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Cetylpyridinium chloride (CPC) 1.25 mg
Lidocaine hydrochloride 1 mg
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4.3. Contraindications

In patients with known hypersensitivity to one of the ingredients or to other amide-type local anesthetics, since
a cross-allergy with lidocaine hydrochloride may occur.

4.4. Special warnings and precautions for use

e In case of bleeding sores in the mucous membranes, do not take the medicine, as absorption of the
active ingredients may be increased. This applies particularly to patients with cardiovascular disorders.

e Caution in patients with hepatic and/or renal impairment, as these restrictions may cause increased
blood concentrations of the active ingredients.

e If the symptoms continue beyond 3 days and/or there is accompanying fever, treatment options should
be reevaluated.

4.6 Preghancy

No clinical data exist on the use by pregnant women. Animal experiments on the impact on pregnancy, the
development of the embryo, the development of the fetus and/or the postnatal development are insufficient.
There is no indication of any risk or fetal injury. Caution is called for if used during pregnancy.

4.7. Effects on ability to drive and use machines

Kalgaron has no influence or a negligible influence on the ability to drive or to use machines.

4.8. Adverse effects

e Local irritation

e Risk of bleeding if there is a fresh wound in the mouth

e Aspiration and swallowing the wrong way (see section 4.4);
Rare (less than <1-10\10000):

e Alteration of sense of taste
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e Numbness in the tongue
Very rare (less than <1\10000):

Hypersensitivity reactions or sensitization may appear in the mouth (Usually, these effects disappear rapidly).
4.9. Overdose

No case of overdose has been reported to date with these medicines or similar lozenges. However, a
lidocaine overdose by mouth is theoretically also possible and has been reported for other Galenic forms. The
major symptoms deriving from toxic doses of lidocaine concern the CNS (Central Nervous System-specifically
convulsions) and the heart conduction system.

5.2. Pharmacokinetic properties

Lidocaine

Lidocaine is rapidly absorbed by the mucous membranes and in the gastrointestinal tract. Lidocaine passes
the placental barrier and passes into the mother's milk. Metabolic degradation of Lidocaine in the liver is rapid,
approx. 90% of the available dose is inactivated. Because of a major liver first-pass metabolism effect, the
bioavailability is only approx. 35%. Lidocaine and its metabolites are renally excreted, about 10% in the form
of unchanged Lidocaine.
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