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Juvéderme

WITH LIDOCAINE

2xTmL INJECTABLE GEL

@ Hyaluronic acid gel (20mg/mL) with 0.3% lidocaine hydrochloride.
Indications : to restore facial volume by injection by an authorized medical
practitioner in accordance with local applicable regulation.

@ éAn valoupovikoU o&éog (20mg/mL) pe 0,3% uSpoxAwpikn Midokaivn.
Ev&eifel: ATOKATAOTAON TWV GYKWV TOU TTPOOWTTOU amd £0V01080TNHEVO LATPIKO
TIPOCWTTIKO, CUHPWVA HE TV EQAPHOOTEN TOTIKN VOpOBETia.
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COMPOSITION

Hyaluronic Acid gel 20mg
Lidocaine hydrochloride 3mg
Phosphate buffer pH 7.2 g.s. 1mL

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

DESCRIPTION

Juvéderm® VOLUMA® 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 1mL Juvéderm® VOLUMA® with
Lidocaine syringes, 4 single-use 27G1/2" sterile needles to be used only
for injecting Juvéderm® VOLUMA® with Lidocaine, an instruction leaflet
and a set of labels in order to ensure traceability.

STERILISATION

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

The 27G1/2" needles are sterilised by radiation.

INDICATIONS

« Juvéderm® VOLUMA® with Lidocaine is an injectable implant intended
to restore volume of the face.

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

CONTRA-INDICATIONS

« Do not inject Juvéderm® VOLUMA® with Lidocaine in the periorbital
area (eyelid, under-eye area, crow’s feet), in the glabellar region or in the
lips.

« Do not inject into the blood vessels (intravascular). Intravascular
injection may lead to embolization, occlusion of the vessels, ischemia
orinfarction.

« Do not overcorrect.

« Juvéderm® VOLUMA® 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.

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

« Juvéderm® VOLUMA® 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® VOLUMA® with Lidocaine is indicated only for
subcutaneous and upper-periostea injections, or into the deep dermis.
The technique and depth of the injection vary depending on the area
to be treated.

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

« Juvéderm® VOLUMA® with Lidocaine is not recommended for
intramuscular injections.



« Juvéderm® VOLUMA® 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®
VOLUMA?® with Lidocaine into an area which has already been treated
with a non-ALLERGAN dermal filler.

« Itis recommended not to inject into a site which has been treated with
apermanent implant.

« There is no available clinical data regarding the efficiency and tolerance
of Juvéderm® VOLUMA® with Lidocaine injection into the non-midline
areas of the nose, nasal tip and the post-surgical/traumatic nose.
Medical practitioner should be aware of the increased risk of vascular
compromise/injury in the nasal tip due to the limited space available to
accommodate injected product and in the post-surgical/traumatic nose
due to scar and/or anatomic disruption.

« No clinical data is available regarding the efficiency and tolerance
of Juvéderm® VOLUMA® 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® VOLUMA?® 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.

« 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.

« Do not inject more than 2 mL per treatment area during each session.
« 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® VOLUMA®
with Lidocaine with certain drugs that reduce or inhibit hepatic
metabolism (cimetidine, beta-blockers, etc.) is not recommended.

« Due to presence of lidocaine, Juvéderm® VOLUMA® 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.

« Recommend that the patient avoid massaging the implantation area
and/or putting pressure on it for a few days following the injection.

« 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® VOLUMA® 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 occur
immediately or may be delayed. These include, but are not limited to:

« Inflammatory reactions (redness, oedema, erythema, etc.) which may
be associated with itching and/or pain on pressure and/or paresthesia,
occurring after the injection. These reactions may last for a week.

- 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/restoration 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® VOLUMA® 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 deep dermis,
subcutaneously, or in the upper periostea by an authorized medical
practitioner in accordance with local applicable regulation. In order to
minimize the risks of potential complications and as precision is essential
to a successful treatment, the product should be only used by medical
practitioners who have appropriate training and experience in injection
techniques for volume restoration. They have to be knowledgeable
about the anatomy at and around the site of injection.

« Juvéderm® VOLUMA® 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.

