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For an electronic copy of the MAILI Instructions for Use please refer to: www.sinclairpharma.com/eifu and input the
KEYCODE: MLX.COR. If you require a paper copy then please contact: quality@sinclairpharma.com or +44 (0) 1244 625150.
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Description

MAILI EXTREME is a sterile, transparent and resorbing
gel of cross-linked hyaluronic acid of biofermentative
origin. The product is supplied in plastic syringe and it is
intended for single use only.

The volume of each syringe is T mL for MAILI EXTREME.
Each box contains four graduated pre-filled syringes of
MAILI EXTREME, an instruction leaflet, a set of
traceability labels and four single use sterile needles of
27G 1/2". For each syringe, one label is to be given to the
patient, the other one is to be added to the patient
record.

The content of MAILI EXTREME syringes is sterilised by
moist heat. The 27G 1/2" needles are sterilised by
radiation. The intended purpose of MAILI EXTREME is to
modify the anatomy and/or to alleviate for a physiologi-
cal process at the level of the face.

Composition
MAILI EXTREME - Cross-linked* hyaluronic acid: 24 mg/mL

- Lidocaine hydrochloride monohydrate: 3 mg/mL

- Phosphate buffer: q.s.1mL

One syringe contains 1 mL of MAILI EXTREME
This product consists of a pre-filled syringe, a disposable
sterile stainless steel injection needle and a gel
encapsulated in the syringe. The gel is composed of
crosslinked sodium hyaluronate, lidocaine hydrochloride
and phosphate buffer, and sodium hyaluronate is
prepared by microbial fermentation. The labeled
concentration of crosslinked sodium hyaluronate is
24mg/ml and the labeled concentration of lidocaine
hydrochloride is 3 mg/ml. The syringe pre-filled with gel
is sterilized by moist heat, and the injection needle is
sterilized by gamma radiation. This product is for single
use. The shelf life of the product is 2 years.
*The hyaluronic acid has been cross-linked with BDDE.

Applicable population
MaiLi Extreme is intended for adults 18 years and older.

Intended uses

MaiLi Extreme is indicated to inject into facial
supraperiosteal zone, fill the jaw area to improve the
mandibular contour of patients with mild to moderate
mandibular retraction.

Mode of action

MAILI EXTREME creates a volume in the tissue that
corrects facial anatomy.

MAILI EXTREME is intended to be wholly resorbed over
time, which progressively reduces the volumizer effect
of the product at the injection site. The kinetic of this
absorption depends on several factors among which the
injected quantity, the depth of injection and the patient
metabolism.

In a clinical trial in China, a total of 159 subjects received
submaxillary injection of MaiLi Extreme, most of whom
were assessed as improving at the primary endpoint (6
months after the last treatment), with the majority of
subjects continuing to have an effect at 12 months after
the last treatment.

Contra-indications
Do not inject patients having known risk of
hypersensitivity to hyaluronic acid or lidocaine or
amide local anaesthetics.
Do not inject patient having history of severe
allergy or anaphylactic shock.
Do not inject patients suffering from autoimmune
disease.
Do not inject patients suffering from porphyria.
Do not inject patients having cutaneous disorders,
inflasnmation or infection (herpes, acne, etc.) at
the treatment site or nearby.
Do not inject patients for whom the medical
history shows a sensitivity that could lead to a
reaction to the treatment.

Do not use in patients with bleeding disorders or
in patients who are undergoing treatment with
thrombolytics or anticoagulants.

Do not inject patients with a tendency to form
keloids, hypertrophic scars or any other healing
disorders.

Do not use during pregnancy or breast-feeding.
Do not use for children.

