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TANTUM VERDE
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Locally acting analgesic and anti-inflammatory treatment for the relief of painful inflammatory
conditions of the mouth and throat influding:
Traumatic conditions: Pharyngitis following tonsillectomy or the use of a naso-gastric tube .
Inflammatory conditions: Pharyngitis, aphthous ulcers and oral ulceration due to radiation
therapy.
Dentistry: For use after dental operations.
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4. Clinical particulars
4.3 Contraindications
Tantum Verde is contra-indicated in:

- Patients with known hypersensitivity to the active substance benzydamine hydrocholoride or to any of
the excipients listed in section 6.1.

- Women in the third trimester of pregnancy because it may harm the unborn baby or cause difficulties
during labour (see section 4.6).

4.4 Special warnings and precautions for use

Benzydamine use is not advisable in patients with hypersensitivity to acetylsalicylic acid or other NSAID's.
Bronchospasm may be precipitated in patients suffering from or with a previous history of bronchial asthma.
Cautions should be exercised in these patients.

Benzydamine Oral rinse Tantum Verde should generally be used undiluted, but if 'stinging' occurs, the rinse
may be diluted with water.

Avoid contact with eyes.

4.6 Fertility, pregnancy and lactation

Pregnancy

Benzydamine Oral rinse should not be used in pregnancy unless considered essential by the physician. There
is no evidence of a teratogenic effect in animal studies.

From the 20th week of pregnancy onward, Benzydamine Oral Rinse use may cause oligohydramnios resulting
from foetal renal dysfunction. This may occur shortly after treatment initiation and is usually reversible upon
discontinuation. In addition, there have been reports of ductus arteriosus constriction following treatment in the
second trimester, most of which resolved after treatment cessation.
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Therefore, during the first and second trimester of pregnancy, Benzydamine Oral Rinse should not be given
unless clearly necessary. If Benzydamine Oral Rinse is used by a woman attempting to conceive, or during the
first and second trimester of pregnancy, the dose should be kept as low and the duration of treatment as short
as possible. Antenatal monitoring for oligohydramnios and ductus arteriosus constriction should be considered
after exposure to Benzydamine Oral Rinse for several days from gestational week 20 onward. Benzydamine
Oral Rinse should be discontinued if oligohydramnios or ductus arteriosus constriction are found. During the
third trimester of pregnancy, all prostaglandin synthesis inhibitors may expose the foetus to:

- cardiopulmonary toxicity (premature constriction/closure of the ductus arteriosus and pulmonary hypertension);
- renal dysfunction (see above);

the mother and the neonate, at the end of pregnancy, to:

- possible prolongation of bleeding time, an anti-aggregating effect which may occur even at very low doses;

- inhibition of uterine contractions resulting in delayed or prolonged labor.

Consequently, Benzydamine Oral Rinse is contraindicated during the third trimester of pregnancy (see section
4.3).



