Neurafill® Aqua
Instructions for Use

COMPOSITION

Hyaluronic Acid gel,

32 mg/mL - 16 mg (H-HA) + 16 mg (L-HA)/mL
Phosphate buffered saline, pH 7.0 q.s.

One syringe contains 2.0 mL of Neurafill’Aqua

DESCRIPTION

Neurafill® Aqua is a sterile, transparent, pyrogen-free, viscoelastic
gel of non-animal origin hyaluronic acid. This product is presented in
a pre-filled, disposable glass syringe with a volume of 2.0 mL for
single use only.

Each box of Neurafill® Aqua contains one 2.0 mL pre-filled syringe,
one sterile (27G x 1/2) and one sterile (30G x 1/2) disposable needles
and a set of labels including batch number, one of which should be
attached to the patient’s file and the other should be given to the
patient in order to ensure traceability.

STERILIZATION
The content of the Neurafill® Aqua syringes is sterilized by moist
heat. The provided needles are sterilized by radiation.

INDICATIONS

Neurafill® Aqua is designed to redefine contours and reconstruct

laxity in the malar and sub-malar areas due to their predisposition to

dermal atrophy caused by the ageing phenomena.

Neurafill® Aqua exhibits its effect through a correctiveffilling action of

natural and induced cutaneous depressions, intervening:

* The physiological process of skin aging, which results in decreased
skin moisture, changes to the dermal collagen and elastic fibers,
and a loss of skin tone and turgor.

« In the dermal tissue repair process, in cases of scars resulting from
superficial cutaneous trauma (e.g. acne and chicken pox scars).

CONTRAINDICATIONS

* Neurafill® Aqua must not be used in concurrence with treatments
such as laser resurfacing and medium deep skin-peeling.

* Do not inject i into or for y
augmentation.

* Neurafill® Aqua must not be used in:

-Patients who tend to develop hypertrophic scarring and have
keloid-prone skin

- Patients who are known to be hypersensitive to hyaluronic acid

- Patients who have a history of autoimmune disease

- Patients who have coagulation disorders

- Patients who have streptococcus skin infections

- Women who are pregnant or breast-feeding

- Patients under 18 years old

* Neurafill® Aqua must not be injected into areas with inflammatory
and/or infectious problems.

PRECAUTIONS FOR USE

Do not inject Neurafill® Aqua into an area which has already been
treated with permanent filling product within three (3) months.

* Neurafill® Aqua must be injected into healthy, noninflamed and
disinfected skin.

«Patients who are showing a history of streptococcal disease
(recurrent sore throats, acute rheumatic fever) shall be subjected to
adual test before any injection is admlnlstered In the event of acute

rheumatic fever with heart i itis not to
inject the product.

« Patients who are going anti must be
warned of the i risk of and during the
injection.

« It is recommended to avoid taking aspirin or high doses of vitamin
E few days before the injection.

* Advise the patients to avoid UV exposure for 3-5 days after the
injection. SPF50 sunscreen cream can be used starting second day.

« Ifthe needle is blocked, do not increase the pressure on the plunger
rod but stop the injection and replace the needle.

INCOMPATIBILITIES

Hyaluronic acid is known to be incompatible with quaternary

ammonium salts such as benzalkonium chloride. Therefore,

Neurafill® Aqua should never he placed in contact with such
or with dical gical instr ion which has

been treated with this type of substance.

UNDESIRABLE EFFECTS

Before medical p must inform the patient that
potential side effects associated with use of Neurafill® Aqua can
occur immediately or may be delayed.

These include:

. i , edema, erythema, etc.) that may
be assoclated to |tch|ng, pain due to pressure can occur following
injection. These reactions may last few hours, days and in some
cases for a week. These symptoms can be relieved by applying ice
to the treated area. They generally disappear in a short period of
time but may persist for up to 10 days.

« In extremely rare cases, as described in the literature discoloration
at the injection site, is of the area the
eyebrows above the nose), abscess, granuloma and hypersensitivity
may occur after injections, so injection should be performed by
professional doctor.

« Local bleeding or hematomas in the injected area.

« Patients must report all secondary reactions which persist for more
than one week to medical practitioner as soon as possible.

* The medical practitioner should use an appropriate treatment.

* Any other undesirable side effects associated with injection of
Neurafill® Aqua must be reported to the distributor and/ or the
manufacturer.

METHOD OF USE - POSOLOGY

* Neurafill® Aqua is a medical device designed for a treatment of the
malar and sub-malar areas.

« Before beginning treatment, patient must be informed of product’s
indicati tra-indicati i ibilities and i

undesirable effects.

*The area to be treated must be disinfected properly before the
injection.

* Neurafill® Aqua should be injected in zygomatic protrusion, nasal
base, tragus, chine and mandibular angle to meet the unique
requirements and facial morphology of each patient.

*Inject Neurafill® Aqua using a bolus technique into the
dermal/subcutaneous layer.

* Massage gently around the injection site.

*The maximum volume of Neurafill® Aqua administered per
treatment session is 2mL.

« An initial cycle of two treatment sessions at 30-day intervals is

fi if i
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WARNING

- Do not use if package is damaged

- Check the expiry date on the product label

- Do not mix with other products

- Discard the syringe and remaining product after use
- Do not re-sterilize

- Do not re-use

STORAGE CONDITIONS

« The expiry date is indicated on package
« Store between 2°C and 25°C

« Protect from freezing, heat and sunlight
« Fragile

Manufacturer and Authorization Holder:

ARYA TAJHIZ IBN SINA
Number 21, 20 St, Kaveh Industrial City, Saveh, Iran

SYMBOLS

® Do not reuse

& Caution

STERILE | § Sterilized using steam

every 2 months, for this reason, a total of seven (7) treatments can
be administered within a 12 month period. However, it is suggested
to evaluate the specific Neurafill® Aqua protocol according to the
patients degree of aging.

It is recommended to perform injections using the needles
provided in the box.

* To avoid needle breakage do not attempt to bend the needle.

« It is very important that the needle is properly assembled to the
syringe. Imp may cause ion of the needle
and syringe durlng injection.

- Grasp Luer lock tip cap, break it (Fig. 1).

- Screw the needle clockwise until it is fully locked (Fig. 2).

- Remove the protective cap by pulling it straight off the syringe (Fig. 3).

«Inject Neurafill® Aqua at room temperature using strict aseptic
methods.

«If the needle becomes obstructed and the injection pressure
become too high, stop the injection and change the needle.

« After the injection, the medical practitioner should massage the
treated area gently in order to distribute the product uniformly.

-

Storage temperature (2 ~ 25C)

Batch code

Use-by date

Do not use if package is damaged

Consult instructions for use

Do not resterilize
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