« Itis possible, if necessary, to use concurrently a local or local-regional
anaesthetic. In this case, the instructions for using these products must
be followed.

« 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.

« 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® VOLUMA®
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°C and 25°C.
« Fragile.



ZYNOEIH

éAn vahoupovikou 0&€og 20mg
Y&poxAwpikr) Midokaiivn 30mg

PuBpioTiké StdAupa wogopikwv pH 7,2 g.s. TmL

Mia cUptyya iepiéxet 1mL Juvéderm® VOLUMA-® with Lidocaine.

NEPIFPA®H

To Juvéderm® VOLUMA® with Lidocaine gival éva amootelpwpévo,
HN TTUPETOYOVO Kal PUCIONOYIKO SIGAUHA HE OTAUPOEISEIC SECHOUG
valoupovikol 0&€og pn {wikig mpoéhevons. H yéAn SatiBetat oe
TIPOYEUIOHEVN GUPLyya Miag xpnone. KabBe cuokevacia mepiéxel duvo
oUplyyeg Juvéderm® VOLUMAS® with Lidocaine 1mL, 4 amooTtelpwpéveg
Behoveg 27G1/2" pag xpriong, mou mpoopifovTal Hévo yia T éyxuon
Tou Juvéderm® VOLUMA® with Lidocaine, éva guA\GSio odnylwv Kat
£va OET ETIKETWV YIa va Stao@aNiletal n ixvnAaotpotnTa.

ANOZTEIPQFH

To meplexopevo Twv oupiyywv Juvéderm® VOLUMA® with Lidocaine xel
anooTelpwdei pe vypr) BeppdTnTa.

O1 BeNoveg 27G1/2" amooTelp@vVovTal pe akTivoBohia.

ENAEIZEIZ

« To Juvéderm® VOLUMA-® with Lidocaine sivai éva evéCIo eP@UTEUHA
IOV TTPOOPILETal yIa TNV ENAVAPOPE TOU GYKOU GTO TTPOCWTTO.

« H mapouoia Aidokaivng mpoopiletal yia va PEWOoEL Tov TTOVO Tou
aoBevoug katd t Bepareia.

ANTENAEIZEIZ

« Mnv eyxvete 1o Juvéderm® VOLUMA® with Lidocaine otnv epikoyxikn
nepoxny (BAépapo, meploxr KATw amd to patl, modt TG Xrvac) otn
HEGOPPUO TIEPIOKN, 1} OTA XEIAN.

« Nt pnv eyxUeTal oTa atpopopa ayyeia (EvSoayyeloka).

H evdoayyelakn £€yxuon umopei va mpokahéoel eUBONOHO, amoppagn
Twv ayyeiwy, oxapia i épepayua.

« Na pn yivetat umepBoAikn S16pbwon.

« To Juvéderm®VOLUMA® with Lidocaine &ev mpémnei va Xpnolpomoleitat
ano:

- acBeveic mou umoépouv amd emAnpia mou Sev avtipetwileTal
Bepameutikd,

- 000EeVE( PE TAON EUPAVIONG UTTEPTPOPIKWY OUALY,

- aoBeveic pe yvwotn unmepevaiodnaoia oto valouvpovikd oy Kavn o
Baktnplakég mpwTeiveg BETIKEC Katd Mkpap, KABWE To VAAOUPOVIKG 0EV
TIAPAYETAL A6 BOKTHPLC TOTIOU OTPEMTOKOKKOU,

- acbeveic pe yvwot umepevaicOnoia otn MiSokaivn 1 O€ TOMKA
avalodnTIka tumou apdiou,

- aoBeveic mou uo@épouv ané mopeupia,

- eyKUOUG 1} OnAalouoeg yuvaikeg,

- maud1d.

« To Juvéderm®VOLUMA® with Lidocaine Sgv ipénet va xpnolpomnoleitat
O€ TIEPIOKEC HE SePUATIKG TPOBARHATA OTTWG GAEYHOVH 1i/Kal HONOVOELG
(aKur, €prg KAL),

« To Juvéderm® VOLUMA® with Lidocaine Sev mipémel va Xpnolpomoleitat
og dueco ouvduaopd pe Bepamneia Aélep, Babeia xnuikn amohémon
(deep chemical peeling) 1 Seppamdéeon (dermabrasion). Ztnv
TIEPIMTTWON NG EMBEEPUIKIG OMONEMONG, TIPETEL VA ATOPEVYETAL N
£yxuon gdv £xel mpokAnBei coBapr} pAeypovwdng avtidpaon.

