TINAZOL CREAM 2%
DESCRIPTION

White cream with sheen.

COMPOSITION

Miconazole Nitrate ~ 2.0% w/w

ACTIONS AND PHARMACOLOGY
Miconazole is an imidazole antifungal agent; it is fungicidal to
various species of Trichophyton, Epidermophyton,
Microsporum,  Candida,  Cryptococcus, Asperqillus,
Coccodioides, Paracoccidioides, Cladosporium, Phialophora,
Madurella, Blastomyces and Histoplasma.

The drug permeates the chitin of the fungal wall and
increases the membrane permeability to various intracellular
substances. Miconazole is also effective against
gram-positive bacteria. The drug readily penetrates the
stratum corneum of the skin and persists there for more than
4 days after application.

In the treatment of tinea pedis, topical miconazole relieves
itching within a few days; vesicles and fissures heal rapidly
but desquamation may continue for several weeks. In the
treatment of tines curis, the drug is comparably effective.
Tinea versicolor, ringworm, onychomycosis and cutaneous
candidiasis also repond to topical miconazole.

PHARMACOKINETICS

Absorption
Very little is absorbed systemically following topical application.

Excretion
Only trace amounts can be found in the urine.

CONTRAINDICATIONS

There are no data on contraindication for topical treatment in
human

INDICATIONS

For the topical treatment of tinea pedis, tinea cruris and tinea
corporis, and in topical treatment of cutaneous candidiasis,
tinea and pityriasis versicolor.

WARNINGS AND PRECAUTIONS

* In patients on warfarin, caution should be exercised and
the anticoagulant effect should be monitored (see
Interactions).

VITINXx-0 (MY)2

Do not apply occlusive dressing over this medication
unless directed to do so by physician.

Avoid contact with the eyes.

If irritation occurs or if there is no improvement within 4
weeks, discontinue use and consult a doctor or pharmacist.
Do not use in children under 2 years of age except under
the advice and supervision of a doctor.

DRUG INTERACTIONS

Miconazole administered systemically is known to inhibit
CYP2C9 enzyme system. Due to limited systemic availability
after topical application, clinically relevant is subjected to
metabolism by CYP2C9, caution should be exercised and
the anticoagulant effect should be monitored (see Warnings
and Precautions).

MAIN SIDE/ADVERSE EFFECTS

Local irritation and occasionally sensitisation may occur at
the site of application.

OVERDOSE
Clinical features: Ingestion-mucous membrane irritation,
anorexia, nausea, vomiting, diarrhoea.

Treat poisoning by the necessary symptomatic measures.
Gastric lavage is probably unnecessary.

DOSAGE AND ADMINISTRATION

Adults and children:

« Tinea pedis, tinea cruris, tinea corporis or cutaneous
candidiasis - topical to the skin, one or two times a day for
2 to 4 weeks.

« Tinea versicolor - topical to the skin, once a day.

Note: The prescribed course should be completed. The
information given here is limited. For further information
consult your doctor or pharmacist.

Storage: Store below 30°C.

Presentation/Packing: Cream x 15 g and 500 g

(Not all presentation available locally)

Product Registration Holder / Manufactured by: HOVID Bhd.
121, Jalan Tunku Abdul Rahman (Jalan Kuala Kangsar),

30010 Ipoh, Perak, Malaysia. °
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