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Hyaluronic acid gel (15mg/mL) with 0.3% lidocaine hydrochloride.

Indications : treatment of fine lines and medium-sized depressions of the skin via superficial or
mid-dermis injection and/or injection in the submuscular / pre-periosteal plane for the
infraorbital area, as well as enhancement and pouting of the lips by injection by an authorized
medical practitioner in accordance with local applicable regulation.

€An valoupovikoL o&éog (15mg/mL) pe 0,3% udpoxAwpikn MiSokaivn.

Evéeieig: Ogparmeia Twv AemTWV ypappwy Kat BaBouAwndtwy pecaiov peyéBoug Tou
Sépuatog péow £yxuong oTnv EM@avelakn 1 peoaia Seppida kay/r £veon umo Tou puoc/
AvwBEeV TOU TIEPIOOTEOL GTNV UTTEPKOYXIA TIEPIOKT), KABWG EMTICNG Evioxuon Katl avgnon Tou
GYKOU TV XEINWV HE £yXuon amod eE0UCIOSOTNHEVO IATPIKO TIPOCWTTIKG, CUMPWVA HE TNV
EQAPHOCTEQ TOTTIKN VOpOBETia.
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COMPOSITION

Hyaluronic Acid gel 15mg
Lidocaine hydrochloride 3mg
Phosphate buffer pH 7.2 g.s. 1mL

One syringe contains 1mL of Juvéderm® VOLBELLA® with Lidocaine.

DESCRIPTION

Juvéderm® VOLBELLA® with Lidocaine is a sterile pyrogen-free physiological
solution of cross-linked hyaluronic acid which is not of animal origin. The
gel is presented in a graduated, pre-filled, disposable syringe. Each box
contains two 1 mL Juvéderm® VOLBELLA® with Lidocaine syringes, 4
single-use 32G1/2" sterile needles to be used only for injecting Juvéderm®
VOLBELLA® with Lidocaine, an instruction leaflet and a set of labels in
order to ensure traceability.

STERILISATION

The contents of the Juvéderm® VOLBELLA® with Lidocaine syringes is
sterilised by moist heat.

The 32G1/2" needles are sterilised by radiation.

INDICATIONS

« Juvéderm® VOLBELLA® with Lidocaine is an injectable implant used for
the treatment of any fine lines and medium-sized skin depressions due to
conditions such as premature aging.

« Juvéderm®VOLBELLA®with Lidocaine can also be used for enhancement
and pouting of the lips to correct structural defects such as asymmetry,
contour deformities, volume loss...

« Juvéderm® VOLBELLA® with Lidocaine is intended to be used via
superficial or mid-dermis injection or lips mucosa injection by an
authorized medical practitioner. For the treatment of the infraorbital skin
depressions (also known as tear trough area), it is recommended to inject
in the submuscular / pre- periosteal plane.

« The presence of lidocaine is meant to reduce the patient’s pain during
treatment.

CONTRA-INDICATIONS

« Do not inject Juvéderm® VOLBELLA® with Lidocaine into the eyelids.

- Do notinject into the blood vessels (intravascular). Intravascular injection
may lead to embolization, occlusion of the vessels, ischemia or infarction.
« Do not overcorrect.

« Juvéderm® VOLBELLA® with Lidocaine must not be used in:

- Patients suffering from untreated epilepsy;

- Patients who tend to develop hypertrophic scarring;

- Patients with known hypersensitivity to hyaluronic acid and/or to gram
positive bacterial proteins as hyaluronic acid is produced by Streptococcus
type bacteria;

- Patients with known hypersensitivity to lidocaine or to amide-type local
anaesthetics;

- Patients suffering from porphyria;

- Women who are pregnant or breastfeeding;

- Children (under 18 years).

« Juvéderm® VOLBELLA® with Lidocaine must not be used in areas
presenting cutaneous inflammatory and/or infectious processes (acne,
herpes, etc.).

« Juvéderm® VOLBELLA® with Lidocaine should not be used simultaneously
with laser treatment, deep chemical peels or dermabrasion. For surface
peels, it is recommended not to inject the product if the inflammatory
reaction generated is significant.

PRECAUTIONS FOR USE

« Juvéderm® VOLBELLA® with Lidocaine is indicated for intradermal
injection for fine lines and moderate skin depressions, injection into the
mucous membrane for the lips, and submuscular / pre-periosteal injection
for the tear trough/infraorbital area.

« Medical practitioners must take into account the fact that this product



contains lidocaine.

« Juvéderm® VOLBELLA® with Lidocaine is not intended for use in breast
augmentation/reconstruction.

« As a matter of general principle, injection of a medical device is associated
with a risk of infection. Standard precautions associated with injectable
materials shall be followed.

« There is no available clinical data about injection of Juvéderm®VOLBELLA®
with Lidocaine into an area which has already been treated with a non-
ALLERGAN dermal filler.

« It is recommended not to inject into a site which has been treated with
a permanent implant.

« No clinical data is available regarding the efficiency and tolerance of
Juvéderm® VOLBELLA® with Lidocaine injections in patients having a
history of, or currently suffering from, autoimmune disease or autoimmune
deficiency or being under immunosuppressive therapy. The medical
practitioner shall therefore decide on the indication on a case-by-case
basis, according to the nature of the disease and its corresponding
treatment, and shall also ensure the specific monitoring of these patients.
In particular, it is recommended that these patients undergo a preliminary
skin testing for hypersensitivity, and to refrain from injecting the product
if the disease is active.

« There is no available clinical data concerning the tolerance of Juvéderm®
VOLBELLA® with Lidocaine injection in patients presenting a history of
severe and/or multiple allergies. The medical practitioner shall therefore
decide on the indication on a case-by-case basis, according to the nature
of the allergy, and shall also ensure the specific monitoring of these at-risk
patients. In particular, the decision may be taken to propose a skin testing
for hypersensitivity or suitable preventive treatment prior to any injection.
In case of history of anaphylactic shock, it is recommended not to inject
the product.

