Tazarogel

COMPOSITION:

Each 1 g of Tazarogel (gel) 0.05% contains 0.5 mg Tazarotene.

Each 1 g of Tazarogel (gel) 0.1% contains 1 mg Tazarotene.

EXCIPIE

Benzyl alcohol, Ascorblc acid, Butylated hydroxyanisole, Butylated hydroxytoluene

Carbomer 934p, Edetate disodium, Hexylene glycol, Poloxamer 407, Polyethylene

glycol 400, Polysorbate 40, Tromethamine, Purified water.

PROPERTIES:

Tazarotene is a retinoid prodrug which is converted to its active form, the cognate

carboxylic acid of tazarotene, by rapid deesterification in most biological systems.

The mechanism of tazarotene action in psoriasis is not defined, in human keratinocyte

cultures, it inhibits cornified envelope formation, whose build- -up is an element of the

psoriatic scale. Also the mechanism of tazarotene action in acne is not defined.

PHARMACOKINETICS:

Tazarogel intend for topical application, following application tazarotene undergoes

esterase hydrolysis to form its active metabolite AGN 190299. Tazarotene and AGN 190299

were metabolized to sulfoxides, sulfones and other polar metabolites which were eliminated

through urinary and fecal pathways.

Little parent compound could be detected in the plasma. Active metabolite was highly

bound to plasma proteins (>99%). The half-life of active metabolite following topical ap-

plication of Tazarogel was similar in normal and psoriatic subjects, approximately 18 hours.

INDICATIONS:

» Tazarogel topical gel 0.05% and 0.1% are indicated for the topical treatment of patients
with stable plaque psoriasis of up to 20% body surface area involvement.

« Tazarogel topical gel 0.1% is also indicated for the topical treatment of patients with facial

acne vulgaris of mild to moderate severity.

CONTRAINDICATIONS:

« Tazarogel is contraindicated in women who are or may become pregnant; if this drug is
used during pregnancy, or if the patient becomes pregnant while taking this drug, treatment
should be discontinued. It may cause fetal harm when administered to a pregnant woman.

« Tazarogel is contraindicated in individuals who have shown hypersensitivity to any of its

components.

SIDE EFFECTS:

The most frequent adverse events reported were limited to the skin. Those included pruritus,

burning/stinging, erythema, irritation, skin pain, desquamation, fissuring, skin inflamma-

tion, localized edema, and psoriasis worsening.

WARNINGS & PRECAUTIONS:

« This product is for external use only, applied to the affected areas only.

« Avoid contact with eyes, eyelids, and mouth. If contact with eyes occurs, rinse thoroughly
with water. The safety of use over more than 20% of body surface area has not been estab-
lished in psoriasis or acne.

« This Product should not be used on eczematous skin, as they may cause severe irritation.

* Because of heightened burning susceptibility, exposure to sunlight (including sunlamps)
should be avoided. Patients must be warned to use sunscreens (minimum SPF of 15) and
protective clothing when using Tazarogel. Patients with sunburn should be advised not to
use Tazarogel until fully recovered

« If pruritus, burning, skin redness or peeling is excessive, the medication should be discontinued
until the integrity of the skin is restored.

» Weather extremes, such as wind or cold, may be more irritating to patients using Tazarogel gel.

« Pregnancy: Category X. Teratogenic effects

« Women of childbearing potential should be warned of the potential risk and use adequate

birth-control measures when Tazarogel is used.
The possibility that a woman of childbearing potential is pregnant at the time of institution
of therapy should be considered. A negative result for pregnancy test having a sensitivity
down to at least 50 mIU/ml for human chorionic gonadotropin (hCG) should be obtained
within 2 weeks prior to Tazarogel therapy, which should begin during a normal menstrual
period.

 Nursing Mothers: It is not known whether this drug is excreted in mother milk. Caution
should be exercised when Tazarogel is applied to a nursing woman.

« Pediatric Use: The safety and efficacy of Tazarogel have not been established in pediatric
patients under the age of 12 years.

DRUG INTERACTIONS:

« Concomitant dermatologic medications and cosmetics that have a strong drying effect
should be avoided. It is also advisable to “rest” a patient’s skin until the effects of such
preparations subside before use of Tazarogel is begun.

* Tazarogel should be applied with caution if the patient is also taking drugs known to
be photosensitizers (e.g., thiazides, tetracyclines, fluoroquinolones, phenothiazines, sul-
fonamides) because of the increased possibility of augmented photosensitivity.

DOSAGE & ADMINISTRATION:

For Psoriasis: Apply Tazarogel once a day, in the evening, to psoriatic lesions, using to

cover only the lesion with a thin film to no more than 20% of body surface area. If a bath or

shower is taken prior to application, the skin should be dry before applying the gel. Because
unaffected skin may be more susceptible to irritation, application of tazarotene to these areas
should be carefully avoided. Tazarogel was investigated for up to 12 months.

For Acne: Cleanse the face gently. After the skin is dry, apply a thin film of Tazarogel once

a day, in the evening, to the skin where acne lesions appear. Use enough to cover the entire

affected area.

OVERDOSAGE:

Excessive topical use of Tazarogel may lead to marked redness, peeling, or discomfort.

STORAGE CONDITIO %

Store at 25°C. Excursion permitted to (15° - 30°C).

PACKAGE:

Plastic tube contains 15 or 30 g.
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THIS IS A MEDICAMENT

- The medicament is a product which affects your health, and its consumption
contrary to instruction is dangerous for you.

- Follow strictly the doctor's prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The doctor and the pharmacist are
experts in medicine, its benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.

- Do not repeat the same prescription without consulting your doctor.

KEEP THE MEDICAMENT OUT OF THE REACH OF CHILDREN
Council of Arab Health Ministers Arab Pharmacists Association

DIAMOND PHARMA - Damascus suburb — Syria
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