
PRODUCT LITERATURE 

 

FUNGICIDE CREAM 2%W/W 

Each 100 g contains                                                                         

Miconazole Nitrate                2 g 

                                                                               

Preservative                                        
Chlorocresol                           0.1% w/w                 

 

Description  
White coloured odourless soft cream.  

 

Pharmacodynamics properties 

Miconazole nitrate is an imidazole antifungal agent and 

may act by interfering with the permeability of the 

fungal cell membrane. It possesses a wide antifungal 

spectrum and has some antibacterial activity.  

 

Pharmacokinetics properties 

Absorption: There is little absorption through skin or 

mucous membranes when miconazole nitrate 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 

miconazole that is absorbed is eliminated predominantly 

in faeces as both unchanged drug and metabolites. 

 

Indication  

Treatment of fungal infections of the skin and nails 

including cutaneous candidiasis, tinea corporis, tinea 

cruris, tinea pedis and tinea versicolor (pityriasis 

versicolor) 

 

Recommended Dosage 

Apply a thin layer on the affected part 2 or 3 times a day 

until complete resolution of lesion 

 

Route of Administration 

Topical 

 

Contraindications 

Hypersensitivity to the active substances, other 

imidazole derivatives or to any of the excipients.  

 

Warnings and Precautions 

Fungicide Cream must not come into contact with the 

mucosa of the eyes. 

Severe hypersensitivity reactions, including anaphylaxis 

and angioedema, have been reported during treatment 

with other miconazole topical formulations. If a reaction 

suggesting hypersensitivity or irritation should occur, 

the treatment should be discontinued. 

In patients on warfarin, caution should be exercised and 

the anticoagulant effect should be monitored  

(see Interactions).   

 

Interactions with Other Medicaments 

Miconazole administered systemically is known to 

inhibit CYP3A4/2C9. Due to the limited systemic 

availability after topical application, clinically relevant 

interactions are rare. However, in patients on oral 

anticoagulants, such as warfarin, caution should be 

exercised and anticoagulant effect should be monitored. 

(see Warnings and Special Precautions). 

 

 

Pregnancy and Lactation: 

Pregnancy 

In animals miconazole nitrate has shown no teratogenic 

effects but is foetotoxic at high oral doses. Only small 

amounts of miconazole nitrate are absorbed following 

topical administration. However, as with other 

imidazoles, miconazole nitrate should be used with 

caution during pregnancy.  

 

Breast-feeding  

Topically applied miconazole is minimally absorbed 

into the systemic circulation, and it is not known 

whether miconazole is excreted in human breast milk. 

Caution should be exercised when using topically 

applied miconazole products during lactation.  

 

Side Effects / Adverse Reactions 

This medication may cause irritation in some susceptible 

patients. If blistering, burning, redness, skin rash or 

other signs of skin irritation is experienced, then 

discontinue this medication and consult a doctor / 

pharmacist. 
 

Overdose and Treatment 

Symptoms 

Cutaneous use: Excessive use can result in skin 

irritation, which usually disappears after discontinuation 

of therapy. 

Treatment 

Fungicide cream is intended for cutaneous use, not for 

oral use. If accidental ingestion of large quantities of the 

product occurs, use appropriate supportive care 

 

Storage 

Store below 30°C in a dry place, protected from direct 

light. 

Keep away from reach of children. 

 

Shelf Life 

2 years from date of manufacture 

 

Packing 

Packed in plastic container of 5 g, 10 g and 50 g. 

 

Name and Address of Product Registration Holder / 

Distributor  

ZONTRON PHARMACEUTICALS SDN. BHD. 

(445695-T) 

Lot 10 & 11, PERDA Industrial Park,                                   

Lorong IKS Simpang Ampat B, 

14100 Simpang Ampat, S.P.S., 

Pulau Pinang, Malaysia. 

 

Name and Address of Product Manufacturer :                                         

TERAPUTICS SDN. BHD. (590500-W)                            

Lot 10 & 11, PERDA Industrial Park,                                   

Lorong IKS Simpang Ampat B, 

14100 Simpang Ampat, S.P.S., 

Pulau Pinang, Malaysia. 
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