« No clinical data is available concerning treatment in the infraorbital
region with Juvéderm® VOLBELLA® with Lidocaine in patients with a
pre-existing tendency for infraorbital oedema. The medical practitioner
should therefore consider the patient’s medical history and infraorbital
anatomy and physiology in evaluating whether the patient is a candidate
for treatment. These patients must be warned of the potential increased
risk of prolonged oedema that may occur following infraorbital treatment.
« Patients showing a history of streptococcal disease (recurrent sore
throats, acute rheumatic fever) shall be subjected to a skin testing for
hypersensitivity before any injection is administered. In the event of acute
rheumatic fever with heart complications, it is recommended not to inject
the product.

« Patients on anti-coagulation medication or using substances that
can prolong bleeding (warfarin, acetylsalicylic acid, nonsteroidal anti-
inflammatory drugs, or other substances known to increase coagulation
time such as herbal supplements with garlic or ginkgo biloba, etc.) must
be warned of the potential increased risks of bleeding and haematomas
during injection.

« There is no data available regarding the safety of injecting greater amount
than 20 mL of ALLERGAN dermal fillers per 60 kg (130 Ibs) body mass per
year.

« Due to presence of lidocaine, the combination of Juvéderm® VOLBELLA®
with Lidocaine with certain drugs that reduce or inhibit hepatic
metabolism (cimetidine, beta-blockers, etc.) is not recommended.

« Due to presence of lidocaine, Juvéderm® VOLBELLA® with Lidocaine
should be used with caution in patients showing symptoms of cardiac
conduction disorders.

« Please recommend that the patient not use any makeup during the 12
hours following the injection treatment and that any extended exposure
to the sun, UV rays and temperatures below 0°C be avoided, as well as any
sauna or hammam sessions during the two weeks following the injection
treatment.

« The composition of this product is compatible with fields used for
magnetic resonance imaging.

INCOMPATIBILITIES

Hyaluronic acid is known to be incompatible with quaternary ammonium
salts such as benzalkonium chloride. Juvéderm® VOLBELLA® with Lidocaine
should therefore never be placed in contact with these substances or with



medical-surgical instrumentation which has been treated with this type of
substance.
There is no known interaction with other local anaesthetics.

UNDESIRABLE EFFECTS

The patients must be informed that there are potential side effects
associated with implantation of this product, which may occurimmediately
or may be delayed. These include, but are not limited to:

« Inflammatory reactions (redness, oedema, erythema, etc.) which may be
associated with itching, pain on pressure, and/or paresthesia, occurring
after the injection. These reactions may last for a week. In particular,
injection in the mucous membrane of the lips or infraorbital area may
cause more oedema and bruising due to the specific physiology of these
tissues. A preventive anti-inflammatory treatment by a medical practitioner
can be recommended.

- Haematomas.

« Induration or nodules at the injection site.

« Staining or discolouration of the injection site might be observed,
especially when HA dermal filler is injected too superficially and/or in thin
skin (Tyndall effect).

« Poor effect or weak filling effect.

« Rare but serious adverse events associated with intravascular injection
of dermal fillers in the face and tissue compression have been reported
and include temporary or permanent vision impairment, blindness,
cerebral ischemia or cerebral hemorrhage, leading to stroke, skin necrosis
and damage to underlying structures. Immediately stop the injection if
a patient exhibits any of the following symptoms, including changes in
the vision, signs of stroke, blanching of the skin or unusual pain during
or shortly after the procedure. Patients should receive prompt medical
attention and possibly evaluation by an appropriate medical practitioner
specialist should an intravascular injection occur. Abscesses, granuloma
and immediate or delayed hypersensitivity after hyaluronic acid and/or
lidocaine injections have also been reported. It is therefore advisable to
take these potential risks into account.

« Patients must report inflammatory reactions which persist for more
than one week, or any other side effect which develops, to their medical
practitioner as soon as possible. The medical practitioner should use an
appropriate treatment.

« Any other undesirable side effects associated with injection of Juvéderm®
VOLBELLA® with Lidocaine must be reported to the distributor and/or to
the manufacturer.

METHOD OF USE - POSOLOGY

« This product is designed to be injected into the dermis, in the mucous
membrane of the lips, or in the submuscular / pre-periosteal plane in the
infraorbital area, by an authorized medical practitioner in accordance with
local, applicable regulation(s). In order to minimize the risks of potential
complications, and as precision is essential to a successful treatment,
the product should only be used by medical practitioners who have
experience in injection techniques for the area of use, and by those who
are knowledgeable about the anatomy and physiology at and around the
site of injection.

« Use of the supplied 32G1/2" needle is recommended. However, depending
on the medical practitioner’s preferred injection technique, it is possible
to use:

- a30G sterile cannula (please refer to the list hereunder). Choice of cannula
length is determined by the user according to his/her injection technique,
-a30G1/2"sterile needle

Material Number Description

94323/ HPC30019ACSH Easyflow System-20* cannula 30G x 19mm.

94324/ HPC30025ACSH Easyflow System-20* cannula 30G x 25mm.

HPC-30013A 30G1/2"TSK Hypodermic needle

« Contra-Indications, Method of use, Precautions for use and Warnings
defined for the needle in this leaflet apply also to the cannula referenced



above if used with this product.

« Juvéderm® VOLBELLA® with Lidocaine is to be used as supplied.
Modification or use of the product outside the Directions for Use may
adversely impact the sterility, homogeneity and performance of the
product and it can therefore no longer be assured.

« Prior to treatment, medical practitioners shall inform their patients
about the product’s indications, contra-indications, incompatibilities and
potential undesirable effects/risks associated with dermal fillers injection
and ensure that patients are aware of signs and symptoms of potential
complications.

« The area to be treated should be disinfected thoroughly prior to the
injection.

