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Miconaz H Emulgel
For topical use only
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COMPANY NAME: Medical Union Pharmaceuticals
TRADE NAME: Miconaz H Emulgel

FORM: Emulgel

DESCRIPTION

Miconaz H emulgel contains the bactericidal and
fungicidal broad-spectrum antifungal agent,
miconazole nitrate, in combination with hydrocortisone,
a natural corticosteroid with antiinflammatory and
antipruriginous properties.

Each gram contains:

20 mg miconazole nitrate and 10 mg hydrocortisone.
The emulgel formulation consists of:

Xanthan Gum, Hydroxyl Propyl methyl cellulose,
Sorbitan monolaurate, Polysorbate 20, Mineral Oil,
Methyl Paraben, Propyl Paraben, Di Sodium Edetate,
Citric acid, Disodium phosphate and Purified water.
PROPERTIES

Pharmacodynamics

Miconazole combines an antifungal activity against the
common dermatophytes, yeasts and various other
fungi with an antibacterial activity against certain gram-
positive bacilli and cocci. Miconazole inhibits the
biosynthesis of ergosterol in fungi and changes the
composition of other lipid components in the
membrane, resulting in fungal cell necrosis.
Miconazole has also been proven to be effective in
secondary infected mycoses. Miconazole in
combination with hydrocortisone acts very rapidly on
pruritus, which frequently accompanies dermatophyte
and yeast infections. This symptomatic improvement is
seen before the first signs of healing are observed.
However, treatment with hydrocortisone is
symptomatic and lesions may flare up again after a
discontinuation of the treatment.

Pharmacokinetics

Miconazole does not produce detectable blood levels
after topical application.

Depending on the location and type of infection,
hydrocortisone penetrates well into the skin and is
partially absorbed. More than 90% of the absorbed
fraction is bound to plasma proteins.The metabolism
takes place in the liver and tissues and the metabolites
are excreted with the urine, mostly as glucuronides,
together with a very small fraction of unchanged
hydrocortisone. The biological half-life is about 100
minutes.

INDICATIONS

Infection of the skin by dermatophytes of candida spp.,
in which inflammatory symptoms are prominent.

Thus Miconaz H emulgel is particularly indicated for
the initial stages of treatment. Once the inflammatory
symptoms have disappeared treatment may be
continued with Miconaz cream, if preferred.

In view of Miconaz H's antibacterial effect on gram-
positive bacteria, the product may also be used for
mycotic affections with bacterial superinfection.
CONTRA-INDICATIONS

Shown hypersensitivity to miconazole, hydrocortisone

or another ingredient of Miconaz H emulgel.

Tuberculous skin affections, herpes simplex, vaccinia,

all forms of varicella.

WARNING and PRECAUTIONS

If a reaction suggesting sensitivity or irritation should

occur, the treatment should be discontinued. Avoid

the introduction of Miconaz H emulgel into the eyes.

As with any topical corticosteroid, care is advised with

infants and children when Miconaz H is to be applied to

extensive surface areas or under occlusive dressings

including baby napkins. Similarly application to the face

should be avoided. In infants, long term continuous

topical corticosteroid therapy should be avoided.

Adrenal suppression can occur even without occlusion.

Miconaz H emulgel does not stain skin or clothes.

Miconaz H can damage certain synthetic materials;

therefore, it is recommend to wear cotton underwear if

this clothing comes into contact with the affected area.

PREGNANCY and LACTATION

Caution is recommended during pregnancy and

lactation period. Treatment of large surfaces and the

application under occlusive dressing should be avoided

during that time.

DOSAGE and ADMINISTRATION

Miconaz H emulgel should be applied to the lesion (or

more, according to its size) once to twice daily. It

should be rubbed in gently with your finger until it has

been completely penetrated into the skin. The

treatment with Miconaz H emulgel (or subsequently

with Miconaz cream) should be continued without

interruption until the lesion has completely disappeared

(usually after 2 to 5 weeks). To open the tube, unscrew

the cap, and then pierce the seal of the tube by means

of the pin on the top of the cap.

ADVERSE REACTIONS

Miconaz H emulgel is usually well tolerated. There

have been isolated reports of irritation of burning

sensation associated with the application of Miconaz H

emulgel. As with all substances applied to the skin, an

allergic reaction to any of the ingredients of cream may

oceur.

OVERDOSAGE

Symptoms Prolonged and excessive use can result in

skin irritation, which usually disappears after

discontinuation of therapy. Topically applied

corticosteroids can be absorbed in sufficient amounts

to produce systemic effects.

Treatment

If accidental, ingestion of large quantities of the product

occurs an appropriate method of gastric emptying may

be used if considered to be necessary.

HOW SUPPLIED

Miconaz H emulgel is supplied in tubes of 20 g.

STORAGE CONDITIONS

- Store at temperature between 2-8°C, in a refrigerator.

- Keep out of reach of children.

Produced by:

Medical Union Pharmaceuticals

Abu Sultan, Ismailia, Egypt.

Issue Date: 25 /12 / 1998 Y\

Revision Date: 16 /7 /2013 MUP
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