NPO®YAAZEIX KATA TH XPHXH

« To Juvéderm® VOLUMA® with Lidocaine &gv evdeikvutal yia eyXU0EIG
GANEC €KTOG amd UTTOSOPIEG, OTO Avw TIEPIOOTED i} OTNV &V Tw PAbel
Seppida.

H texvikn} kat to BaBog tne £yxuong moikilouv avaldywe Tng TEPIOXNG
Bepaneiac.




« Ot latpoi mpémel va Aapdavouv umdPiv Toug To yeyovog 0Tt To TTPoidv
auTo TEPIEXEL MiGoKaivn.

« To Juvéderm® VOLUMA® with Lidocaine gv cuviotdtal yia evEopuikég
£yXUOEIG.

« To Juvéderm® VOLUMA® with Lidocaine 5gv £xgl oxeSaoTei yia xprion
og enepPaoelg S1dykwonc/816pOwaong Tou 6TrBouc.

« TEVIKG, N EPPUTEVON LATPOTEXVOAOYIKWY TIPOIOVTWY CUCKETI(ETAl HE
Kkivduvo pohuvong. Mpémet va AapBavovtatl ot mPATUTEG TTPOPUAAEELG
TIOU CUVSEoVTaL PIE TA EVEDIA TTPOIOVTA.

« Agv umapyxouv Slabéotpa KAVIKA SeSopéva OXETIKA WE TNV £yxuon
Tou Juvéderm® VOLUMA® with Lidocaine og mepioxry mou éxel ién
avtipeTwmoBei Bepamevtikd pe Seppatikd evéolpo mou Sev givat
ALLERGAN.

« ZUVIOTATAL VA NV YIVETAL éyXUON O TIEPIOXN TIOU €XEl QVTIMETWTTIOOEL
OEPATTEVTIKA UE HOVIHO EPPUTEVHA.

« Agv umdpxouv Siabéotpa KAVIKG Sedopéva OXETIKA HE TNV
AMOTENEOUATIKOTNTA Kat TNV avoxr doov agopd tnv éyxuon Juvéderm®
VOLUMA?® with Lidocaine o pn evSIGpETES TIEPIOKEC TNG MUTNG, OTN
Pk BaABida Kat 0TN HETEYXEIPNTIKA/UETATPAUUATIKY HUTN. O 1aTpog
Ba mpénel va yvwpilel Tov au§npévo Kivouvo ayyELoKNG KATAOTOANG/
TpaupaTiopoy otn Pk PalBida AMdyw Tou TEPIOPIOUEVOL XWPEOU
mou gival S1aBéoIPog yia TV UMOSoXN TOU EYXUOUEVOU TIPOIOVTOC Kal
OTNV UETEYXEIPNTIKI/HETATPAUMATIKY HOTN Adyw TNG OULAAG Ka/fy TN
QAVATOUIKAG S130Taong.

« Agv umdpxouv Siabéotpa KAVIKG Sedopéva OXETIKA HE TNV
AMOTENEOUATIKOTNTA Kat TNV avoxr doov agopd tnv éyxuon Juvéderm®
VOLUMA® with Lidocaine og aoBeveig pie 1I0TOPIKO AUTOAVOONG VOOOU 1
HE autodvoon vooo og eENIEN 1} HE AUTOAVOOT AVETTAPKELD 1) a0BEVE(G
TToU AapBAVOUV aVOCOKATACTAATIKY aywyr). O 1laTpog Ba mpémel GUVENWG
va ano@aci{el 6oov apopd TIg vSEIEEIC KATA TTEPITTWON, AVAAOYWE TNG
@UONG TNG VOGOU Kal TNG avTioTOIXNG BEPAMTEVTIKAC AVTILETWMONG TG,
kat Ba mpémel emiong va Stac@ahilel tnv edikr mapakolovbnon Twv
acBevv autwv. Mo CUYKEKPIUEVD, CUVIOTATAL VA TIPAYHATOTOLETAl
TIPOKATOPKTIKY  Seppatiki  Sokipacia ya  umepevalcdnoia  otoug
a0Beveic aUTOUG Kal VA Unv TTPAYHATOTTOLEITAL £YXUOT TOU TIPOIGVTOG av
n véoog givat evepyn.

