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Prescription Only Medicine

Composition:
Clotrimazole 2 % in an O/W base.

Therapeutic Activity:
Antifungal agent for intravaginal application.

Indications:
Mycoten vaginal cream is used intravaginally for the treatment of vulvovaginal candidiasis in
complicated or recurrent infection with Candida albicans.

Adverse Effects:
Vaginal burning, erythema, irritation, urticaria, and intercurrent cystitis, might occur.

Precautions and Contraindications:

Mycoten vaginal cream is contraindicated in patients hypersensitive to the active ingredient or
to any of the formulation components.

If the patient suffers from abdominal pain, colic, fever or malodorous vaginal discharge she
should not use the medicament unless the physician is consulted

If vulvovaginal candidiasis does not improve within 3 days, or if the condition persists beyond
7 days, the patient should consult the physician.

If vaginal pruritus or discomfort is occurring following the first application, or if symptoms
recur within a 2 months period, the physician should be consulted.

Mycoten vaginal cream should not be used in patients below 12 years of age.

Pregnancy and Lactation:

No adverse effects occur when Mycoten is administrated intravaginally during the second or
third trimester of pregnancy.

Nevertheless Mycoten vaginal cream should not be used in pregnant women unless otherwise
instructed by a physician.

Mycoten should be used with caution in nursing women for lack of information on the
possibility of Clotrimazole distribution into the milk.

Dosage and Administration:
One applicator full of the cream (approximately 5 g) to be inserted intravaginally once daily
preferably at bed time for 3 consecutive nights.

Instructions for Use:

Use one applicator at each time of use. Discard the applicator after each use. Insert the cream
into the vagina at night before retiring. Apply when lying on your back with the knees bent
towards the body. Fill the applicator with the cream then insert one applicator full of cream
into the vagina every day.

Use hygienic pads to avoid underwear staining. Use cotton underwear and change them
frequently.
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To Avoid Poisoning:

1. Keep the medicine out of the reach of children.

2. If a child swallowed the medication accidentally, seek help at an emergency and take the
remaining medicine with you.

3. Do not induce vomiting without consulting the physician

4. Do not apply your medication in the dark, always read the label and make sure you are using
the right medication.

5. Always notice the expiry date and never use medicine after the mentioned date.

6. Avoid exposure of the drug to excessive heat and humidity during storage.

7. Use the drug only as prescribed. In case any adverse effect develops, discontinue use and
consult your physician.

Storage:
Store at a temperature between 15-30° C.

Attention:
This product is intended for intravaginal use only.

Presentation:
A tube of 20 g vaginal cream with 3 applicators.

J. Beit Jala Pharmaceutical Co.

81, Al-Madaress St.

P.0.Box 58

Beit Jala -Palestine
http://www.beitjalapharma.com

1409035-3
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