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Controloc 20 mg:

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 40 mg:

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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4.4 Special warnings and precautions for use

Influence on vitamin B12 absorption

Controloc 20mg: Pantoprazole, as all acid-blocking medicines, may reduce
the absorption of vitamin B12 (cyanocobalamin) due to hypo- or achlorhydria.
This should be considered in patients with reduced body stores or risk factors
for reduced vitamin B12 absorption on long-term therapy

or if respective clinical symptoms are observed.

Controloc 40mg: In patients with Zollinger-Ellison-Syndrome requiring long-
term treatment, pantoprazole, as all acid-blocking medicines, may reduce the
absorption of vitamin B12 (cyanocobalamin) due to hypo- or achlorhydria.
This should be considered in patients with reduced

body stores or risk factors for reduced vitamin B12 absorption on long-term
therapy or if respective clinical symptoms are observed.

Hypomagnesaemia

Severe hypomagnesaemia has been rarely reported in patients treated with
proton pump inhibitors (PPIs) like pantoprazole for at least three months, and
in most cases for a year. Serious manifestations of hypomagnesaemia such
as fatigue, tetany, delirium, convulsions, dizziness and ventricular arrhythmia
can occur but they may begin insidiously and be overlooked.
Hypomagnesaemia may lead to hypocalcaemia and/or hypokalaemia (see
section 4.8). In most affected patients, hypomagnesaemia (and
hypomagnesaemia associated hypocalcaemia and/or hypokalaemia)
improved after magnesium replacement and discontinuation of the PPI.

For patients expected to be on prolonged treatment or who take PPIs with
digoxin or medicinal products that may cause hypomagnesaemia (e.g.,
diuretics), health care professionals should consider

measuring magnesium levels before starting PPl treatment and periodically
during treatment.

Pantoprazole contains sodium
This medicinal product contains less than 1 mmol sodium (23 mg) per tablet,
that is to say essentially

Takeda Israel Ltd.
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‘sodium free’.

4.8 Undesirable effects
Approximately 5 % of patients can be expected to experience adverse drug

reactions (ADRSs). iFhe—mest_eemmenh#FepeFted—NgRsﬂareéraﬁhee&and

Table 1. Adverse reactions with pantoprazole in clinical trials and post-marketing
experience

Skin and
subcutaneous tissue
disorders

Rash/
exanthema/
eruption;
Pruritus

Urticaria;
Angioedema

Stevens-Johnson
syndrome, Lyell
syndrome;
Erythema
multiforme,
Photosensitivity;
Subacute
cutaneous lupus
erythematosus
(see section 4.4).
Drug reaction
with
eosinophilia
and systemic
symptoms
(DRESS)

Musculoskeletal and
connective tissue
disorders

Fracture of the
hip, wrist or
spine (see
section 4.4)

Arthralgia;
Myalgia

Muscle spasm

Renal and urinary
disorders

Tubulointerstitial
nephritis (TIN)
(with possible
progression to renal
failure)

1.

Hypocalcaemia and/or hypokalaemia may be related to the occurrence of
hypomagnesaemia (see section 4.4)

2 Muscle spasm as a consequence of electrolyte disturbanc
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