« Remove tip cap by pulling it straight off the syringe as shown in fig. 1.
Then firmly push the needle provided in the box (fig. 2) into the syringe,
screwing it gently clockwise. Twist once more until it is fully locked and has
the needle cap in the position shown in fig. 3. If the needle cap is positioned
as shown in fig. 4, it is incorrectly attached. Next, remove the protective cap
by holding the body of the syringe in one hand, the protective cap in the
other, as shown in fig. 5, and pulling the two hands in opposite directions.
Prior to injecting, depress the plunger rod until the product flows out of
the needle.

Inject slowly and apply the least amount of pressure necessary.

If the needle is blocked, do not increase the pressure on the plunger rod.
Instead, stop the injection and replace the needle.

Failure to comply with these precautions could cause a disengagement of
the needle and/or product leakage at luer-lock level and/or increase the
risk of vascular compromise.

« After needle insertion and before injection, it is recommended to
withdraw slightly the plunger to aspirate and verify the needle is not
intravascular.

« For injections in the infraorbital area, the following technique is
recommended:

- Insert the needle below the orbital rim perpendicular to the skin
surface and advance until contacting the periosteum

- Slowly inject in the submuscular/pre-periosteal plane along the
infraorbital hollow with the needle using a depot injection technique.
Reposition the needle as needed in between depot injections, always
ensuring that the needle is directly below the muscle and aspirating prior
to injection to ensure the needle tip is not within a vessel.

- If a cannula is used instead of a needle, use the introducer needle
to create an insertion point for the cannula below the orbital rim and inject
using a retrograde tunneling technique.

« If immediate blanching occurs at any time during the injection, the
injection should be stopped and appropriate action taken such as
massaging the area until its return to a normal color.

« The degree and duration of the correction depend on the character of
the defect treated, the tissue stress at the implant site, the depth of the
implant in the tissue and the injection technique. The amount injected will
depend on the areas which are to be corrected based on the experience of
the medical practitioner.

« Do not overcorrect as injection of an excessive volume can be at the
origin of some side effects such as tissue necrosis and oedema.

« A touch up (for achieving optimal correction) and/or a repeat (for
maintaining optimal correction) treatment with Juvéderm® VOLBELLA®
with Lidocaine might be required.

« It is recommended to wait until side effects are resolved (with a minimal
interval of 2 weeks) between two injections.

« It is important to massage the area treated after the injection in order to
ensure that the substance has been uniformly distributed.

WARNINGS

« Check the expiry date on the product label.

« In the event that the content of a syringe shows signs of separation and/
or appears cloudy, do not use the syringe.

« Do not re-use. Sterility of this device cannot be guaranteed if the device
is re-used.

« Do not re-sterilise.

« For the needles :

- Used needles must be thrown away in the appropriate containers. Do the



same for the syringes. Please consult the current applicable directives to
ensure their correct elimination.
- Never try to straighten a bent needle; throw it away and replace it.

STORAGE CONDITIONS
- Store between 2°Cand 25°C.
« Fragile.



ZYNOEZH

éAn vahoupovikou o&éog 15 mg
Y&poxAwpikn Aidokaivn 3mg

PuBuioTiK6 StdAupa pwogopikwy pH7,2q.s. 1 mL

Mia ouptyya mepiéxet 1mL Juvéderm® VOLBELLA® with Lidocaine.

MEPIFPAOH

To Juvéderm® VOLBELLA® with Lidocaine eivai éva amooTelpwpévo,
HN TTUPETOYOVO Kal QUOIONOYIKOG SIAAUHO UE OTAUPOEISEIC SECHOUC
vahoupovikol o&o¢ pn {wikng mpoéhevonc. H yéAn SwatiBetat ot
SiaBabpiopévn mpoyepiopévn clptyya pag xpriong. Kabe ouokevacia
mepiéxel Svo ouplyyeg Juvéderm® VOLBELLA® with Lidocaine 1 mL, 4
amooTelpwpéves Behdveg 32G1/2" piag xpriong, mou mpoopilovtal povo
yla v éyxuon tou Juvéderm® VOLBELLA® with Lidocaine, éva @uA\aSio
08Ny Kal £va OET ETIKETWV yia va Stlac@alileTal n ixvnAacipotnta.

ANOZTEIPQFH

To meplexdpevo Twv oupiyywv Juvéderm® VOLBELLA® with Lidocaine
£xel amooTelpwOei pe vypr) BeppotnTa.

Ot BeAoveg 32G1/2" amooTelp@vovTal UE aKTIVOBONia.

ENAEIZEIZ

« To Juvéderm® VOLBELLA® with Lidocaine gival éva evéGIHO EPQUTEVHA
YéANG mou mpoopiletal yia TN Bgparmeia Twv AEMTWV YPAUUGV Kol TwV
BaBouvhwpdtwy pecaiou peyEBouc Tou Sépuatog mou ogeilovtal o€
KATAOTACEIG OTIWG N TPOWpN yrpavon.

« To Juvéderm® VOLBELLA® with Lidocaine pmopei emiong va
xenowomonBei yia v evioxuon kat v avgnon Tou Oykou Twv
XEWY, yia TN §16pOwon oMKWV ENATTWHATWY, OTTWE N ACUPHETPIa, Ot
TIAPAHOPPWOELG TOU TIEQIYPAUMUATOG, N ATIWAELX OYKOU K.ATT.

« To Juvéderm® VOLBELLA® with Lidocaine mpoopiletal yia xprion
Héow éyxuong oty em@avelakr 1 pecaia Seppida 1 otov BAevvoyodvo
TWV XEMWV amd e§ouctodotnuévo 1aTpikd mpoowrko. Ma tn Beparneia
BaBouvAwpdTwy Tou S£PPATOC 0TV UMTOKAYXIa SaKPUIKA avAaka (eploxn
YVWOTH Kal WG KOMOTNTA TwV SaKpOWV), GUVICTATAL N £YXUON KATW amd
Huikr oTIBASA ) 0TV TTEPLOYT| AVW I} TIEPT TOU TTEPIOTTEOU.

