazole/tinidazole in
cases of duodenal ulcer and gastric ulcer with the objective of reducing the recurrence of
duodenal and gastric ulcers caused by this microorganism.

Zollinger-Ellison-Syndrome.
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4.3 Special warnings and precautions for use

Severe cutaneous adverse reactions (SCARs)

Severe cutaneous adverse reactions (SCARs) including erythema multiforme, Stevens-Johnson

syndrome (SJS), toxic epidermal necrolysis (TEN) and drug reaction with eosinophilia and

systemic symptoms (DRESS) which can be life-threatening or fatal, have been reported in

association with pantoprazole with frequency not known (see section 4.8).

At the time of prescription, patients should be advised of the signs and symptoms and monitored
closely for skin reactions.
If sighs and symptoms suggestive of these reactions appear, pantoprazole should be

withdrawn immediately and an alternative treatment considered.

Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125
Tel:+972--3-33733140 Fax (local) : + 972-3-3733150




4.5 Interaction with other medicinal products and other forms of interaction

Drug-laboratory test interactions

There have been reports of false-positive results in some urine screening tests for

tetrahydrocannabinol (THC) in patients receiving pantoprazole. An alternative confirmatory

method should be considered to verify positive results.

4.8 Undesirable effects

Lyell syndrome (TEN)
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Tetrahydrocannabinol
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