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Composition:

Each 1g of Mycosept Oral Gel contains:Miconazole Nitrate 20 mg.
Pharmacological Classification:

Anti-fungal.

Intended Use (Common Use of the Drug):

Treatment of fungal infections of the oral cavity and gastro-in-
testinal tract.

Mechanism of Action:

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

Absorption: Mycosept is systemically absorbed after administra-
tion as the oral gel.

Distribution: Absorbed miconazole is bound to plasma proteins
(88.2%), primarily to serum albumin and red blood cells (10.6%).
Metabolism and Elimination: The absorbed portion of Mycosept
Oral Gel is largely metabolized; less than 1% of the admin-
istered dose is excreted unchanged in the urine. The terminal
plasma half-life is 20- 25 hours in most patients. The elimination
half-life of miconazole is similar in any renally impaired patient.
Indications:

Use this medicine exactly as described in this leaflet or as
directed by your doctor or pharmacist, consult your doctor if
you are not sure.

Mycosept oral gel is indicated in the management of fungal
infections of the oral cavity and gastro-intestinal tract in adults
and pediatric patients 4 months and older.

Contraindications:

This medicine should not be used if you are hypersensitive to the
active substance or any of the excipients.

Mycosept Oral Gel is contraindicated in the following situations:
- In patients with a known hypersensitivity to miconazole or to any
of the other ingredients of the gel or other imidazole derivatives.

- In infants less than 4 months of age or in those whose swallowing
reflex is not yet sufficiently developed.

- In patients with liver dysfunction.

Side Effects:

Like all medicines, this one can cause side effects, although not
everyone experiences them.

Common: Dry mouth, Nausea, Oral discomfort, Vomiting,
Regurgitation, Product taste abnormal.

Uncommon: Dysgeusia.

Not known: Anaphylactic reaction, Hypersensitivity, Choking,
Diarrhea, Stomatitis, Tongue discoloration, Hepatitis, Urticaria,
Rash, Acute generalized exanthema Tous pustulosis, drug
reaction with eosinophilia and systemic symptoms.

Inform your doctor or pharmacist if you experience any side
effects not listed in this leaflet.

Warnings & Precautions:

- Patients should be advised that if they experience unexpected
bleeding or bruising, nosebleeds, coughing up blood, blood

in the urine, black tarry stools or coffee ground vomit, to stop
treatment with miconazole and seck medical advice.

- It is important to take into consideration the variability of

the maturation of the swallowing reflex in infants, especially
when giving Miconazole Oral gel to infants between the ages
of 4-6 months.

- The lower age limit should be increased to 5-6 months of

age for infants who are pre-term, or infants exhibiting slow
neuromuscular development.

Drug and Food Interactions:
Tell your doctor or pharmacist if you are using, have recently
used or might use any other drugs, and for how long you will
be using the drug.

- Oral miconazole is contraindicated when used concomitantly
with drugs metabolized by CYP3A4 and CYP2C9 enzymes,

including ergot alkaloids, HMG-CoA reductase inhibitors (such
as simvastatin and lovastatm), oral triazolam, midazolam,
sulfonylureas, phenytoin, certain calcium channel blockers
(such as dihydropyridines and verapamil), and some immuno-
suppressive agents (like cyclosporine and tacrolimus), as well
as carbamazepine.

- Additionally, oral miconazole is contraindicated with warfarin
unless Mycosept oral gel has been specifically prescribed and is
used under medical supervision with close monitoring of the INR.
Pregnancy & Lactation & Fertility:

Pregnancy: Safety in human pregnancy has not been established
and the drug should not be used in pregnant women unless
considered absolutely essential by the physician. The potential
hazards should be balanced against the possible benefits.
Lactation: It is not known whether miconazole or its metabo-
lites are excreted in human milk. Caution should be exercised
when prescribing Mycosept Oral Gel to nursing mothers.
Fertility: Its effect on fertility has not been studied after topical
application in humans.

Effects on ability to drive and use machines:

Mycosept Oral Gel does not affect the ability to drive and use
machines when applied topically.

Method of use:

Use this drug exactly as your doctor or pharmacist has prescribed
it. Ask your doctor if you are not sure.

The gel should not be swallowed immediately; instead, it should
be kept in the mouth for as long as possible.

Oropharyngeal Candidiasis:

- One standard spoonful is equivalent to 124 mg of miconazole
per 5 ml of Oral Gel.

- Infants (4 to 24 months): A quarter of a standard spoonful of
Oral Gel four times daily after meals. Each dose should be di-
vided into smaller portions, and the Oral Gel should be applied
to the affected area(s) with a clean finger. The Oral Gel should
not be placed at the back of the throat to avoid choking.

- Adults and Children (2 years and older): 2.5 ml (half a stan-
dard spoonful) of Oral Gel four times daily after meals.
Treatment should be continued for at least one week after
symptoms disappear.

- For oral candidiasis, dental appliances should be removed at
night and cleaned with the Oral Gel.

Gastrointestinal Candidiasis:

- Mycosept Oral Gel can be used to treat and prevent fungal
infections of the gastrointestinal tract.

It is suitable for infants over 4 months, children, and adults
who have difficulty swallowing tablets.-

- The dose is 20 mg per kilogram of body weight per day,
administered in four single doses.

- The daily dose should not exceed 250 mg (10 ml of oral gel)
four times a day.

- Treatment should be continued for at least one week after
symptoms disappear.

Inform your doctor or pharmacist if you forget to apply the
Oral Gel and before stopping its use.
Overdoses\Toxicity\methods of treatment:

Symptoms: In the event of accidental overdose, vomiting and
diarrhea may occur.

Treatment: Treatment is symptomatic. A specific antidote is
not available

Physical Properties:

White, soft, uniform, orange flavored, free from foreign matter
gel.

Storage Conditions:

Store at a temperature below 30" C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

E'gg}(\) Mycosept Oral Gel carton box contains Aluminum Tube
of 30 g.
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