« H mapouaia Midokaivng mpoopiletat yia va HEIWOEL Tov TOVo Tou acbevi
Katd ) Beparneia.

ANTENAEIZEIX

« Mnv eyxvete 1o Juvéderm® VOLBELLA® with Lidocaine ota BAépapa.

« Na pnv eyxvete ota aipo@opa ayyeia (evdoayyetakd). H evSoayyeiakn
£yxuon umopei va mTpokarécel lBOMOUO, amdPEagn Twv ayyeiwy, oxaipia
1 éuppayua.

« Na pnv yivetat unepBolikry S16pbworn.

«To Juvéderm® VOLBELLA® with Lidocaine Sev mpémel va xpnotpomoleitat
ano:

- acbeveig mou umogépouv amd emAnyia mou Sev avtipeTwmileTal
BepameuTikd,

- AOBEVEIG E TAON EUPAVICNC UTTEPTPOPIKWY OUAWY,

- aoBeveiq pe yvwoTh umepevaioBnoia 0To VANOUPOVIKG O&U Kal/r| o€
Baktnplakéc MpwTeiveg BeTIKEG Katd Mkpay, KABWS To VAAOUPOVIKO 0&L
TAPAYETAL Ao BOKTHPIC TUTTOU GTPEMTOKOKKOU,

- aobevei¢ pe yvwotr umepevaicdnoia otn Aidokaivn 1 oe TOMIKA
avalednTikd tumou apdiou,

- aoBEVEIG TTOU LTTOPEPOLV MO TTOPPUPIA,

- gyKUou¢ iy Onhalouoeg yuvaikeg,

- maudid (NAiKiag KATw Twv 18 £Twv).

«To Juvéderm® VOLBELLA® with Lidocaine Sev mpémel va xpnotpomoleitat
O€ TIEPIOXEG HE SEPUATIKA TIPOPAHATA OTIWG GAEYHOVH fi/Kal HONOVOEIG
(akpn, €pmng KATL).

«To Juvéderm® VOLBELLA® with Lidocaine Sev mpémel va xpnotpomoleitat
oe dpeco ouvduacuo pe Oepameia Aéilep, Babeia XnpIKA amolémon
(deep chemical peeling) 1} Seppand&eon (dermabrasion). Ltnv mepimtwon



NG EMOEPUIKAG AMONETIONG, TPEMEL VA AITOPEVYETAL N €yXUOn €4V €xel
mpokAnBei coPapr PAeypovdSnG avtidpaon.

MPOO®YAAZEIX KATA TH XPHEH

« To Juvéderm® VOLBELLA® with Lidocaine evSeikvutal yla ev8oSeppikn
£yxuon yla tn Bgpaneio Twv AEMTWV YPOPUWV Kat Twv BabovAwpdtwv
Heoaiou peyEBoug Tou S€puatog, yla éyxuon otn puikn HepBpavn yia ta
XeiAn kat yia éyxuon katw amd tn puikn otBdda r oTnv mepLoxn Avw Iy epi
TOU TTEPIOOTEOU yia TN SaKPUIKK aUAaKa/ UTTOKOYXIa TTEPIOXH.

« Ot 1atpoi mpémet va AapBAavouy umo v Toug To yeyovog OTL TO TTPOoidv autd
meptéxel MiSokaivn.

« To Juvéderm® VOLBELLA® with Lidocaine Sev £xgl oxeSl00Tel yia xprion
o€ eMePPAOEIC S10YKWONG/816pBwang Tou oTrBouc.

« Q¢ YEVIKOG Kavovag, N £yXUOT LATPOTEXVONOYIKWY TIPOTOVTWY CUCXETICETal
He kivbuvo poluvone. TMpémet va Aappavovtat ot KaBlepwpéveg
TIPOPUAAEEIC TTOU OXeTICOVTal LE TA EVETIUA TIPOTOVTA.

« Aev undpyouv Sabéoipa KAvika Sedopéva OXETIKA pE TNV €yxuon
Tou Juvéderm® VOLBELLA® with Lidocaine oe meploxr) mou éxel idn
avTIpeTwmoBei BepameuTikd pe Seppatikd ep@uTELCIHO ToU Sev eival
mpoi6v g ALLERGAN.

« ZuVIOTATaL Va PNV Yivetal £yXucn O€ TIEPIOKH TTOU £XEl AVTILETWMOOEL
BEPAMEVTIKA UE HOVILO EPPUTEVAL.

« Aev umdpyouv Sabéopa  KAWVIKG  Sedopéva  OXETIKA pE TNV
QAMOTENECUATIKOTNTA Kat TV avoyh) Twv eyxuoewv Juvéderm® VOLBELLA®
with Lidocaine oe a0Beveic pE 10TOPIKO QAUTOAVOONG VOOOU N UE
QAUTOAVOON VOO0 Ot €EENEN 1) PE AUTOAVOON QVETAPKELX 1) O aoBEeVEiG
ToU AapBAVOUV AVOCOKATAGTAATIKY aywyr|. O 1aTpo¢ Ba TPEMel CUVEMWS
va amo@acilel 6oov apopd TIG eVOEIEEIS KATA MEPITTWON, avaAdywg TG
@UONG TNG VOOOU Kal TG avTioToIXNG BEPAMEVTIKAG AVTIMETWITIONG TNE, Kal
Ba mpémnel emiong va Slac@alilel v €181kr mapakoAoudnon Twv acOeviv
auTwVv. Mo oLYKEKPIPEVA, CUVICTATAL VA TIPAYHATOTOLEITAL TIPOKATAPKTIKH
Sepuatikn Sokipacia yla umepevaicnaoia otoug acBeveig autoug Kat va
HNV TIpayHaToTIoLETaL £€YXUOT TOU TTIPOIGVTOC AV ) VOOOG ival evepyn.

