Patient Package Insert
Non-Prescription Medicine
Carefully read the entire leaflet before starting use
FUNGAZOLE® CREAM

COMPOSITION: 2% of Miconazole nitrate.

THERAPEUTIC ACTIVITY: Is a topical cream anti-fungal agent.

APPROVED INDICATIONS: Fungazole cream is indicated for the treatment of skin and nails fungal
infections due to dermatophytes or Candida. For the treatment of athlete's foot, jock itch (fungal
infection of the groin area), and ringworm. Also it relieves itching, burning, cracking, scaling and
discomfort which accompany these conditions.

WHEN SHOULD THE PREPARATION NOT BE USED?

|Do not use this medicine if you are sensitive to the active ingredient.

DO NOT APPLY THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you are pregnant or
breastfeeding. Do not apply on children under 2 years of age except under the advice and
supervision of a doctor.

WARNINGS: Do not apply this medicine frequently, or for long period without consulting a
physician. If you are allergic to any type of food or medicine, inform your physician before starting
treatment with this medicine. This medicine is intended for external use only. Avoid contact with
eyes.

DRUG INTERACTIONS: If you are taking any additional drugs or if you have just finished a course
with another medicine, inform the attending physician, in order to prevent hazards or lack of efficacy
arising from drug interactions, this is important if you are using other topical preparations.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur
during the course of applying this medicine such as: irritation and burning. In the event that you
experience side effects not mentioned in this leaflet, or if there is a change in your general health,
consult your doctor immediately.

RECOMMENDED DOSAGE: The recommended dosage is to be applied gently to the affected area
twice daily for 1 — 2 weeks for jock itch and 4 weeks for athlete’s foot and ringworm. Do not exceed
the recommended dosage and never apply a double dose.

DIRECTIONS FOR USE: Do not swallow! This medicine is intended for external use only. Avoid
contact with the eyes and mucous membranes, in case of contact rinse thoroughly with water.

- General Good hygiene is necessary in conjunction with the use of Fungazole cream in order to
prevent reinfection (e.g. from under wear, socks, shoes, etc.). Wash your hands before and after
applying the cream.

- Clean and dry the affected areas thoroughly before treating with Fungazole cream then apply a thin
layer over the affected area twice daily (morning and night) or as directed by a doctor supervises in
children. If there is no improvement within 4 weeks (for athlete’s foot and ringworm) or 2 weeks (for
jock itch), stop using this medicine and refer to your doctor.

MISSED DOSE: If you forget to apply this medicine at the specified time, apply the dose as soon as
you remember. Don’t apply Fungazole if it has been more than 12 hours since you missed your last
dose, wait and apply the next dose at your regular time, but never apply a double dose.

OVERDOSE: In case of accidental overdose or if a child uses this medicine by accident, seek
professional assistance or rush to a hospital emergency room accompanied with the medicine’s
package. Don't induce vomiting without physician instructions.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of
treatment as instructed by the physician. Even if there is an improvement in your health do not
discontinue using this medicine before consulting your physician.

AVOID POISONING: This medicine contains substances, which can be poisonous or fatal in large
doses to children and/or infants, therefore must be kept out of their reach. This medicine has been
prescribed for the treatment of your illness; it may harm other patients. Do not give this medicine to
your relatives, neighbours, etc. Do not apply medicine in the dark! Check the label and the dose
each time you apply your medicine.

STORAGE: Store at temperature not exceeding 25°C. Even if kept in their original container and
stored as recommended, medicine may be kept for a limited period only. Please note the expiry date
of the medicine! In case of doubt consult the pharmacist who dispensed the medicine to you.
PRESENTATION: A carton box contains one tube of 15 g.

PHARMACARE PLC- Beitunia- Industrial Zone- P.O. Box 677 - Ramallah, Palestine
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