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Effervescent tablets
Acetylsalicylic acid 400 mg
Ascorbic acid 240 mg
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Pain relief, fever reduction, antirheumatic treatment.
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4.2  Posology and method of administration

The usual dose is:

Age or Single dose Total daily dose
1 effervescent tablet 3 effervescent tablets
Children 9-12 (equivalent to 400 mg (equivalent to 1,200 mg

acetylsalicylic acid and
240 mg ascorbic acid)

acetylsalicylic acid and
720 mg ascorbic acid)

Adolescents and
adults

1-2 effervescent tablets
(equivalent to 400-
800 mg acetylsalicylic

8 effervescent tablets
(equivalent to 3,200 mg
acetylsalicylic acid and 1 mg

acid and 240-480 mg
ascorbic acid)

ascorbic acid)

The single dose can be taken at intervals of 4 to 6 hours if necessary. The total daily
dose must not be exceeded.

Method of administration

Paediatric population
Acetylsalicylic acid may be used in children and adolescents under 12 years only if
prescribed by a doctor.

Patients with hepatic impairment
Acetylsalicylic acid should be used with caution in patients with hepatic impairment
(see section 4.4).
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Patients with renal impairment
Acetylsalicylic acid should be used with caution in patients with renal impairment (see

section 4.4).

Contraindications

- Nephrolithiasis or history of nephrolithiasis

- Hyperoxaluria
- Haemochromatosis

Special warnings and precautions for use
bic acid

i thal it | s
Interactions with other medicinal products and other forms of interaction

Interactions of ascorbic acid in laboratory tests

Vitamin C is a reducing agent (i.e., an electron donor) and can cause chemical
interference in laboratory tests involving oxidation-reduction reactions, e.g., analysis of
glucose, creatinine, carbamazepine, uric acid in urine, serum and haemoccult test.
Vitamin C can interfere in tests in which urine and blood glucose are measured and lead
to false measurement results, although vitamin C does not have any influence on blood

glucose levels.

Adverse effects

Common:

Gastrointestinal disorders such as heartburn, diarrhoea, nausea, vomiting, abdominal
pain.

Not known:

In the event of prior damage to the intestinal mucosa, multiple membranes can form in

the intestinal lumen, potentially resulting in subsequent stenosis (particularly in cases of
long-term treatment).

Overdose
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Salicylate toxicity can result from chronic, therapeutic overdose and from potentially

life-threatening acute poisoning (overdose due to inadvertent intake in children,
including accidental intoxication).

Chronic salicylate poisoning can be insidious, as the signs and symptoms are non-
specific. Mild salicylate poisoning generally occurs following repeated intake of high
doses (> 100 mg/kg/day over 2 days can be toxic). Symptoms include drowsiness,
dizziness, tinnitus, hearing impairment, sweating, nausea and vomiting, headache and
confusion and can be controlled by reducing the dose.

The main feature of acute poisoning is a severe acid-base imbalance, which can vary
with age and the degree of poisoning. The most common sign of acute poisoning in
children is metabolic acidosis. The severity of poisoning cannot be assessed on the basis
of the plasma concentration alone. The absorption of acetylsalicylic acid can be delayed
by reduced gastric emptying, concrement formation in the stomach or as a result of
ingestion of gastro-resistant medicinal products. Tinnitus can occur at plasma
concentrations of 150 to 300 mcg/mL. Further severe adverse effects can occur at
concentrations over 300 mcg/mL.

The pathophysiological effects of salicylate poisoning are complex.
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Mild-to-moderate poisoning manifests as nausea, vomiting, tachypnoea,
hyperventilation, respiratory alkalosis and diaphoresis.

Signs of moderate-to-severe poisoning are: respiratory alkalosis with compensatory
metabolic acidosis, hyperpyrexia, impaired glucose metabolism and ketosis, tinnitus,
deafness, gastrointestinal bleeding, respiratory disorders (ranging from hyperventilation
to respiratory arrest), cardiovascular disorders (ranging from arrhythmia to
cardiovascular shock), fluid and electrolyte disturbances (ranging from dehydration to
kidney failure), haematological conditions (ranging from antiplatelet effects to
coaqulopathy), toxic encephalopathy and CNS depression (ranging from lethargy to
coma and seizures).

Treatment of acetylsalicylic acid poisoning is guided by the extent, severity, and clinical
symptoms and is based on standardised procedures for poisoning. In severe cases,
haemodialysis may be necessary. The first emergency measures should be to accelerate
the excretion of the drug and to restore the electrolyte and acid-base balance.

The literature includes isolated reports of acute and chronic ascorbic acid overdose. In
patients with glucose-6-phosphate dehydrogenase deficiency, this may lead to oxidative
haemolysis, disseminated intravascular coagulation and significantly elevated oxalate
levels in serum and urine.

Elevated oxalate levels may lead to calcium oxalate deposits in dialysis patients.

In addition, some reports show that high doses of ascorbic acid (oral or 1) can cause
calcium oxalate deposits, calcium oxalate crystalluria (in patients predisposed to
increased crystal aggregation), tubulointerstitial nephropathy and acute renal failure
(result of calcium oxalate crystals).

Pharmacokinetic properties

Peak plasma levels of acetylsalicylic acid and salicylic acid are achieved after 1815-20
30 min. and 0.372-2 h respectively.

Preclinical safety data

Salicylates have been found to have teratogenic effects in a number of animal species.
There have been reports of implantation disturbances, embryotoxic and foetotoxic effects,
and disturbances of learning capacity in the young offspring after prenatal exposure.
Non-clinical studies of acute toxicity, repeated dose toxicity and toxicity to reproduction
and development revealed no special hazard for humans.

Isolated positive findings in in vitro genotoxicity studies have not been confirmed in in
vivo studies and are not considered to be clinically relevant. 2-year carcinogenicity
studies with F344/N rats and B6C3F1 mice yielded no evidence of carcinogenic
potential for ascorbic acid.
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