« Aev umapyouv Slabéotpa KAVIKG SeSopéva OXETIKA peE TV avoxn
g éyxuong Juvéderm® VOLBELLA® with Lidocaine ot acBeveic mou
Tapouctalouy I0TOPIKG GoBapwy Kal/f TOAAmA®V aMepyiov. O 1aTpog Ba
TIPETEL CLVETWG Va armo@acilel doov apopd TIC evOEifelg KaTd TepinTwon,
avaloywe TG euong TG arepyiag, kat Ba mpémel emiong va Stac@ailet
NV E18IKr TapakoAovBnon Twv acOeVWY AUTWV TToU SIATPEXKOLY KivEuvo.
Mo ouykekppéva, evdéxetal va AngBei andpaon va mpotabei Seppatikr
Sokipacia yia vmepevalodnoia 1 KATAANAN TTPOPUAAKTIKA aywyr} eIV
anod omoladATIOTE £yXUon. Z& TEPITTWON I0TOPIKOU AVAQPUAAKTIKOU GOK,
OUVIOTATAL VO UNV £yXVETAL TO TIPOIOV.

« Agev umapyouv Slabéotpa KAviKa Sedopéva OXeTIKG pe Tn Bepameia TG
UToKOYXIaG TEPLOXNG Ue To Juvéderm® VOLBELLA® with Lidocaine o€
aoBeveig ou mpoUmdpxouoa Taon yia oidnpa otnv meptoxr autr. O 1aTpdg
Ba mpémel CUVEMWC va AapBAavel uMeYn To 1TOPIKG Tou acBevr) Katl TNV
avatopia Kal T QUOIOAOYia TNG UTTOKOYXIAG TIEPIOXAG KATA TNV aglohdynon
NG KataAMnAOTNTaG Tou aoBev yia Bepareia. Ot acOeveic autoi mpémet va
mpogISomolouvTal yla EVEEXOHEVO KIVEUVO TAPATETAUEVOU OISHHATOC TTOU
pmopei va akohouBrioel Tn Bepareia TNV uMOKAYXIa TIEPLOXT.

« Ot aoBeveic UE TPONYOUHEVO IOTOPIKO VOOOU GTPEMTOKOKKOU
(umotpomadouoa Kuvdyxn, o&eia pevpatoeldny apbpitda) mpémel va
unoBdAlovTal oe Seppatikr Sokipacia yia umepevalodnaia mpiv amé kabe
£yxuon. H éyxuon 8ev ouvioTtatal otnv mepintwon o&eiag peupaToeIdoug
apBpitidag mou evrtomiletal 0TV MEPLOXT TG KAPSIAC.

« Ot acBeveic mou AapPAvouv QVTIMNKTIKY aywyn 1@ XENGCIHOTOlouV
ouoie¢ mou pmopouv va mapateivouv TNV aipoppayia (Bapeapivn,
AKETUNOGANKUAIKO OV, 1N OTEPOEISH aVTIQAEYHOVWEN PAPHaKa, 1} GANEG
0UGIEC TIOU Eival YVWOTEG yla TNV avgnon Tou Xpdvou mENG aipatog 6nwg
GUUMANPWHATA PUTIKAG TTPOENEVONG pe okopdo 1 ginkgo biloba, k.Am.)
TIPEMEL va PoEeISomolouvTal yia Toug SuvnTikoUg au§npévoug Kivdovoug
algoppayiag Kal AIPATWHATWY KATd TN SIAPKELa TG £yXuong.

« Aev undpyouv Slabéotpa oTolxeia OOV aPopd TNV AcPANEId EQOTOV
EYXVETALTTOCOTNTA SEPHATIKWY EUPUTEVMATWY ALLERGAN peyalUTepn Twv
20 mL ava 60 kg (130 Ibs) palag owpatog ava €toc.

« Noyw g mapousiac ¢ Midokaivng, o ouvduaopog tou Juvéderm®
VOLBELLA® with Lidocaine pe oplopéva QAPHOKA TIOU HEOVOLV 1
avaoTENOLV TOV NITATIKG HETABOMOHO (OIpeTISiv, BATA-AVACTOAEIC KAL)




Sev ouviotdrat.

« Noyw ¢ mapouaiag tne Mdokaivng, to Juvéderm® VOLBELLA® with
Lidocaine Ba mpémel va XpnolpomolEital Ue TIPOCOYN Ot AoBeveiC ou
£UPavifouV CUUMTWHATA SIATAPAXWY TNG AYWYILOTNTAG TNG KAPSIAG.

« Zuviotatal 0 acBevi¢ va PNV opd UEK-Amm yia 12 WPEG HETA amd TV
£yXuon Kal va omo@elyel TV mapatetapévn €kBeon otov nAo, TV
uneptddn (UV) aktivoPolia, Beppokpaocieq katw tou 0°C, Kabwg Kat tn
Xprion odouvag 1 atuoAouTpwy (Xapdp) yia dVo eBSOUASEC peTd TV
&yxuon.

« H oUvBeon Tou mpoidvTog autou To KabloTd cupPatd pe ta media mou
XPNOILOTTOIOVVTAL YIa TNV ATTEIKOVION HAyVNTIKOU GUVTOVIOHOU.

AZYMBATOTHTEZ

Ynapxet yvwotr) acupBatotnTa HETagl Tou UAAOUPOVIKOU 0&£0¢ Kal TwV
AAATWV TETAPTOTAYOUS AppwViou Omw ival To xYAwptouxo BevaAkwvio.
la 1o Adyo autéd cuvioTaTal va pnv épxetal moté o emagr) to Juvéderm®
VOLBELLA® with Lidocaine pe autég TiC OUGIEG, I} HE LATPIKO-XEIPOUPYIKO
UAIKO TO 000 €XEl UTTOOTE EMEEEPYATIA UE OUGIEC AUTOU TOU TUTTOU.

Agv uniapxel yvwoTr aAnAemidpacn pe GANa Tomka avaioOnTika.

