Patient Package Insert
Prescription only Medication
Carefully read the entire leaflet before starting use

Synalex®

Cream, Ointment, Gel

COMPOSITION: Each 1g contains fluocinolone acetonide 0.25 mg.

THERAPEUTIC ACTIVITY: Topical Corticosteroid.

APPROVED INDICATIONS: Non-infected inflammatory, pruritic manifestations for corticosteroid-responsive dermatoses.
WHEN SHOULD THE PREPARATION NOT BE USED?

- Don't take this medicine if you are sensitive to the active ingredient or to any of its ingredients.
- Don'’t take this medicine if you have tuberculous, syphilitic skin diseases, vaccination reactions, fungal, bacterial or viral skin infections,
acne, perioral dermatitis and rosacea.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN:

- If you are pregnant or breastfeeding.

WARNINGS:

- If you are sensitive to any type of food or medicine, consult your doctor prior to commencing treatment.

- Long-term treatment and application to large areas, particularly under occlusion, should be avoided.

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.

SIDE EFFECTS:

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

- Local side-effects such as dermal irritation, smarting, pruritus, dryness and hypersensitivity reactions to a component of the preparation may
occur, particularly at the beginning of treatment.

- On application to large areas and/or under occlusion over long periods systemic effects are possible: hypercorticosteroidism with oedema,
manifestation of a previously latent diabetes mellitus.

- 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:

According to doctor’s instructions only.

Do not exceed the recommended dosage.

Attention: not for ophthalmic or oral use.

DIRECTIONS FOR USE:

Synalex cream is particularly indicated for greasy skin.

Synalex ointment is suitable for dry skin.

Synalex gel is suited for exposed parts of the body.

Apply sparingly to the affected parts of the skin. In hairy sites, hair should be parted to allow direct contact with lesion.

Duration of Administration: The duration of treatment depends on the clinical picture and usually does not exceed 2-3 weeks.

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. Don’t cover
the lesion without the instruction of 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. 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. 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,
neighbors, etc. Do not take medicine in the dark! Check the label and the dose each time you take your medicine.

STORAGE: Synalex cream & ointment must be stored below 30°C. Synalex gel must be stored below 25°C. PROTECT FROM FREEZING.
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. Keep out of reach of children. Pay attention
to the expiray date of the product.

Presentations

Synalex® Cream  : A carton box contains one tube of 15g.
Synalex® Ointment : A carton box contains one tube of 15g.
Synalex® Gel : A carton box contains one tube of 15g.

Registrations Numbers

Synalex® Cream  : 007/361/15
Synalex® Ointment : 007/362/15
Synalex® Gel : 007/360/15
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