
NAME AND STRENGTH OF ACTIVE SUBSTANCE : 
Miconazole Nitrate 2.0% w/w and Hydrocortisone 1.0% w/w. 
PRODUCT DESCRIPTION : A white cream. Other ingredients: Chlorocresol, Cetomacrogol
1000, White Soft Paraffin, Liquid Paraffin, Propylene Glycol, Cetostearyl Alcohol and Purified 
Water.
PHARMACODYNAMICS : Miconazole is an imidazole antifungal agent which interferes with 
ergosterol synthesis and thereby alters the permeability of the cell membrane of sensitive fungi. 
Hydrocortisone is a topically active corticosteroid which has anti-inflammatory action.
PHARMACOKINETICS : Miconazole has shown fungistatic activity, in vitro, against a number of 
fungi causing systemic mycoses such as Coccidioides immitis, Histoplasma capsulatum, 
Blastomyces dermatitides and Cryptococcus neoformans. Miconazole appears to act on the 
fungal cell wall and membranes inducing permeability changes which alter the ionic 
macromolecular composition of the effected cells. At high concentrations, Miconazole has shown 
fungicidal activity against various organisms. Miconazole readily penetrates the stratum 
corneum of the skin and persists there for more than 4 days after application. Less than 1% is 
absorbed into the blood. Absorption is no more than 1.3% from the vagina. Topical 
corticosteroids have anti-inflammatory, antipruritic and vasoconstrictive actions. When 
administered topically, particularly under occlusive dressing or when the skin is broken, sufficient 
corticosteroid may be absorbed to give systemic effects. Only unbound corticosteroids have 
pharmacological effects or are metabolised. They are metabolised mainly in the liver, also in the 
kidneys and are excreted in the urine.
INDICATIONS : Superficial fungal infection accompanied by inflammation, eczematous rash 
superinfected by fungus and / or gram positive bacteria.
CONTRAINDICATIONS : It is contraindicated in individuals who are hypersensitive to it or any 
of its components, in untreated bacteria or viral lesions; rosacea (acne rosacea), perioral 
dermatitis.
ADVERSE EFFECTS : Dry skin, pruritus, irritation, mild to moderate transient burning / stinging. 
Local atrophic skin changes (prolonged and intensive treatment). Hypercorticism (systemic 
absorption on prolonged use). Itching, folliculitis, hypertrichoses, acneiform eruptions, 
hypopigmentation, perioral dermatitis, allergic contact dermatitis, skin maceration, secondary 
infection, striae and miliaria. Systemic adverse reactions, such as vision blurred, have also been 
reported with the use of topical corticosteroids.
INTERACTIONS : Miconazole administered systemically is known to inhibit CYP2C9 enzyme 
system. Due to the limited systemic availability after topical application, clinically relevant 
interactions occur very rarely. In patients on warfarin which is subjected to metabolism by 
CYP2C9, caution should be exercised and the anticoagulant effect should be monitored (see 
Warnings and Special Precautions).
WARNINGS AND SPECIAL PRECAUTIONS : If irritation or sensitivity occurs, treatment should 
be discontinued. Avoid contact with eyes and mucous membranes (for external use only). 
Consult a doctor if no improvement occurs in 4 weeks (for athlete's foot) or 2 weeks (for jock itch). 
Discontinue therapy if sensitisation / irritation is reported during use. Avoid introduction of the 
drug into the eyes. Prolonged use of Miconazole, like any topical antimicrobial agent, may give 
rise to overgrowth of non susceptible organisms. Appropriate treatment should be given in the 
presence of infection. If there is no favourable response, treatment with the corticosteroid should 
be discontinued until the infection has been controlled. Corticosteroid applied to large areas of 
the skin can be absorbed in sufficient amount to produce systemic effects like adrenal suppres-
sion, manifestation of Cushing's Syndrome, hyperglycaemia, and glycosuria in some patients. 

Thus suitable precautions should be taken during prolonged treatment, when treating extensive 
body surface area or when using the occlusive technique. Suitable precautions should also be 
taken when treating lesions complicated with stasis dermatitis or impaired circulation.
Paediatric Use : Do not use in children below 2 years except under medical advice.
In patients on warfarin, caution should be exercised and the anticoagulant effect should be 
monitored (see Interactions). Visual disturbances may be reported with systemic and topical 
corticosteroid use. If a patient presents with symptoms such as blurred vision or other visual 
disturbances, the patient should be considered for referral to an ophthalmologist for evaluation 
of possible causes which may include cataract, glaucoma, or rare diseases such as central 
serous chorioretinopathy (CSCR) which have been reported after use of systemic and topical 
corticosteroids.
PREGNANCY & LACTATION : Use in pregnancy : Safety for use in pregnancy has not been 
establish. Since Miconazole Nitrate is absorbed in small amounts following topical 
administration, the drug should be used in the first trimester of pregnancy only if in the 
judgement of the treating clinician such treatment is considered essential to the welfare of the 
patient and the expected benefits outweigh any potential risks.
Use during lactation : It is not known whether or not Miconazole Nitrate is excreted in breast milk. 
Because many drugs are excreted in human milk, caution should be exercised when Miconazole 
is administered to a nursing mother. 
ROUTE OF ADMINISTRATION : Topical
RECOMMENDED DOSAGE : Skin infection : Apply once or twice daily until lesion has 
disappeared. Nail infection : Apply once daily and cover with bandage. Continue treatment until 
complete cure is observed. 
SYMPTOMS AND TREATMENT FOR OVERDOSE AND ANTIDOTE(S) :
Overdosage with Miconazole Nitrate in humans has not been reported to date.
PACKING : 15g collapsible aluminium tubes. 
Not all presentation may be available locally.
STORAGE : Store in a refrigerator (2°C to 8°C). For external use only. 
Keep out of reach of children.
Recommended shelf-life : 3 years.
MANUFACTURED BY :
HOE Pharmaceuticals Sdn. Bhd.
Lot 10, Jalan Sultan Mohamed 6, Bandar Sultan Suleiman, 
42000 Port Klang, Selangor, MALAYSIA.
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