Do not inject patients with mandibular deformity
and clinical symptoms

Warnings
. Do not inject into blood vessels (intra-vascular) or
directly near blood vessels (for avoiding vessels
compression). An unintended intravascular
administration can cause high blood concentra-
tion and acute central nervous system and
cardiovascular toxic symptoms.
Do not inject in area other than the face (e.g.
hands, body).
Do not inject MAILI EXTREME in the periorbital
area (eyelids, palpebromalar groove, crow's feet)
and glabellar region.
The injection of MAILI EXTREME into the
subcutaneous fat tissue or into the supraperiostic
zone is reserved to specialists specifically trained
in these injection techniques.
Do not inject intramuscularly. There is no available
clinical data about injection of MAILI EXTREME
into an area which has already been treated with
another brand of resorbing product. It is therefore
recommended not to inject in areas in which
another brand of resorbing product is not still fully
resorbed.
Do not inject jointly with another brand of
resorbing product in the same area.
Do not inject jointly with a permanent product.
Do not mix with other products.
Do not re-sterilise the product (the syringe and/or
the needle).
Do not inject more than 4mL in the first injection.
If the best aesthetic results are not achieved, a
supplementary injection can be given 4 weeks
after the first injection, and the supplementary
injection should not exceed 2ml. Do not inject
more than 20 mL per year per patient.
Do not overcorrect.
Do not use after expiry date or if the packaging is
damaged or the syringe opened.
Do not re-use (risk of contamination). The product
is intended for single use only.
Do not use a syringe for several patients (risk of
cross-contamination).
Do not used simultaneously with chemical peels,
dermabrasion, laser treatment or radiofrequency
treatment.

Precautions for use
Patients must be questioned regarding their
medical history and must be informed about
expected outcome, warnings, contra-indications,
precautions and potential adverse events.
The quantity to inject depends on the area to treat
and the expectation of the patients. Patients with
unrealistic expectation must not be treated.
Aseptic techniques and standards practices are to
be observed.
The content of the syringe is sterile until opening.
External surface of the syringe is not sterile and
should not be used in a controlled environment
such as operating room. If needed, the surface of
the syringe must be cleaned up in respect of the
aseptic techniques in place.
The patients on medication that affects platelet
functions (aspirin or non-inflammatory drugs)
must be warned of the potential increased risks of
haematomas and bleeding during injection.
Special caution must be exercised when treating
areas in close proximity to vulnerable structures



such as vessels and nerves.

Advise the patients to avoid any extended
exposure to the sun, UV rays and temperatures
below 0°C, as well as sauna or hammam sessions
during the two weeks following the injection
procedure.

Recommend the patients not use cosmetic
products (e.g. makeup, skincare products) during
the 12 hours following the injection treatment.
Recommend the patients to avoid applying
intense pressure or massaging the treatment site
for a few days following the injection.

The healthcare professional must consider the
fact that the product contains lidocaine. For
normal healthy adults, the maximum total dose of
lidocaine should not exceed 200 mg per session.
When using concurrently (case of topical
administration), the total administered dose of
lidocaine should be considered. The concomitant
use of other local anaesthetic agents should also
be considered since the systemic toxic effects may
be additive. Care should be taken for patients with
congenital methemoglobinemia and patients
who are receiving concomitant treatment with
methaemoglobin-inducing agents. In the case of
athletes, the presence of lidocaine may produce a
positive result in anti-doping tests.

Assembly of needle to syringe

. Use of the supplied 27G 1/2" sterile needle is
recommended. Use of another needle could not
ensure the correct fitting to the syringe and/or the
correct delivery of the product.
Remove the tip cap of the syringe.
Grasp the hub.
Press and turn the needle clockwise on the
syringe until it is tight.
Make sure that the hub of the needle is as tightly
fixed to the bottom of the luer-lock as possible
and remove the shield of the needle just before
injection.
Failure to comply with these precautions could
cause disengagement of the needle and/or
product leakage at luer-lock level.

Interactions
Treatment with MAILI EXTREME in combination
with drugs and other devices has not been
clinically evaluated.
Pre-treatment with a lidocaine solution is not
required since the product already contains
lidocaine.

