Mycosept

Dermal Cream

&

Reva Pharma

Composition:

Each 1g of Mycosept Dermal Cream contains:
Miconazole Nitrate 20 mg.

Pharmacological Classification:

Anti-fungal.

Intended Use (Common Use of the Drug):

Treatment of fungal skin infections.

Mechanism of Action:

Miconazole possesses an antifungal activity against the
common dermatophytes and yeasts as well as an antibacte-
rial activity against certain gram-positive bacilli and cocci.
Its 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.

Pharmacokinetics:

Absorption: There is little absorption through skin or
mucous membranes when Mycosept is applied topically.
Distribution: Absorbed miconazole is bound to plasma
proteins (88.2%) and red blood cells (10.6%).

Metabolism and Excretion: The small amount of mi-
conazole that is absorbed is eliminated predominantly in
faeces as both unchanged drug and metabolites.
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.

- Treatment of fungal infections of the skin and nails:
Treatment of athlete’s foot, tinea pedis, and ringworm of
the body.

- Relieves itching, burning, cracking, scaling and discom-
fort which accompany these conditions.

- Treatment of infections caused by Gram-positive bacteria.
Contraindications:

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

- In patient has hypersensitivity to the active ingredient or
to the excipients.

- In patients who never had a vaginal yeast infection
diagnosed by a doctor.

Side Effects:

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

Uncommon: Skin irritation (e.g. burning sensation,
redness, warmth, itching) at the application site.
Warnings & Precautions:

- Avoid using Mycosept in children under two years of age
unless under the supervision of a doctor.

- Mycosept for external use only.

- When using Mycosept avoid contact with eyes.

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.

- Miconazole is unlikely to be absorbed through the skin
in sufficient amounts to significantly affect other medi-
cines that you are taking by mouth.

- If you are taking warfarin, there is a very small chance
that miconazole absorbed from this cream may enhance
the effect of the warfarin.

Pregnancy & Lactation & Fertility:

Pregnancy: Mycosept should be used with caution during
pregnancy, and only if the expected benefit to the mother
is greater than any possible risk.

Lactation: It should be used with caution by breastfeeding
mothers, and only if the expected benefit to the mother

is greater than any possible risk to the baby. If you do
use Mycosept cream while breastfeeding, you should not
apply it to the skin of the breasts shortly before giving a
feed, to avoid it being ingested by the nursing infant.
Fertility: Its effect on fertility has not been studied after
topical application in humans.

Effects on ability to drive and use machines:
Mycosept cream has no influence on the ability to drive
and use machines.

Method of use:

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

- Fungal skin infections: Apply a small amount of cream
to the lesions twice daily. Rub the cream into the skin with
your finger until it penetrates completely. The duration
of treatment ranges from 2 to 6 weeks depending on the
location and severity of the lesion. Treatment should be
continued for at least one week after all signs and symp-
toms have disappeared.

- Fungal nail infections: Apply the cream once or twice
daily to the lesions. Treatment should be continued for 10
days after all lesions have disappeared to prevent relapse.
Inform your doctor or pharmacist if you forget to apply
the Dermal Cream and before stopping its use.
Overdoses\Toxicity\methods of treatment:

Symptoms: Cutaneous use excessive can result in skin
irritation, which usually disappears after discontinuation
of therapy.

Treatment: Mycosept cream is intended for cutaneous use,
not for oral use. If accidental ingestion of large quantities
of the product occurs, use appropriate supportive care.
Physical Properties:

White to off-white ,smooth, uniform, free from foreign
matter Cream.

Storage Conditions:

Store at a temperature below 25° C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each Mycosept Dermal Cream carton box contains Alumi-
num Tube of 30 g.
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