SANTES® Gel

Dermatological gel for external use containing sodium hyaluronate 0.33%
30 g tube.

COMPOSITION

Sodium hyaluronate 99 mg, refinyl palmitate 15 mg, tocopheryl acetate 15 mg,
2-methyl-1,3-propanediol, glycerol, ammonium acryloyldimethyltaurate/VP copolymer,
polysorbate 20, hydroxyethylcellulose, sodium benzoate, potassium sorbate, disodium
edetate, purified water up to 100 ml.

DEVICE CATEGORY
Multfidose medical device.

SANTES® GEL is a water-based gel containing low and ultra-low molecular weight hyaluro-
nic acid. Hyaluronic acid is a mucopolysaccharide abundantly present in the connective
tissue, where it provides structural support and creates optimal conditions for the migra-
tion and proliferation of the cells involved in tissue repair. Numerous clinical studies have
shown the ability of hyaluronic acid to accelerate and support re-epithelialisation and
skin healing. Thanks fo its hygroscopic properties, SANTES® GEL forms a protective barrier
against external aggressors, restoring tissue fone and elasticity. The low and ultra-low mo-
lecular weight hyaluronic acid contained in SANTES® GEL ensures high bioavailability and
efficacy, accelerating the physiological processes of wound healing and skin repair, while
also moisturising the external genital area. The combination of retinyl palmitate (vitamin
A) and tocopheryl acetate (vitamin E) provides antioxidant activity against free radicals,
helping to protect the skin.

CLINICAL INFORMATION

INDICATIONS

Treatment indicated for adults as an adjuvant in tissue repair and regeneration, promo-
ting the physiological healing of superficial and deep wounds (abrasions, grazes, burns,
minor burns, surgical wounds, pressure sores and ulcers). Soothing and lubricating for the
skin, it is indicated for the treatment of localised skin irritation and redness of any origin
or nature, including those caused by physical freatments (radiotherapy, laser and skin
peels). Also provides a moisturising effect for the external genital area in case of vaginal
dryness.

CONTRAINDICATIONS
Do not use in case of hypersensitivity fo any of the ingredients.

SIDE EFFECTS
No side effects have been reported fo date. Inform your doctor or pharmacist of any un-
desirable effects suspected to be related o the use of the product.

INCOMPATIBILITIES/INTERACTIONS
No interactions with other devices, substances or medicinal products are currently known.

EFFECTS ON DRIVING OR OPERATING MACHINERY
No effects on the ability to drive vehicles or operate machinery have been reported.



DOSAGE AND METHOD OF ADMINISTRATION

Wassh hands thoroughly before and after applying the product. Unless otherwise advised
by a doctor, apply the gel to the affected area 1-2 times daily, gently massaging until
symptoms resolve, for a maximum of 30 days. Treatment may be repeated as needed.
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WARNINGS

The use of any topical product, especially for prolonged periods, may cause sensitisation;
if this occurs, disconfinue treatment and consult a doctor for the appropriate therapy.
Under normal conditions of use, no cases of overdose have been reported. Follow proper
cleaning and disinfection procedures for burns and wounds, including the surrounding
tissue. Do not use on severe or infected burns; in such cases consult a doctor. Close the
tube tightly after each use. This product is infended for external use only. Do not use the
product after the expiry date shown on the packaging. Do not use the product if the
packaging is not infact. Keep out of the reach of children. Do not swallow. Any serious inci-
dent that occurs in relation to this medical device must be reported fo the manufacturer
and to the competent authority of the Member Statfe in which the user resides.

Use within 6 months from opening.

INTERACTIONS
No interactions are known between SANTES® GEL and any concomitant therapies.

SPECIAL PRECAUTIONS FOR STORAGE
Store at room temperature (< 25 °C), away from light and heat sources.

PACKAGING
30 g tube.

DISPOSAL
There are no special conditions for disposal. Refer to local regulations.
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Recycling - Please check the regulations in your region
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