« Agv umapxouv S1aB£otua KAVIKA SESOHEVA OXETIKA HE TNV avoxr doov
agopd v éyxuon Juvéderm® VOLUMA® with Lidocaine og aoBeveic
TIou TTapouctalouv 16TopIKd coBapwv Kar/rj TOAAmA®Y allepytwv. O
1aTPOG Ba MPEmel CUVENWE va amo@acilel 6aov apopd Tig evaeifelg kata
TEPIMTWON, AVaAOYWS NG GUONG TNG aMepyiag, kat Ba mpémel emiong
va Slao@ahilel v eIk mapakohouBnon Twv acBeVV aUTWV TIoU
Satpéxouv kivduvo. Mo cuykekpipéva, evdéxetal va AngBei amdpacn
va mpotabei Seppatikry Sokipacia yla umepevatoOnoia 1 KAataGA\AnAn
TIPOQUAGKTIKI] aywyr TIptv amd omoladAToTe £yxuon. Ze Tepimtwon
IOTOPIKOU AVAQUAAKTIKOU GOK, GUVIOTATAL VO NV EYXVETAL TO TTPOIOV.

« Ot aoBeveic pe TPONYOUUEVO IOTOPIKO VOOOU  OTPEMTOKOKKOU
(umotpomalovoa Kuvayxn, o&eia peupatoedr) apbpitida) mpémel va
urofdMovtal oe Seppatikr Sokiacia yla unepevaiodnoia mpwv anod
K&Be €yxuon. H éyxuon Sev ouviotdtal otnv mepimwon g ofeiag
PEVHATOEISOUC apBpiTISag TTou evTomileTal oTNV TTEPIOXT TG KAPSIAC.

« Ot acBeveic mou AapPdvouv avTimNKTIKA aywyr 1 Xenotpomolouy
0Ucieg TTOU pImopoUV va Tapateivouy TNy aldoppayia (Bapeapiv,
AKETUNOGOAIKUNIKO 08U, HNn OTEPOEISH) QVTIPAEYHOVWOSN PAPHAKA,
1 AN\ OUOTIEC TIOU €ival YVWOTEG yia TNV avénon tou Xpdévou mméng
a{patog OMWEG CUUMANPWHATA QUTIKAG TIPoENEUONG e OKOpdo N
ginkgo biloba k.Am.) mpénel va mpogidomolovvTal yia Toug SuvnTikoug
auénpévoug KIvEivoug alpoppayiag Kat aipatwHAtwy Katd t SidpKela
™G éyxuone.

« Mnv eyxUeTe meploodtepa améd 2mL avd meploxri BepameuTIKIC aywyng
o€ kaBe ouvedpia.

« Agv unidpyouv Slabéotua oTolxeia doov agopd TNV acPaAela epdoov
gyXVETal TOCOTNTA SEPUATIKWY EVESIHWY ALLERGAN peyoliTepn Twv
20mL ava 60kg (130lbs) palag cwpatog o Xpdvo.

« Ndyw tng mapouociag g Aildokaivng, o cuvduaouog tou Juvéderm®
VOLUMA® with Lidocaine pe opiopéva @ApPAKA TIOU HEWVOLV 1



AVAOTEANOUV TOV NTATIKO METABOMOUO (OIUETISIVN, BriTa-avaoToAEiG
KAL) Sev ouvioTartal.

« Ndyw ¢ mapovaiag g Aidokaivng, to Juvéderm® VOLUMA® with
Lidocaine Ba mpémel va XpnolUoTIOLE(Tal PE TIPOTOXT| Ot aoBeveiG Tou
£UPaVICOLV CUUMTWHATA SIATAPAXWY AYWYIHATNTAG TG KAPSIAC.