ANEMIOYMHTEE ENEPTEIEE

Ot aoBeveic mpémel va yvwpilouv 0TI UMGPXOULV TOAVEC TIAPEVEPYELEG
OXeTI{OUEVEG PE TNV EUQPUTELCN TOU TIPOIOVTOC, TIOU EVOEXETAl Va
EUQQVIOTOUV GuECA N N EUQPAVION) TOUG va KABUOTEPNOEL AUTEQ
mephapBavouy, alld Sev meplopilovtal o€:

« ONeypovdelg avTidpdoel (KokKviha, oidnua, epvBnua KAL) mou
umopei va oxetifovtal ue Kvnouo (payolpa) kal/rj TOVo Katd Tnv migon
Ka/fy mapaioBeoia, eppaviCopeve; peTd TV éyxuon. Ot avtidpacelq
QUTEC evBéxeTal va SlapkEoouy yla pia efSoudada. Mo cuyKekpluéva, n
£yxuon otov BAevvoyovo Twv XEWY 1y 0TV UTTOKOYXIA TIEPLOXT EVOEXETAL
va TIPOKANECEL TIEPIOCOTEPO OIdNUA Kal MWAWTEG AOyw NG €8IKNG
Ppuaotoloyiag TV I0TWV auTwv. O 1[aTPOG UMOPEL VA CUCTHCEL TTPOQUAAKTIKN
avTipAeyHov®dn Bepanceia.

« Alpatwuara.

« ZkAfjpuvon i olidia oTo onueio £yxuonc.

« Evééxetal va mapatnpnBei xpwHaTIOUOE i} amoXpwHATICHOG TOU GnEiou
£yxuong, 181KOTEPA OTAV TO SEPUATIKO EMPUTEVHA UAAOUPOVIKOU 080G
eyxUeTal UTIEPBONIKA EMPAVEIAKA Kal/fy Ot Aemtod Sépua (Qavouevo
Tyndall).

« Kakr| amoteheopatikotnTa 1 Kakn ikéva mipwong (filling).

« Exouv avagepBei omdvia aAd cofapd avemBuunta cupPdvta mou
ouvd£ovTal PeE TNV eVOOAYYELOKT £yXUon SEPUATIKWY EPPUTEVHATWY OTO
TPOOWTTO KAl UE CUUTTIESN TWV I0TWY, Ta omoia mepAapBavouv mapodikn
n povipn Slatapayrn ¢ o6paong TUEAWON, €yKEQAAIKY oxalpia 1
£YKEPANIKT aipoppayia, Tov 08nyolV oe eyKEPAANIKO EMEICOSI0, VEKPWON
Tou Séppatog Kat BAAPN Twv UMOKEIUEVWY SopWV. ITAUATAOTE ApPEOWS
v éyxuon av o acBevri¢ MapoucIdoel OMOIOSHTTOTE amd Ta MAPAKATW
CUUMTWHATA, Ta omoia mepAapBdvouv alayéc otnv 6pacn, onueia
£yKe@alikoL emeloodiou, Y\wHada Tou Séppatog fi acuvriBioTo mévo Katd
™ S1dpkela i apéowg petd amdé tn Siadikaoia. Ot acOeveic Ba mpémet va
AaBouv apéowg 1aTPIKN GEOVTISa Kal, av UMIApXEL SuvaTtoTNTa, EKTIUNON
ané KAataMnAo €181K6 1aTPo, EQOTOV £xel TIpayHatomoindei evSoayyelakn
éyxuon. AmooTpata, KOKKiwHa kat  dpeon 1 kaBuotepnuévn
unepevatoBnoia PeTd amoé eyxUoEIC UaAoupoVIKoL o&€og kal/r) MSokdaivng
£xouv emiong avagepbei. Ma T0 Adyo autd cuvioTdtal va AapBdvovtat
unoyn ot mbavoi autoi Kivéuvol.

« Ot aoBeveic MPEMEL va avapépouv TO CUVTOHOTEPO Suvatd GTov 1ATPd
TOUG TIC PAEYHOVWSEIC avTISPACELC TToU SlapKoUV MEPICGOTEPO amo pia
£BSopada fy omoladnmote AN avemBUPNTN evépyela mapouotacTei. O
1aTPAC Oa Mpémel va SIacPONCEL TNV QVTIHETWITION TOUG HE KATAAANAN
Bepaneia.

« O Slavopéag f/kal 0 KataokevaoTrg Ba MPEMel va evnuepwvovTal
OXETIKA UE OTTota ANAN avemBUUNTN evEPYEla OXETICETAL UE TNV €yXUON TOU
Juvéderm® VOLBELLA® with Lidocaine.

TPONOZ XPHIHZ-AOZOAOTIA

To mpoidv autd mpoopiletat yia €yxuon otnv Seppida, otn BAevvoydvo
HePBPAVN TWV XEIWY, 1} TNV TIEPLOX KATW aTtd TN Uik oTiada r mavw fy
TIEP( TOU TIEPIOOTEOU, OO EE0UCIOSOTNHEVO LATPIKO TIPOOWTTIKG, CUHPWVA




HE TOUG TOTIKOUG Kavoviopoug. lMpokelpévou va ghayiotomonfolv ot
SuvnTikég emmAoKEC Kat KaBW¢ n akpieta eival amo@actoTIKhG onuaciag
yla pia emruxnpévn Ogparneia, 1o mpoidv Oa mpémel va xpnotpomolEital uovo
ano 1atPoug mou SIaBETOVY EUMEIPIa OE TEXVIKEG £yXUONG OTIG TIEPIOXES
XPNONG Kat armd 1atpoUg HE YVWOon TG avatopiag Kat TG guctohoyiag g
TEPIOXG yXUONG Kal TG TTEPLOXG YUPW amd auTrv.

