DECOZOL ORAL GEL 2% w/w

EST 1979

PRODUCT DESCRIPTION

An off-white gel with orange flavour.

Other ingredients: Methylparaben, Propylparaben, Orange flavour, Pregelatinized Potato Starch,
Saccharin Sodium, Xanthan Gum, Propylene Glycol, Polysorbate 20 and Purified Water.

PROPERTIES

Pharmacodynamics

Miconazole possesses an antifungal activity against the common dermatophytes and yeasts as well as
an antibacterial activity against certain gram-positive bacilli and cocci. Its activity is based on the
inhibition of ergosterol biosynthesis in fungi and the change in the composition of the lipid components
in the membrane, resulting in fungal cell necrosis.

Pharmacokinetics

The oral bioavailability is low (25-30%) because there is little absorption of miconazole from the
intestinal tract. Dosages of 1000mg in healthy volunteers produce plasma levels of 1.16ug/ml, 2 to 4
hours after intake. These levels are insufficient for the treatment of superficial and systemic mycoses.
The absorbed part of miconazole is mostly metabolised. Less than 1% of the administered dosage is
found unchanged in the urine. There are no active metabolites and the terminal half life is about 20 hours.

INDICATIONS

Oral gel: Treatment of candidosis of the oropharyngeal cavity and the gastrointestinal tract in
adults and pediatric patients 6 months and older.

CONTRAINDICATIONS

Known hypersensitivity to miconazole or to any of the other ingredients of the medicine
(Methylparaben, Propylparaben, Orange flavour, Pregelatinized Potato Starch, Saccharin Sodium,
Xanthan Gum, Propylene Glycol, Polysorbate 20 and Purified Water). Liver dysfunction, terfenadine,
astemizole, mizolastine, cisapride, triazolam, oral midazolam, dofetilide, quinidine, pimozide,
CYP3A4 metabolised HMG-CoA reductase inhibitors such as simvastatin and lovastatin, are
contra-indicated with miconazole oral gel. (See also "Interactions").

Use of miconazole oral gel in combination with the following drug that is subjected to metabolism
by CYP2C9 (see interactions): ® Warfarin

WARNINGS AND PRECAUTIONS

If the concomitant use of Decozol Oral Gel and anticoagulants is envisaged, the anti-coagulant effect
should be carefully monitored and titrated. It is advisable to monitor miconazole and phenytoin levels, if
they are used concomitantly. Particularly in infants and young children, caution is required to ensure that
the gel does not obstruct the throat. Hence, the gel should not be applied to the back of the throat and
the full dose should be divided into smaller parts. Observe the patient for possible choking.

INTERACTIONS
Miconazole can inhibit the metabolism of drugs metabolized by the CYP2C9 and CYP3A4 enzyme
systems. This can result in an increase and/or prolongation of their effects, including adverse effects.

When co-administered with oral miconazole the following drugs should be used with caution because
of a possible increase or prolongation of the therapeutic outcome and/or adverse events. If necessary,
their dosage should be reduced and, when appropriate, plasma levels monitored:

Miconazole oral gel is contraindicated with the co-administration of the following drugs that is subjected
to metabolism by CYP2C9 (see Contraindications):

¢ Warfarin

¢ Oral hypoglycaemics

¢ Phenytoin

Drugs that are subject to metabolism by CYP3A4:

* Substrates known to prolong QT-interval e.g., astemizole, cisapride, dofetilide, mizolastine, pimozide,
quinidine and terfenadine.

e Triazolam and oral midazolam

¢ HMG-CoA reductase inhibitors such as simvastatin and lovastatin.

¢ HIV Protease Inhibitors such as saquinavir.

* Certain antineoplastic agents such as vinca alkaloids, busulfan and docetaxel.

o Certain calcium channel blockers such as dihydropyridines and probably verapamil.

 Certain immunosuppressive agents: cyclosporine, tacrolimus, sirolimus (=rapamycin).

» Others: carbamazepine, disopyramide, buspirone, alfentanil, sildenafil, alprazolam, brotizolam,
midazolam [V, rifabutin, methylprednisolone, trimetrexate, ebastine and reboxetine.

PREGNANCY AND LACTATION

Although there is no evidence that Decozol Oral Gel is embryotoxic or teratogenic in animals, potential

hazards of prescribing these drugs during pregnancy should always be weighed against the expected

therapeutic effects. There are no data available on the excretion of Decozol Oral Gel in human milk,

therefore, caution should be exercised when prescribing Decozol Oral Gel to nursing mothers.

EFFECTS ON DRIVING ABILITY AND USE OF MACHINERY

Decozol Oral Gel does not affect the alertness or driving ability.

Dosage and Administration

Oropharyngea/ candidiasis

Infants: 6-24 months: 1.25 mL (1/4 teaspoon) of gel, applied four times a day after meals. Each dose is

to be divided into smaller portions and the gel applied to the affected area(s) with a clean finger. The gel

is not to be swallowed immediately, but kept in the mouth as long as possible.

Adults and children 2 years of age and older: 2.5 mL (1/2 teaspoon) of gel, applied four times a day after

meals. The gel is not to be swallowed immediately, but kept in the mouth as long as possible.

Continue the treatment for at least a week after the symptoms have disappeared.

For oral candidiasis, dental prostheses are to be removed at night and brushed with the gel.

Gastrointestinal tract candidiasis

The gel may be used for infants (= 6 months of age), children, and adults who have difficulty swallowing

tablets. The dosage is 20 mg per kg body weight per day, administered in 4 divided doses. The daily

dose should not exceed 250 mg (10 mL Oral Gel) four times a day.

Continue the treatment for at least a week after the symptoms have disappeared.

ADVERSE REACTIONS

Gastrointestinal discomfort such as nausea, vomiting and with long term treatment, diarrhoea.

In rare instances, allergic reactions have been reported. There are isolated reports of hepatitis for which

the causal relationship with Decozol Oral Gel has not been established.

OVERDOSAGE

Symptoms : In general, miconazole is not highly toxic. In the event of accidental overdosage, vomiting

and diarrhoea may occur.

Treatment : Treatment is symptomatic and supportive. A specific antidote is no available.

PACKING

The 2% oral gel is supplied in tubes of 10g and 15g.

STORAGE CONDITIONS

Store below 30°C. Keep out of reach of children.

Manufactured by :
HOE Pharmaceuticals Sdn. Bhd.
Lot 10, Jalan Sultan Mohamed 6, Bandar Sultan Suleiman, 42000 Port Klang, MALAYSIA.
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