« JuVIOTATAL OTOV acBEevV va UV QOpAa PEK-AM yia 12 WPEG HETA amd
TNV €yXUon Kal va amo@evyel Ty mapatetapévn ékBeon atov Ao, Tnv
umeptdn (UV) aktivoBolia, Beppokpacieg katw Twv 0°C, KaBwG kat T
XpPrion odouvag i atpdAouTPwWV (Xapdp) yia 80o eBSopddec.

« Juviotatal otov acBevr) va amogelyel 0 pacdl (Haldgeq) tng
TEPIOXAG EMPUTEVONG r/Kal TNV TIEON OTNV TTEPIOXH QUTH YIa HEPIKES
HEPEG PETA ammo TNV €yXuon.

« H ouvBeon tou mpoidvtog To Kabotd cupPatd pe ta media mou
XPNOIHOTTOOUVTAL YIO TNV ATTEIKOVION HAYVNTIKOU GUVTOVICUOU.

AZYMBATOTHTEZ

YTApXEl YWwOTH acupBatdtnTa HETAg TOU UAAOUPOVIKOU 0E£0C Kot TwV
AAATWV TETAPTOTAYOUS ApHWVIOU OTTWG gival To BEVIAAKWVIO XAwPLOUXO.
Ta 10 AOY0 auTo GUVICTATAL Va UNV €pXETal TTOTE Ot emaqgr| To Juvéderm®
VOLUMA® with Lidocaine g autd ta ipoidvTa, fj HE LaTPIKO-XEIPOVPYIKO
UAIKO TO oTToio éxel UTOOTE( eme€epyaaia pe autd Tov TUTTO TTPOTOVTOG.
Agv umidpxel yvwoTr aAnAemidpacn pe dGAa Tomikd avaioBnTikd.

ANEMIOYMHTEZ ENEPTEIEZ

O1 acBeveic mpémel va yvwpifouvv 6Tt umdpxouv mMOavEG TTAPEVEPYEIEG
OXETI(OHEVEG PE TNV EPPUTEUON TOU TIPOIOVTOG, TIoU EVEEXETAl va
EUPAVIOTOVV Apesa iy va KabuoTteprioouv. AuTEG epINapBdvouy, ald
Sev meplopilovtal oe:

« OAeypovwdelg avtidpdoelg (Kokkvika, oidnua, epuBnua K.AmM) mou
pmopel va oxetiCovtal pe Kvnopo (payolUpa) Kar/rj TOvVo Katd tnv
mieon ka/f mapaloBesia, UMOPEL va EPPAVIOTOVV HETA TNV €yxuon. Ot
avTidpAoelg auTég evéxetal va Slapkéoouy yia pia eBSopada.

« Alpatwparta.

« kAMjpuvon 1} olidla oTo onpeio éyxuong.

« Evééxetal va mopatnpnbei XpwHATIOHOG 1] AmOXPWHATICHOG TOU
onueiov éyxuong, I8IKOTEPA GTAV TO SEPHATIKO EVEGIO UAAOUPOVIKOU
0&éo¢ eyxUeTal UMEPPBONIKA EM@AVEIOKA Ka/fy O Aemto Sépua
(pawdpevo Tyndall).

« Kakp amoteheopatikétnta 1 Kok €wkéva mipwone  (filling)/
anmokatdoTaong.

