Patient Package Insert
Carefully read the entire leaflet before starting use
Tiozole-V ® Vaginal Ointment
One dose treatment

COMPOSITION: Each 1 gram contains 65 mg of tioconazole.

THERAPEUTIC ACTIVITY: antifungal agent.

APPROVED INDICATIONS: Itis indicated for the local treatment of vulvovaginal candidiasis.

WHEN SHOULD THE PREPARATION NOT BE USED?

Do not use this medicine if you are sensitive to the active ingredient or to imidazole antifungal agents, or to any of its ingredients.

DO NOT USE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you are pregnant or breastfeeding. Also inform your physician if you have

fever, abdominal pain, or vomiting.

WARNINGS: If you are sensitive to any type of food or medicine, inform your doctor before commencing treatment with this medicine.

Don't engage in sexual intercourse during treatment with this medicine. It is not recommended to use contraceptive devices made out of latex or rubber

(e.g. condom or diaphragm) within 72 hours following treatment with this medicine. Avoid contact the ointment with eyes. In case of contact, wash the

eyes with plenty of tap water.

If clinical symptoms persist, appropriate microbiological tests should be repeated to rule out other pathogens & to confirm diagnosis.

Attention:

- Not for ophthalmic, dermal or oral use.

- Get rid off the applicator and the tube after use.

DRUG INTERACTIONS: If you are taking any additional drugs or if you have just finished a course with another medicine, or if you are taking any other

vaginal drugs or douches (either POM or OTC), inform the attending physician, in order to prevent hazards or lack of efficacy arising from drug

interactions.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of taking this medicine, for example:

burning, irritation and itching at the treatment site. Discharge, dryness of vaginal secretions, increased urination during night, painful or difficult urination.

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: Tiozole-V is for one dose treatment _ inserted intravaginally and is preferable to be used at bed time.

- Duration: Relief of clinical symptoms usually occurs within a few days. If symptoms become worse or continue, consult your physician.

DIRECTIONS FOR USE: Do not swallow! This medicine is intended for vaginal use only. Av oid contact with the eyes.

- General Good hygiene is necessary with the use of Tiozole-V.

- Wear freshly washed cotton, not synthetic underwear.

- Wash your hands before and after applying the ointment.

- Tiozole-V is for one dose treatment inserted intravaginally and is preferable to be used at bed time.

- Applicator should be opened just prior to administration to prevent contamination.

- Tampons are not recommended since they may soak up the medicine.

- Use the applicator provided with the package according to the following instructions:
. Remove cap from ointment tube. Screw a plastic applicator onto the tip of the tube. Holding the bottom of the tube, squeeze gently and force
all medication into the applicator. The applicator is filled when the plunger reaches it is predetermined stopping point. Unscrew the applicator from the
tube and replace the cap.
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. Lie on your back, with your knees bent outward, and gently insert, without pressure, the applicator into the vagina as far as it will go
comfortably. Push the plunger inward until it stops in order to release the medicine. Carefully withdraw applicator from vagina and discard applicator.
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HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? It's not advisable to use other intravaginal preparation or products
simultaneously. It's advisable to ascertain that a differential diagnosis was performed before starting treatment regarding the presence of flagella and
fungi at the treatment site.

AVOID POISONING: This medicine contains substances, which can be poisonous or fatal to children and/or infants, therefore must be kept out of their
reach. If a child uses this medicine by accident, seek professional assistance or rush to a hospital emergency room accompanied with the medicine’s
package. Do not induce vomiting unless explicitly instructed to do so by a doctor! 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 use medicine in the dark! Check the |abel and the dose each
time you use your medicine.

STORAGE: Store below 30C. Do not refrigerate. Even if kept in their o riginal 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: Box of one tube of 4.6 g & one applicator.
REGISTRATION NUMBER: 007/492/08

Pharmacare PLC
P.O. Box 677 - Ramallah, Palestine
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