BIOSPRAY 75

Self-care medical device not subject to medical prescription. Sterile.

Collagen powder with spray atomiser for topical use. Collagen is known to
stimulate tissue repair accelerating healing; the peculiar formulation of the
device guarantees a protective barrier in the area of the lesion and promotes
the natural healing process

Composition

Main ingredient: Horse collagen, type I.

Other components: Triglyceride mix, Modified maize-starch, Isopropanol,
Medicinal benzine. Propellant: butane.

Indications of use
Treatment of minor burns, skin irritation, superficial wounds and ulcers,
diaper and incontinence rash, skin abrasions and grazes; haemostat.

Instructions of use

Container under pressure, do not use if the container is damaged.

SHAKE WELL BEFORE EACH USE

Do not use after expiry date. The expiry date refers to an intact package,
suitably stored. Do not use with topical exfoliating or dehydrating agents.
Use the device after cleansing and disinfection of the lesion. Apply at short
intervals one or more layers of powder to the entire area to be treated,
holding the can at about 15 cm from the wound. Any excess of powder is
naturally eliminated from the skin, even if not injured, without affecting the
efficacy of the treatment. No need to remove, during each application, any
residual product previously sprayed. Use the product after opening and
re-close accurately with the cap after the use. The device can be re-used after
first supply until finished.

How to apply
Prevention and treatment of skin irritations, diaper and incontinence rash
and sunburn.

Do not use if the lesion is locally infected: the area to be treated must be
cleansed before use.

Spray the powder on the macerated or flushed area, covering it completely.
Secure the product to the lesion by means of a sterile gauze, or a
non-occlusive bandage or a plaster, as required. In children, skin folds or
napkins act as natural bandage. Repeat treatment once or twice a day in
most severe cases, until complete disappearance of rash or maceration.
Treatment of skin wounds and ulcers, wounds, abrasions, minor burns.
Before using the device it is important to carefully and completely remove
purulent material and/or necrotic tissue from the injured area. Spray a
sufficient amount to cover the wound completely, even two or three
subsequent layers in case of heavily exuding lesions.

Secure the product to the area by means of a sterile gauze, or a non occlusive
bandage or a plaster. The wound should be checked after 48 hours: if the
product is partially or totally dissolved it means that there has been a
positive response from the vital tissues of the lesion.

When, after subsequent applications, the collagen is no longer absorbed but
remains almost intact without adhering to the bed of the lesion, it means
that the healing process is in its final phase and that the treatment can be
discontinued even in presence of a good granulation tissue. This means that
the natural, physiological healing process has started and the support of the
device is no more necessary. Controls, more frequent in the first phase of

treatment, can thereafter be less frequent as the healing process progresses.

Hemostat use.

It is important to spray the product on a clean, disinfected wound. If
necessary use physiological solution. Spray a layer of powder on the
bleeding area and keep it locally with a sterile gauze or adequate bandage
according to need. The powder can be removed after clotting.
Notwithstanding its excellent haemostatic properties the device is not
intended to replace ligation or direct compression procedures in case of
heavy bleeding. Anti-clotting therapies do not interfere with its use.

EN C€ 0373

Contraindications/Side effects
The product should not be used in patients with diagnosed family history of
hylactic reactions or h itivity to components. It is recommended
not to use on patients known for their hypersensitivity or allergy to collagen. If
the product is sprayed closer than the recommended minimum distance, the
spray may induce a temporary and harmless freezing sensation that
disappears quickly without skin damage. No sensitization phenomena have
been reported following the topical use of the product, even if prolonged. The
use of the device does not impair the ability to drive or to operate machinery.
No known contraindications for its use during pregnancy or breastfeeding.

Warnings and cautions

Container under pressure, flammable.

Store in a cool dry place, away from heat sources.

Protect from direct sunlight

Do not keep in refrigerator.

Do not puncture or incinerate the can, even after use.

Do not spray on naked flames or on incandescent material.
Keep away from all sources of ignition.

Do not smoke during use.

Do not use in confined spaces not sufficiently ventilated.

Does not contain ozone depleting substances.

After use dispose of the container in accordance with applicable national
regulations.

Do not spray the product into eyes or ears; avoid inhalation.

For topical external use; do not eat. Do not use after expiry date.
KEEP AWAY FROM THE REACH AND SIGHT OF CHILDREN

Storage and transport

Store the product n a cool dry place, away from heat sources and protect from
direct sunlight.

Keep away from all sources of ignition.

Do not keep in refrigerator.

Store at temperatures not exceeding 25°C.

Re-use of the product

After each usage close carefully the container with its cap.

In case of imperfect supply of the powder remove the nozzle and cleanse the
valve by washing it with lukewarm water.

Dry the valve and place it in its original position, directing the nozzle
outwards.

Packaging
75 ml can.

Manufacturer

Euroresearch S.r.l.

Via Larga, 15 - 20122 MILAN - Italy
Ph. + 39028055660

Code GMDN 45023
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