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Composition

e Hyaluronic acid - high molecular weight,

e Rh collagen - induction of procollagen synthesis,

¢ Carboxymethylcellulose - anti-aging effect, inhibition of the production of natural
hyaluronidase.

The Rh collagen contained in the product induces the synthesis of procollagen in fibroblasts,
thanks to which the skin regains elasticity.

Hyaluronic acid with a high molecular weight intensively moisturizes the skin and facilitates the
proliferation of fibroblasts.

Carboxymethylcellulose has anti-aging properties and inhibits hyaluronidase, preventing the
loss of natural hyaluronic acid.

SPECIAL WARNINGS/PRECAUTIONS FOR USE

e Use the standard precautions required for intradermal infiltration.

e Aswith any transdermal procedure, use of the device carries a risk of infection.

e Aslight burning sensation may occur during treatment, which subsides within a few
minutes. Local reactions usually associated with injection may occur in the treated area,
such as swelling and erythema, which resolve spontaneously within a few hours after the
procedure.

e Forthe success of the procedure, the physician's technical skills are essential.

e Any modification or use of the device, other than as specified in these instructions, may
result in loss of sterility and its effectiveness. In such situations, the sterility guarantee the
sterility and effectiveness of the device.

o Before starting the procedure, inform the patient about the indications and
contraindications of the device, its incompatibilities and any adverse effects that may
occur.

e Before starting the injection, thoroughly disinfect the area to be treated treatment. Inject
(administer) slowly. Failure to do so may result in the risk of needle leakage and/or loss of
the product at the Luer-Lock type connector.

e The amount of product to be injected depends on the type of area to be corrected.

e After injection, massage the area in question to ensure even distribution of the product.
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CONTRAINDICATIONS

e DO NOTUSE THE PRODUCT FOR APPLICATIONS OTHER THAN THOSE LISTED IN THESE
INSTRUCTIONS.

e Do notinject the KARISMA product into the periorbital (eyelids, crow's feet) and glabellar
(forehead) areas.

e Do notinjectinto blood vessels (intravascular).

e Do notinject excessive amounts of the product at the correction site (do not overcorrect).

e Do notuse in case of individual hypersensitivity to the device.

e Do not use in patients diagnosed with vascular collagenopathies and autoimmune t
connective tissue diseases (connective tissue diseases).

e Do notuse the device if there is infection or inflammation of the skin at or near the injection
site.

e Do not use the device during pregnancy and lactation, although no specific
contraindications are known.

e Do notinjectthe device in patients suffering from epilepsy that is not controlled

e medication (not being treated).

e Do notinjectthe device in patients prone to hypertrophic scar formation

e Do notinjectin patients with known hypersensitivity to substances contained in the device.

e Do notusein patients under 18 years of age.

e Do not use the product directly or in combination with laser treatment, deep chemical
peeling or dermabrasion. For superficial peeling, injection is discouraged if severe
inflammatory reaction has occurred.

WARNINGS

The contents of the ampoule-syringe are sterile. The syringe is packaged in a tightly sealed

unit packaging of blister type. The outer surface of the syringe is not sterile. Do not

use after the expiration date indicated on the package. Do not use if the package is

open or damaged.

The injection site must be within healthy skin. Do not inject into blood vessels, muscles, tendons or
for breast augmentation. Do not use the filler with other products/devices. Do not re-sterilize. The
product is intended for single use only. Store at 8 to 25°C, away from heat sources. Do not freeze.
After use, immediately dispose of in accordance with applicable regulations. Keep out of reach of

children.
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