2024 nnr
,n/T221 n/njpn ,n/xoN

Controloc L.V. :pmn
T )IN PI7N0IR

J1TIAY 'WONN YW ROINY |17V DDTY 7Y DDYITING NYRan n"ya YR ATRo DNan

'YONA DIvA |n'1 nriman

For the treatment of duodenal ulcer, gastric ulcer, moderate and severe forms of reflux
oesophagitis. Zollinger Ellison Syndrome.
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4.4 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 signs and symptoms suggestive of these reactions appear, pantoprazole should be

withdrawn immediately and an alternative treatment considered.

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.
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4.8 Undesirable effects

Lyell syndrome (TEN)
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