Procedure of administration
Treatment with MAILI EXTREME is only intended to be
administrated by an authorized healthcare professional
in accordance with the local legislation.
The healthcare professional shall have a deep
knowledge of the anatomy of the area to be treated and
shall be used to perform similar intervention (i.e.
cross-linked hyaluronic acid injection in the face area).
MAILI EXTREME is to be used as supplied. Modification
or use of the product outside of the instructions for use
may adversely impact the sterility and/or the
performance of the device.
A correct injection technique is important for the clinical
outcome of the treatment. The injection technique
varies depending on the treatment site, the depth of
injection and the gel quantity to be injected.
1)Before starting treatment, the patient should be
informed of the product's indications, contra-indica-
tions, precautions, warnings, expected results and
potential adverse events and questioned on her/his
medical history.
2)The injected area must be disinfected with an
appropriate antiseptic solution.
3)Assemble the supplied sterile needle and syringe.
4)Do not apply extensive pressure to the syringe at
any time. If such resistance is encountered, remove

and replace the needle and check for function.
5)MAILI EXTREME be administrated slowly in the
tissues. The injection volume varies depending on
the correction required. Do not overcorrect.

MAILI EXTREME is indicated for injection into the
subcutaneous fat tissue or into the supraperiostic
zone.

6)For optimal clinical results, gentle massage by the
healthcare professional of the treated area is
recommended to ensure uniform distribution of the

gel.

Adverse events
Healthcare professional shall inform the patients about
potential adverse events related to the injection
procedure and/or the use of the product MAILI
EXTREME, occurring immediately after injection or after
a delay.
Based on literature review on injectable hyaluronic acid
gels and in agreement with the clinical data obtained
with MAILI devices (clinical study 17E1176), based on the
clinical trial data in domestic and globally, these adverse
events include but are not limited to:
Events which are naturally resolve within one
week in most cases:
Injection-related events and/or inflammatory
reactions such as bleeding, ecchymosis,
erythema, haematoma, skin redness, bruising,
swelling, oedema and infection which may be
associated with local pain or itching, occurring
after injection.
Sensitivity at the injection site.
Hardness, lump or nodule at the injection site.
Skin coloration or discoloration at the injection site.

- Events which are delayed after the injection:
Immediate or delayed hypersensitivity to
hyaluronic acid and/or to lidocaine.

Nodule, abscesses or granuloma.

Vascular compromise may occur due to
inadvertent intravascular injection or as a result of
vascular compression associated with implanta-
tion of any injectable soft tissue filler. This may
manifest as blanching, discoloration, necrosis or
ulceration at the implant site or in the area
supplied by the blood vessels affected; or rarely as
ischemic events in other organs due to
embolization. Isolated rare cases of ischemic
events affecting the eye leading to visual loss, and
the brain resulting in cerebral infarction, following
facial aesthetic treatments have been reported.
These rare cases of vascular events are mostly
reported in glabella, in and around the nose, in
forehead and in periorbital area.

Infection or reactivation of a previous infection.
Displacement of the gel.

Inflammatory reactions which persist for more than one

week, or any other adverse event which develops, must

be reported by the patients to their healthcare
professionals. In this case, if required, the healthcare
professionals should use an appropriate treatment Any
adverse events and complications must be reported to
the local representative of KYLANE LABORATOIRES.

Waste disposal

At the end of the session, opened and used syringe as
well as all injection materials (e.g. needle) shall be
discarded in respect of the medical practices and in
accordance with the applicable regulations on waste
disposal (e.g. specific waste container).

Storage conditions

. Shelf life of the product is indicated on each
syringe and product must not be used after this date.
Store between 2°C and 25°C away from direct
sunlight. Keep container in the outer carton.
Make sure there is no visible sign of damage to
the packaging before use.

Manufactured by
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CH-1228 Plan-Les-Ouates
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