« Juviotdtal n XpARon TG mapexopevng Behovag 32G1/2" Qotdoo,
avaloya pe T mpoTIpwHevn péBodo éyxuong Tou tatpoy, ivat Suvato va
xpnotpomotnOei:

- amooTelpwpévn Beddva pe apPAU dkpo (kavouha) 30G (BA. Tov mapakatw
katdAoyo). H emAoyr| Tou prikoug Tng kdvoulag mpoaodiopiletat amd tov
XPNotn BACEL TNG TEXVIKAG £yXuong Mou epapHOleL.

- armootelpwpévn BeAova 30G1/2"

Ap1BuOG LAIKOU MNeptypaen

94323/ HPC30019ACSH | Easyflow System-20* kavoula 30G x 19mm.

94324/ HPC30025ACSH | Easyflow System-20* kvoula 30G x 25mm.

HPC-30013A 30G1/2"TSK YnoSepuikr| Berova

« Ot Avtevéeigeic, o Tpdmog xpriong, ot Mpo@uAdgelg katd n xprion Kat
ol MNpoeidomooelg mou opifovtal yia T Beddva oTo Mapov @UANGSIo
10XUOULV ETTIONG KAl YIa TIG KAVOUAEG TTOU ava@EépovTal apandvw, EpOcoV
XPNOIOTTOIOUVTAL PE AUTO TO TTIPOTOV.
« To Juvéderm® VOLBELLA® with Lidocaine mpénel va xpnoigornoleitat
onwg mapéxetal. Omoladimote Tpomomoinon 1 Xprion Tou TPOIGVTOG, N
ormoia §ev CUPHOPPWVETAL TIPOG TIG 0SNYIEG XPHOEWG TIOU TIEPIEXOVTAL OTO
mapov QUANASIO, PTMOpPE( va eMMpPedoel SUOUEVWG TNV ATTOOTEIPWOTN, TNV
OHOIOYEVELQ Kal TNV amdSoaon Tou TPoiovTog, Ta omoia Sev Ba gival miéov
gyyunpéva.
« Mpwv amé tn Bepaneia, ot lATPOI TTPEMEL VA EVNUEPWVOULV TOUG aoBeveig
TOUG OXETIKA ME TIG evBeifelg, TG avtevdeifelg, T aoupBatotnTeg Kat
TIC SUVNTIKEG avemBUUNTEG EVEPYEIEC/KIVEUVOUG TOU TIPOIOVTOG TTou
a@opouV TNV €yXuon SEPUATIKWY EUPUTEVPATWY Kal va BeBaiwvovtal
6Tl o1 aoBeveiq yvwpilouv Ta onueia Kat Ta CUMMTWHATA TWV SUVNTIKWY
ETITAOKWV.
« Mpwv amd v éyxuon, amoAupdvete Ty mepioxn uné Bepaneia Sie§odika.
« AQUIPEDTE TO AKPO TOU MMWHATOG TPaBWVTag otnv ubeia TG ouplyyag,
OMwG Qaivetal oty €IK. 1. TN OLVEXEID TIEOTE OPIXTA TN BeNdva Tou
TIApEXETal OTO KOUTI (€1K. 2) 0T oUplyya, BidwvovTag anald pe T gopd
Twv SEIKTWV Tou pooyioU. MePIOTPEPTE aKOpa pia popd Ewg dTou
«KAEWBWOE A PWG To TWHA TNG BeEAdvVag oTn BEon Tou @aiveTal OTnV EIK.
3. Av 1o mpa NG BeAdvag éxel TOMOBETNOE! OTIWG PaiveTal oTnV £IK. 4, £XEL
mpooaptnBei AavOaopéva.
3TN OUVEXEID, AQAIPECTE TO TIPOOTATEUTIKO TIWHA, KPATWVTAG TO KUPIO
HEPOG TNG oLPLYYAG OTO £va XEPL, TO TTPOOTATEUTIKO TTWHA 0TO dANO, OTIWG
@aiveTat oty K. 5 kat tpapwvtag Ta SVo xépla o€ avTiBeTeg KAaTEUBUVOEIG.
Mptv and v éyxuon, mMéoTe 1o £UPBOA0 £wg OTOU TO TTIPOIOV APXIOEL va péel
£€w amod tn Berdva.
Mpaypatonmojote TNV €yxuon apyd Kai €QappocTte 600 1o Suvatdv
Ayotepn mieon.
Av n Behova gival HmoKapIopévn, unv au§Aavete Tnv miieon oto €uBolo. Avt’
QUTOV, OTAUATAOTE TNV £yXUON KAl QVTIKATAOTHOTE TN BeAdva.
H pn mpnon autwv twv péTpwv mPo@UAagnG HIMopei va TPOKAAEoEL
kivbuvo amoouvdeong g Peldvag karn Siaguyry Tou TPOIOGVTOG OTO
eninedo Tou luer lock kai/r} va auv€roet Tov kivbuvo ayyelakng BAGRNG.
« Meta v eil0aywyr) TG BeAGvag Kat ptv amd Ty £yXuon, OUVICTATAl Va
a@aIP£oETE ENAPPWS TO £UBONO yla va TIPAYUATOTIOINCETE avappo®non
katva Beawdeite 6T n Behova Sev ivat evdoayyelakr.
« MNa v éyuon oTn UTTOKOYXIA TTEPLOXT} CUVICTATAL N TIAPAKATW TEXVIKI:

- Elodyete T Behdva kdBeta oTov 0pBaNuIko KOyxo oTnv empavela
Tou S€PPATOG Kal TIPOXWPNOTE HEKPL VO OUVAVTIOETE TO TTEPIOOTEO.

- EyxUote oyd otnv mepiox katw améd tn puikn otpada i mavw
Kal TEPi TOU TIEPIOOTEOU TTAPANMANAQ HE TNV UTTOKOYXIO KOINOTNTA ME TN
BeAOVA XPNOIMOTIOWWVTAG TNV TEXVIKY TNG Ppadeiag kal mapatetapévng
£yxuong (texviky depot). EmavatomoBetriote Tn Peddva omwg anaiteitat
HeTagy Twv eyxuoewv depot, Stacgalilovtag mdvta ot n Behdva Bpioketal



AKPIBWC KATW armd ToV HU Kal avappopwVTag TpLv amod Ty £yXuon yia va
SlacpahoTei 6Tt To dkpo TN PeAovag Sev BpioKeTal EVTOC ayyeiou.

