YSP Antifungal Cream 20mg

Ingredient(s):
Each gram contains:

MiICONAZOIE NItFALE ...t e 20mg
Preservatives:

Methyl Paraben .......c.coiiiiii et 1mg
Propyl Paraben ........ccei i 1mg
Action(s):

Pharmacodynamic

Miconazole Nitrate is a synthetic antifungal agent that is chemically unrelated to other
fungicidal compounds. Although its pharmacologic mode of action has not been established,
in vitro studies show that it possesses fungicidal action against Candida albicans and other
species of this genus. It has also been found to inhibit the growth of common dermatophytes,
Trichophyton rubrum, Trichophyton mentagrophytes, and Epidermophyton floccosum, and the
organism responsible for Tinea versicolor. Its therapeutic value appears to be due to its action
primarily on the yeast cell membrane resulting in selective inhibition of the uptake of those
components necessary for cell reproduction and growth. Clinical trials have shown it to be
well-tolerated and effective in both pregnant and non-pregnant women as well as those taking
oral contraceptives.

Pharmacokinetics

Miconazole is an imidazole antifungal agent. It has a wide antifungal spectrum and
possesses some antibacterial activity. At concentration at 0.1 to 1 mg per ml, it inhibits the
dermatophytes, Epidermophyton floccosum, Microsporum canis, Trichophyton mentagropytes
and Trichophyton rubrum, Blastomyces dermatitidis, Histoplasma capsulatum,
Paracoccidioides brasiliensis, Cryptococcus neoformans, Malassezia furfur (Pityrosporum
orbiculares), and some Streptomyces species. Concentrations of 1 to 10 mg per ml have
been reported to inhibit other dermatophytes and Candida, and Cladosporium, and Madurella
species, Coccidioides immitis and Sporothrix schenckii. Other sensitive fungi include
Phialophora pedrosoi and Aspergillus and Norcardia species. Sensitive bacteria include
Staphylococci, Streptococci, Bacillus anthracis and Bacteroides fragilis.

Following intravaginal administration of a single of dose of Miconazole (Cream or vaginal
tablet) to healthy women, about 1% of the dose is recovered in urine and feces. There have
no reports to data indicating that miconazole nitrate is absorbed following application to intact
skin.

Indication(s):

For topical application in the treatment of Tinea pedis (athlete’s foot), Tinea cruris, and Tinea
corporis caused by Trichophyton rubrum, Trichophyton mentagrophytes, and Epidermophyton
floccosum, and in the treatment of Tinea versicolor.

Dosage and Administration:

Sufficient Antifungal cream should be applied to cover affected areas twice daily (morning
and evening) in patients with Tinea pedis, Tinea cruris, Tinea corporis, and cutaneous
Candidiasis, and once daily in patients with Tinea versicolor.

Early relief of symptoms (2 to 3 days) is experienced by the majority of patients and clinical
improvement may be seen fairly soon after treatment is begun; however, Candida infections
and Tinea cruris and corporis should be treated for two weeks and Tinea pedis for one month
in order to reduce the possibility of recurrence. If a patient shows no clinical improvement
after a month of treatment, the diagnosis should be redetermined. Patients with Tinea
versicolor usually exhibit clinical and mycological clearing after two weeks of treatment.

Mode of administration:
To be applied topically

Contraindication(s):
Patients known to be hypersensitive to this drug.

Precaution(s) / Warning(s):

1. Do not use in children under 2 years of age except under the advice and supervision of a
doctor.

2. If irritation occurs or if there is no improvement within 4 weeks, discontinue use and
consult a doctor or pharmacist.

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

Please consult your physician/pharmacist before using this product if you are on the
anticoagulant medicine warfarin, because bleeding from nose/gums or bruising may occur
spontaneously

Interaction with other medicaments:

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
precautions)

Pregnancy and lactation:

Pregnancy

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.



Lactation

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 Effect(s) / Adverse Reaction(s):

Most complaints are vulvovaginal burning, itching or irritation. Other complaints such as
vaginal burning, pelvic cramps, hives, skin rashes and headache occurred rarely. Irritation,
burning, maceration and allergic contact dermatitis associated with application of Miconazole.

Symptoms and Treatment for Overdosage, and Antidote(s):
Overdosage in humans has not been reported to date.

Shelf-Life:
3 years from the date of manufacture.

Storage Condition(s):
Keep in an airtight container. Store at temperature below 30°C. Protect from light and
moisture.

Packing(s):

Aluminium tube of 10g and 20g.
Plastic jar of 5009 (for export only).
A white color cream.

YSP Antifungal Krim 20mg

Bahan Aktif:
Setiap gram mengandungi:

Miconazole NItrate ... 20mg
Pengawet:
Methyl Paraben
Propyl Paraben

Indikasi:

Rawatan topikal untuk kurap kaki, kurap bahagian sulit, dan kurap badan yang disebabkan
oleh Trichophyton rubrum, Trichophyton mentagrophytes, dan Epidermophyton floccosum,
dan untuk rawatan panau.

Dos:

Untuk kurap kaki, kurap bahagian sulit, kurap badan, dan kandidiasis bahagian kulit, sapu
krim yang mencukupi di bahagian yang terlibat dua kali sehari (pagi dan petang). Untuk
rawatan panau, sapu krim yang mencukupi di bahagian yang terlibat satu kali sehari.

Kelegaan gejala (2 hingga 3 hari) akan dialami oleh majoriti pesakit dan tanda pemulihan
mungkin dapat dilihat selepas rawatan dimulakan; Walau bagaimanapun, jangkitan Candida,
kurap bahagian sulit dan kurap badan perlu dirawat selama dua minggu dan kurap kaki
selama sebulan untuk mengurangkan risiko jangkitan berulang. Jika tiada tanda pemulihan
secara klinikal selepas rawatan selama sebulan, diagnosis perlu ditentukan semula.
Jangkitan panau biasanya akan menunjukkan tanda pemulihan secara klinikal dan mikologi
selepas rawatan selama dua minggu.
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® Manufacturer and Product Registration Holder:
‘ Y.S.P. INDUSTRIES (M) SDN. BHD. (199001001034)
Lot 3, 5, 7, 12 & 14, Jalan P/7, Section 13,
“ Kawasan Perindustrian Bandar Baru Bangi,

43000 Kajang, Selangor, Malaysia.
Y. s. P. Ordering Line: 1 800 88 3027
Product Info: 1 800 88 3679
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