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Oracort E E opiax
Topical oral paste non 7707 nhwn
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Triamcinolone acetonide 1 mg
Lidocaine hydrochloride monohydrate 30 mg
MVYINN 2NN

Adjunctive treatment and temporary relief of pain and symptoms associated with oral
inflammatory and ulcerative lesions.
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7. CLINICAL PHARMACOLOGY
[.]

Pharmacokinetics

The extent of absorption through the oral mucosa is determined by multiple factors
including the vehicle, the integrity of the mucosal barrier, the duration of therapy, and
the presence of inflammation and/or other disease processes. Once absorbed
through the mucous membranes, the disposition of corticosteroids is similar to that of
systemically administered corticosteroids. Corticosteroids are bound to the plasma
proteins in varying degrees. Corticosteroids are metabolized primarily in the liver and
are then excreted by the kidneys; some corticosteroids and their metabolites are also
excreted into the bile.

The active substance lidocaine is absorbed very quickly, within a few seconds to
minutes, due to the special morphological conditions that distinguish the oral mucosa
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effect Iasts for about 1 hour

[.]

8. PRECLINICAL SAFETY DATA
Due to the rapid metabolism of lidocaine, a systemic or even a toxic effect of Oracort
E is not to be expected with application at the recommended frequency in the

recommended amountof administration-and-gquantity-are-used.

[..]
Reproductive toxicity

No teratogenic effects were found in embryonic/foetal development studies in which
rats or rabbits were treated with lidocaine during organogenesis. Embryotoxicity was
observed in rabbits at maternally toxic doses. In rats, a reduced survival rate of the
offspring was observed in mothers treated with lidocaine in late pregnancy and during
lactation ata maternally toxic dose that affected the duratlon of gestatlon Stud+es—en
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9. CONTRAINDICATIONS
e Hypersensitivity to the active substances or to other amide local anaesthetics or
to any of the excipients listed in section 6.

i I ol Lt ;
itis-also-contraindicated In the presence of fungal, viral, or bacterial infections of the
mouth or throat.

10. PRECAUTIONS

[.]

Caution in patients with wounds or traumatized mucosa near the intended site of use.
Destruction of mucosa results in increased systemic absorption.

Swallowing may be impeded, and the risk of aspiration may be increased. Numbness
of the tongue or oral mucosa may increase the risk of injury from the user biting their
own tongue, cheek, etc.

[...]
Effects on ability to drive and use machines

Oracort E is not known to have adverse effects on ability to drive and use machines.
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