« Exouv ava@epBei omdvia oM@ coPapd avemBuunta cupPdvta
TOU OuVS£oVTal ME TNV EVEOAYYEIAKT £yXUON OEPUATIKWV EVECIUWY
OTO TIPOOWTO KAl CUUITEON Twv LOTWY, Ta ormoia mepapBdavouv
TAPOSIKA 1] MOVIUN QVEMEPKEID TNG Opacng, TUPAWON, EYKEQPOAIKNA
loxaia 1 €yKEQAAIKY aipoppayia, mou odnyouv Ot EYKEPANIKO
£EMEIOOS10, VEKPWON TOu S€pPaTog Kal BAARN TWV UTTOKEINEVWY SOUWV.
STapatioTE apéowg TNV £yxuon av o aoBeviig emdeifel omolodrmote
and Ta MAPAKATW CUUMTWHATA, Ta omoia mepNapBavouv alayég tng
dpaone, onuadia eykepalikou emeicodiov, xhopada tou Séppatog i
aouvrBloTo movo Katd Tn Slapkela i apéowg Petd and ) Siadikaaoia.
Ot aoBeveic Ba mpémel va AdBouv apéowe atpikn @povtida kai, av
undpxet Suvatdtnta, ektignon amd KatdAnAo €8IKO 1aTPd, £QOoOV
TIpaypaToToLE(Tal  €VO0ayYEIOKr  €yXuon. ATIOOTAMATA,  KOKKiwpa
Kal dueon 1) KaBuoTepnuévn umepevalobnoia HETA amd eyXUOEIG
vahoupovikou 0&£og kat/r hidokaivng éxouv avagpepBei. Ma o Adyo autd
ouviotdtal va Aappdavovtatl umdyn ot mbavoi autoi kivduvol.

« Ot aoBevei mpémel va avag@épouv To CUVTOPOTEPO Suvatd GToV LATPS
TOUG TIG PAEYHOVWOELG AVTISPATELG TTOU SIAPKOUV TIEPIOCOTEPO amd pia
BSopada ry omotadimote AAN avemBuuNTN evépyela mapouataoTei. O
1aTPOG Oa MpEmel va S1ac@aNiCEl TNV AVTIHETWITION TOUG Pe KATANNAN
Beparneia.

« O Slavopéac fi/kal o KaTaokeuaoTtig Ba mpémel va evnpepwvovTal
OXETIKA pE dmmota ANAN avemBUUNTN evépyela OxeTi(eTal Pe TV £yxuon
Tou Juvéderm® VOLUMA® with Lidocaine.



MEOOAOX XPHEHXZ-AOZOAOTIA

« To Tpoidv autd mpoopiletat yia apyr éyxuon otnv ev Tw Badet Seppida,
urodopiwg 1| OTO UTEPTIEPIOTTIKG emimedo, amd e€ouciodotnuévo
1ATPIKO  TIPOCWTIKG, OCUPPWVA HE TOUG  TOTIKOUG  KAVOVIOHOUG.
Mpokelpévou va ehaxiotomonBouv ol SuVNTIKEG EMIMAOKEG Kal KaBwg
n akpiBela €ivar amo@ACIOTIKAG ONUAGIAE YO HIA  EMTUXNHEVN
Beparneia, To MPOIGV Ba TPEMEL va XpNOIUOTIOLEITAl HOVO amd 1aTPOUG
TIou S1aBETOLV EISIKK KATAPTION KAl EUMEIPIA OTIG TEXVIKEG £yXuong yla
amokatdoTtaon Tou 6yKou. MPEMel va €xouv yvwon TN avatopiag otnv
TEPLOXN TNG £yXUONG Kal YOPW amd auTrv.

« To Juvéderm® VOLUMA® with Lidocaine mpémel va xpnolpomoleitat
omwe mapéxetar: Omowadnmote Tpomomoinon R Xprion autol Tou
TIPOIOVTOG, N OToia €V CUMHOPPWVETAL TIPOG TIG 0dNYiEC XPrioEWG TTOU
TIEPIEXOVTAL OTO TTAPOV GUANGSIO, UMTOPE( Vo EMNPEGCEl SUCUEVWE TV
AMOCTEIPWON, TNV OHOYEVELD KAl TNV armdSoon Tou TTPOoIdVTOG, TO 0moio
Sev Ba gival MAéov eyyunuévo.

« Mptv armo tn Beparneia, ot 1ATPOI TTPEMEL VA EVUEPWVOLV TOUG aCBEVEiG
TOUG OXETIKA HE TIG evOeigelg, Tig avtevdeifelg, Tig acupBatdtnTeg Kat
TI¢ SuvnTikég avemBUUNTEG EVEPYEIEG/KIVEUVOUG TOU TIPOIOVTOG TTou
aAPOPOLV TNV £yXUON SEPUATIKWV EVECIUWY Kat va BeBatwvovtal ot
ot aoBeveig yvwpiouvv Tta onpdadia Kat Ta CUPMTWHATA TwV SUVNTIKWY
ETMITAOKWV.

