Care-Face pemal cream

with corti
with tretinoin.
- Particular caution should be exercised in using preparations containing
sulfur, i or salicylic acid with Care-Face. It also is advisable to

ids due to the ibility of drug i

Composition:
Each 1g of Care-Face Dermal Cream contains: Tretinoin 0.5 mg.
Pharmacological Classification:
Vitamin A derivatives, anti-acne.
Intended Use (Common Use of the Drug):
Topical treatment for acne.
Mechanism of Action:
Topically applied tretinoin reduces follicular epithelial cell cohesion and re-
duces blackhead formation, stimulates mitotic activity of follicular epithelial
cells, increases the turnover of follicular epithelial cells causing blackhead
ion and exerts an anti-i 'y effect by i

Pharmacokinetics:
Tretinoin occurs in the body as a metabolite of retinol, and it exhibits a
certain degree of Vitamin “ A * growth-promoting activity. Representative
well-controlled clinical studies conclude that topically applied tretinoin
does not increase plasma alltrans retinoic acid (Tretinoin). Following a
single topical application of radiolabelled tretinoin, the blood concentra-
tion of retinoic acid was found to be unchanged from 2-48 hours. Neither
single-dose nor long-term treatment with topical tretinoin formulations
does alter systemic retinoid levels, which remain within the range of
body’s natural endogenous levels.
Indications:
Use this medicine exactly as described in this leaflet or as directed by
your doctor or pharmacist, consult your doctor if you are not sure.
Care-Face indicated for topical application in the treatment of acne
vulgaris in patients 12 years of age and older.
Contraindications:
This medicine should not be used if you are hypersensitive to the active
substance or any of the excipients.
In patients who have a personal or familial history of skin cancer.
Side Effects:
Like all medicines, this one can cause side effects, although not everyone
experiences them.
The skin of certain sensitive individuals may become excessively red,
swollen, scaly, and ulcerated. If these effects occur, the medication
should either be discontinued until the integrity of the skin is restored,
or the medication should be adjusted to a level the patient can tolerate.
Temporary hyper- or hypopigmentation has been reported with repeated
application of Tretinoin.
Inform your doctor or pharmacist if you experience any side effects not
listed in this leaflet.
‘Warnings & Precautions:
- Exposure to sunlight, including sunlamps, should be minimized while
using topical tretinoin, due to increased exposure to ultraviolet radiation, and
patients wnh sunburn should be advised not to use the product until fully

or pi ive clothing is ded over treated
areas \vhen sun exposure cannot be avoided, and extreme weather conditions
such as wind or cold may cause irritation to patients treated with tretinoin.
- Tretinoin has been reported to cause severe irritation on eczematous skin
and should be used with utmost caution in patients with this condition.
- Tretinoin should be kept away from the eyes, the mouth, angles of the
nose, and mucous membranes.
- Topical use may induce severe local erythema and peeling at the site of
application. If the degree of local irritation warrants, patients should be
directed to use the medication less frequently, discontinue use temporari-
ly, or discontinue use altogether.
- Children: Care-Face is not recommended for use in children under 12
years of age, as its safety and effectiveness have not been proven.
Drug and Food Interactions:
Tell your doctor or pharmacist if you are using, have recently used or
might use any other drugs, and for how long you will be using the drug.
- Caution should be exercised when used itantly with
soaps, abrasive or cosmetic cleansers that cause strong drying effects
and contain high concentrations of alcohol, astringents, and avoid

“rest” a patient’s skin until the effects of such preparations subside before
use of the drug is begun.

Pregnancy & Lactation & Fertility:

Pregnancy: Care-Face cream is contraindicated during pregnancy and in
women planning to become pregnant.

Lactation: Oral retinoids and their metabolites are known to be excreted
in breast milk; therefore, Care-Face cream should be avoided by lactating
women.

Women of Childbearing Potential: Care-Face cream should only be
prescribed to women of childbearing potential if effective contraception is
used during treatment and for one month after discontinuation.

Fertility: Tretinoin may significantly affect fertility. However, data on
fertility following topical application in humans are limited.

Effects on ability to drive and use machines:

No studies on the effects on the ability to drive and use machines have been
performed. It is unlikely that treatment with Care-Face will have any effect
on the ability to drive and use machines

Method of use:

Use this drug exactly as your doctor or pharmacist has prescribed it. Ask
your doctor if you are not sure.

- Care-Face Cream should be applied once a day, before retiring, to the
skin where acne lesions appear, using enough to cover the entire affected
area lightly.

- During the early weeks of therapy, an apparent exacerbation of inflam-
matory lesions may occur. This is due to the action of the medication on
deep, previously unseen lesions and should not be considered a reason to
discontinue therapy.

- Therapeutic results should be noticed after two to three weeks but more
than six weeks of therapy may be required before definite beneficial
effects are seen, it should not be used for more than 12 weeks.

- When the pathological response to the drug occurs, it may be possible to
maintain a less frequency of application or the use of other dosage forms.
- Patients treated with Care-Face treatment may use cosmetics, but the area
to be treated should be cleansed thoroughly before the medication is applied.
- Use in the elderly: The safety and effectiveness of Care-Face have not
been established in patients over 65 years of age.

- Care-Face is applied externally only (skin). Avoid contact with eyes,
eyelids, lips and nose. Patients should wash hands after use.

- Inform your doctor or pharmacist if you forget to apply the Dermal
Cream and before stopping its use.

Overdoses\Toxicity\methods of treatment:

Symptoms: If the cream is applied excessively over a large area of the
skin, noticeable redness or peeling may occur. In this case, gently wash
the face with mild soap and lukewarm water, and discontinue use of the
cream for several days before resuming treatment.

Treatment: Accidental ingestion of the cream may cause side effects
similar to an oral overdose of vitamin A, Symptomatic treatment should
be followed, therefore, a pregnancy test should be performed in women
of childbearing age.

Physical Properties:

Lemon yellow in color, smooth, homogeneous, free from foreign matter cream.
Storage Conditions:

Store at a temperature 20-25° C.

Keep out of reach of children.

Keep tube tightly closed, protected from heat and freezing.

The cream can be used for up to 3 months after opening the package for
the first time.

Packaging:

Each Care-Face Dermal Cream carton box contains Aluminum Tube of 30 g.
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