- E4v xpnotpomoinBei kdvoula avti yia BeAOVA, XPNOIUOTIOIEIOTE
Hia BeAOvVa €10aywyn¢ yla va SNUIOUPYACETE €va onueio €106dou yla
TNV KAvoula oTNv TEPIOKT KATW amd Tov 0@BaAUIKO KOYXO Kot £yXUOTE
xpnopomowwvtag Texviki omobiag mpooméhaong (retrograde tunneling
technique).
« Avmapatnpen®ei Gpeco YAWHIAoUa OTTOIaSHTOTE OTIyHN KATA Tn SIApKELa
TNG €yXUONG, TTPETTEL VO OTAPATACETE TNV £yXUOHN Kal VA TIPAYHATOTIOOETE
TNV KAtdAANAN evépyela, Omwe pdAagn TG mePIoXG, HEXPL va emavéNDel TO
PUGIONOYIKO XPWHAL.
« O BaBpog kat n Siapkela ¢ Svpbwong egaptatal ané T eUCN Tou
ENATTWHATOG TTOU TTPETTEL VA BEPATTEVTEL, TNV KATATIOVNON TWV ICTWV 0TV
TIEPIOXT} TOU EUPUTEVHATOC, TO BABOC TOU EHPUTEUUATOC OTOV 1OTO Kal
NV TEXVIKA TNE éyxuong. H moootta mou eyxvetal Ba eaptnBei amd g
TIEPIOXEC TIOU UTIOKEIVTAL O S10pBwan pe BAon Ty EUMepia TOU YIaTpoU.
« Mnv mpaypartomotgite umepBoAikr S16pBwan, yati n éyxuon umepBoNKiig
TOCOTNTAG UITOPE( VO TIPOKANETEL OPIOUEVEG TTAPEVEPYELEC, OTTWG VEKPWON
TWV IOTWV Kat 0idnpa.
« Evdéxetat va amatteital Oepameia BeAtiwong (yia tnv emiteuén BéAtiotng
S816pBwoncg) kavfy emavdAnyne (yia ™ Satipnon g BéAtioTng
816p0wonc) pe Juvéderm® VOLBELLA® with Lidocaine.
« ZUVIOTATAI VA TIEPIHEVETE PEXPL Ol TIAPEVEPYELEG VA AMTOSPAROLY (ENAXIOTO
S1doTnpa ToUAdxIoToV 2 £BSOASEC) HETALL U0 eyXUCEWV.
«Meta v éyxuon, givat GNUavTIKG va HAAACCETaL N TIEPLOXT| LTTO Beparmeia
yia va BeBalveoTe 0TI N 0usia Eival OPOIOHOPPA KATAVEUNUEVN.

NPOEIAOMOIHZEIX

« EAéy€Te TV nuepounvia AEng ony €TIKETA TOU POIGVTOG.

« X& TIEPIMTWON TIOU TO TIEPIEXOUEVO HIAG GUPLYYag Mapouctddel onueia
Slaxwplopou kal/n ivat BoAS, unv xpnotporoleite T cUptyya.

« Na pnv emavaypnolponoleital. e mepintwon enavayenaoiponoinong Tou
TAPOVTOC TIPOIGVTOC, ) AMOCTEIPWON TOU TIPOTOVTOC Sev gival eyyunuévn.

« Na pnv emavanooTelpwvetal.

«Ma TIc Peoveg :

- Ot xpnotpomotnpéveg BeNOVeG mpémel va amoppinTtovial o€ €181KO yia To
oKomd autd meptékTn. Kavte To iS1o yia Tic cuptyyes. ZupBouleuBeite Tig
1oXVOUOEC 08NYIE yla va eEa0@aAioeTe TV 0pBr| amdppupn.

- Mnv emKelpeiTe TIOTE val EMAVAPEPETE A BEAGVA TTOU €XEL OTPAPBWOEL
MeTa&Te TV KAl AVTIKATAOTHOTE TNV,

ZYNOHKEZ OYAAZHE
« QuAagte petafv 2°C kat 25°C.
« EUBpavoTo.



+ Do not contain elastomer-rubber latex
M « Aev mepIéxel \aTéE ENAOTOUEPOUG-KAOUTOOUK

» Donotre-use

® + Na pnv emavaypnotpomnoleitat

« Syringe

- Suptyya

« Date of manufacture
ﬁ « Hpepopnvia kataokevrg



« Batch code

Lot « Kwdikog maptidag

« Temperature limit
25°C + Oplo Beppokpaciog
ref

« Fragile, handle with care
! + EUBpauoTo, XEIPIOTEITE TO TPOCEKTIKA

+ Needle

l:— « Behova



« Do not use if package is damaged
@ « Na pnv xpnotpomnolgitat Epocov n cuoKevaoia ivat

@Bappévn

- Attention, see instructions for use
ﬁ « Mpoooxn, dtaBdote Tig 0dnyieg xpriong

+ Use-by date
E « XpnolpomoloTe Yéxpl nHepounvia

« Sterilized using irradiation
STERIE[R] * AmooTelpwuévo, amooTteipwon pe aktivoBolia



Iz « Keep away from sunlight
lt + MpPOooTATEVOTE TO AMO TIG NMOKEC AKTIVEG

/
®:

N

« Sterilized using steam or dry heat
[sTerie [§] - Amootelpwuévo, amooteipwon He Xpron atpou 1
Beppov aépa

« Catalogue number-

« ApBpog katahoyou

« Manufacturer-

“ - Kataokevaotng



« Authorized representative in the European Community-

« E€ouciodotnuévog avtimpdownog otnv Eupwaikn
‘Evwon
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