« Mptv amd v éyxuon, amoAUPAVETE TNV TePLOXT| SIEEOSIKA.

« Eivar Suvato, av eival amapaitnto, va xpnotpomoindei Ttomko 1
TOTIOTIEPIOKIKO AvVaIGONTIKO. ZTNV MEPIMTWON auTr, ot odnyieg yia TV
XPNOILOTIOINON TWV MAPOVTWVY TPOIGVTWY Ba TPEmel va akoAouBouvTal.
« AQaIPEOTE TO AKPO TOU TWHATOG TPARWVTAG 0TV €UBEia TG CUPLYYAS,
OMWE Paivetal otV €IK. 1. XTn CUVEXEID MECTE OQIXTA TN BeAdva Tou
TIAPEXETAL OTO KOUTI (€1K. 2) 0T oUptyya, BidwvovTag amald e T gopd
Twv SEIKTWV TOu Poloylov. MeploTPEPTe akdpa pia gopd £wg OTou
«KAEWBWOEL TARPWE TO TMWHA TNG BeEAdvag otn Bon mmou @aivetat otnv
£IK. 3. AV TO TWHa TNG BEAOVAC €XEl TOTOBETNOEL OTIWG PaVETAL OTNV EIK.
4, éxet mpooaptnOsi AavBaopéva.

3TN OUVEXELD, APAIPECTE TO TIPOCTATEVTIKO TIWHA, KPATWYTAG TO KUPLO
HEPOG TNG OUPLYYOC OTO £va XEPL, TO TIPOOTATEUTIKO TIWHA OTO AAAO,
OMwe aiveTal oTnv €K. 5 Kat TpaBwvtag ta Vo xépla ot avTiBeTeg
KaTeVOUVOELC.

Mpwv amd v éyxuon, mMEoTe To £uBoN0 €wg GTou To TPOIdV apxioel va
péel €€w amd ™ Beldva.

Mpaypatomojote TN éyxuon apyd kat epappolovtag 6oo 1o Suvatdv
Ayotepn mieon.

Av n BeAdva givat pmoKapIopévn, pnv auv§Avete tnv meon oto éuBolo.
AVT’ QUTOU, CTAPATHOTE TNV £yXUON KAl aVTIKATAOTAOTE TN BeAdva.

H pn tipnon autiv twv pétpwv mpo@UAagnG Umopei va mPoKaAéoel
Kivéuvo amocuvdeong tng Behdvag kar/ry Staguyr Tou TPoidVToC 0TO
enimedo tou luer lock ka/f} va avénoel Tov kivéuvo ayyelakr BAGBNG.

« MeTd tnv el0aywyn g BEAGVAgG Kat mptv amd Tnv £yxuon, CUVIOTATaL VA
AQAIPECETE ENAPPWG TO EUPBOAO YIa VA TTPAYHATOTIOICETE AVAPPOPNON
Kkatva BePaiwdeite 6ti n Behdva Sev ivat evSoayyelaKn.

« Av mipaypatonoinfei Apeco XAOUIAOHA OTIOIASHTIOTE OTIyUr Katd
™ SIApKEIa TNG €yXUONG, TIPETEL VA OTAHATACETE TNV £yXUON Kal va
TIPAYHATOTION|CETE TNV KATAANAN EVEPYELQ, OTIWG HAAAEN TNG TIEPIOXAG,
HEXPL VO EMAVENDEL TO PUGIONOYIKO XPWHAL.

« O Babudg kat n Sidpketa TG S1opOwong e€aptdtal amd T eUvon Tou
ENATTWHATOG TTOU TIPETIEL VA BEPATEVTEl, TNV KATAMOVNON TWV (0TWV
OTNV TIEPLOXT) TOU EPPUTEVHATOG, TO BABOG TOU EUPUTEVHATOC GTOV I0TO
Kal TNV TEXVIKN NG €yxuonc. H moodtnta mou eyxvetat Ba e€aptnBei
amo TIC IEPLOXEG TIOL UTIOKEIVTAL O S10pOwaon pe Baon Ty epmelpia Tou
atpou.

