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Chewable tablets
Calcium Carbonate 680 mg
Magnesium Carbonate 80 mg
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Relief of hyperacidity and heartburn.
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4. CLINICAL PARTICULARS

4.2

4.4

4.5

Posology and method of administration

Posology
The patient must be advised to consult a doctor if the symptoms persist for longer than

14 days.

Special warnings and precautions for use

If symptoms persist or do not (fully) disappear, further medical testing is required.
As with other antacids, Rennie may mask a malignancy in the stomach.

Rennie sheuld must not be used in the following cases:

e Hypercalciuria.

e Caution should generally be exercised in patients with renal impairment.

If Rennie is used in these patients, plasma calcium, phosphate and magnesium levels
should be regularly monitored.

Interaction with other medicinal products and other forms of interaction

It has been demonstrated that calcium and magnesium-containing antacids may hinder
absorption of some antibiotics (such as tetracyclines and quinolones), cardiac
glycosides (including digoxin), bisphosphonates, dolutegravir, levothyroxine and
eltrombopag through formation of complexes.

Calcium salts reduce the absorption of fluoride and iron-containing products, and
calcium salts and magnesium salts may hinder the absorption of phosphates.
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4.6

4.8

Thiazide diuretics the reduce urinary excretion of calcium. Due to an increased risk of
hypercalcaemia, serum calcium levels shewld must be regularly monitored during
concomitant use of thiazide diuretics.

Fertility, pregnancy and lactation

Pregnancy

No increased risk of congenital defects has been observed after the use of calcium
carbonate and magnesmm carbonate durlng pregnancy An elevated risk of

prelengedruseewenal—msuﬁrem}ey Rennle can be used as prescrlbed durlng

pregnancy. Do not exceed the maximum recommended dose and do not use for longer
than 2 weeks, see section 4.2.

Pregnant women must avoid excessive consumption of milk and dairy products. This
warning is intended to prevent excessive calcium ingestion (which may lead to milk-
alkali syndrome).

Lactation
Calcium and magnesium are excreted in human milk, but at therapeutic doses no
effects on newborns are anticipated. Rennie can be used as prescribed during lactation.

Fertility
There are no indications that Rennie has an adverse effect on fertility at the
recommended dose.

Undesirable effects

Immune system disorders:

Hypersensitivity reactions have been reported very rarely. The clinical symptoms were
rash, urticaria, pruritus, angioedema, dyspnoea and anaphylaxis.

Gastrointestinal disorders:
Nausea, vomiting, upset stomach, constipation and diarrhoea may occur.

5. PHARMACOLOGICAL PROPERTIES

5.1

Pharmacodynamic properties
Pharmacotherapeutic group: antacids, other combinations ATC code: A02 AX.

Mechanism of action

Rennie is a combination of two antacids, calcium carbonate and magnesium carbonate.
Calcium carbonate and magnesium carbonate have a localised mechanism of action
based on the neutralisation of gastric acid and is independent of systemic absorption.

Pharmacodynamic effects

Calcium carbonate has a rapid, prolonged and powerful neutralising effect. This effect
is increased by the addition of magnesium carbonate which also has a strong
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neutralising effect. In-vitro studies (with an artificial human stomach model)
demonstrate that Rennie increases the pH of the study from 1.5-2.0 to pH 3.0 in 40
seconds and to pH 4.0 in 1 minute and 13 seconds. The maximum pH in this model

was pH 5.24.

Clinical efficacy and safety

In healthy volunteers, a significant increase in gastric pH was reached within 2
minutes following the administration of calcium carbonate and magnesium carbonate.
The total neutralising capacity of 2 tablets is 29 mEqg/H+ (titration to endpoint pH 2.5).
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