« Mnv mpaypatomoteite  umepBolik  S16pBwon, yati n  €yxuon
uMEPPBOANIKAG TOCOTNTAG MITOPEL VA TIPOKANETEL OPIOHEVEG TIOPEVEPYELES,
OMWE VEKPWON TWV I0TWV Kal 0idnpa.

« Evbéxetal va amateitar Ogpaneia BeAtiwong (yla tnv  emitevén
Bértiotng S16pBwonc) kavry emavdAnyne (yia T datpnon g
BéATioTng 516pBwonc) pe Juvéderm® VOLUMA® with Lidocaine.



« JUVIOTATAL VA TIEPIMEVETE PEXPL Ol TIAPEVEPYEIEG va emAUBoUV
(touhdyxioTov 2 BSopadeq) pETagy U0 eyxUoEWV.

« Metd v éyxuon, eivar onpavtikdé va paldooetal no TEPLOXn
und Bepanmeia yia va Befaivecte dtt n oucia eival opoldpopea
KOTAVEUNPEVN.

MPOEIAOMOIHZEIX

« ENéy€Te TV nuepopnvia AENG oTIG ETIKETEG.

« Y€ TIEPIMTWON TTOU TO TIEPIEXOUEVO pIag oUpLyyag mapoustalel onpdadia
Siaxwplopov ka/f givat Bapmoé, pnv XpnolHOTOLETE T CUPLYYA.

« Na pnv emavayxpnolpomnoleital. Xe mepinTwon enavayenotgonoinong
TOU TIAPOVTOG TIPOIOVTOE, N AMOCTEIPWON TOU TIPOIOVTOG Sev gival
£yyunpévn.

« Na pnv emavamootelpwveTtal.

« Na 11¢ eNdveg:

- OLXPNOIHOTIOINHEVES BENGVEC TIPETTEL VO ATTOPPITTTOVTAL OF E18IKO VIO TO
OKOTIO QUTO TEPIEKTN. KAvTe TO (810 yia TI¢ oUptyyeg. ZupBouleuBdeite Tig
10XUOUOEC 08NYIE Yia va eEa0QaAICETE TNV 0pOr amdppupn.

- Mnv emixelpeiTe MOTE va eMavagépeTe pia BeAdva mou éxel oTPaBWoEL
Metd&Te TNV KAl AVTIKATACTAOTE V.

ZYNOHKEY OYAAZHE
« QuAagte petagu 2°C kai 25°C.
« EvBpavato.



« Do not contain elastomer-rubber latex

M « Aev mepiéxel NaTEE ENACTOPEPOUG-KAOUTOOUK

« Donotre-use
® « Na pnv emavaypnoipormoleitat
« Syringe

. Topyya

« Date of manufacture
@ + Huepopnvia Kataokeung



« Batch code
+ Kwdikog maprtidag

« Temperature limit

25°Cc - ‘Opio Beppokpaciag
red

« Fragile, handle with care
I « EUBpauoTo, XEIPIOTEITE TO IPOCEKTIKA

« Needle

D_ « Behova



« Do not use if package is damaged
« Na pnv xpnolpomolgital EpoOoov n cuokevacia givat
@Bapuévn

- Attention; see instructions for use
A « Mpoooxn, StaBacte Tic 0dnyieg xpriong

E « Use-by date
« XpnolHomoIoTE HéXPL NUEPOUNVia

« Sterilized using irradiation

« ATIOOTEIPWHEVO, AMTOOTEIPWON UE akTivoBolia
STERILE [R] PWH pwon i b



~e&~ - Keepaway from sunlight
//I S - Mpootatedorte to ané Tic nhiaké aktive
,_\\ P G NNAKES <

.+ Sterilized using steam or dry heat
[sTerie[i] ATIOCTEIPWUEVO, ATOCTEIPWOT HE XPHON aTUOU 1 BEppoU
agpa

- Catalogue number

« Ap1BuoG katahoyou

« Manufacturer

“ -+ Kataokeuaotrg



« Authorized representative in the European Community
«+ E€ouclodotnuévoc avtimpéowrnog otnv Evpwraikn
‘Evwon
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