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COMPOSITION

Hyaluronic Acid gel 25mg
Lidocaine hydrochloride 3mg
Phosphate buffer pH 7.2 g.s. 1mL

One syringe contains 1 mL of Juvéderm®VOLUX™.

DESCRIPTION

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

STERILISATION
The contents of the Juvéderm® VOLUX™ syringes is sterilised by moist
heat. The 27G1/2" needles are sterilised by radiation.

INDICATIONS

« Juvéderm® VOLUX™ is an injectable implant intended to restore and
create volume of the face.

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

CONTRA-INDICATIONS

« Do not inject Juvéderm® VOLUX™ 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 or
infarction.

- Do not overcorrect.

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

« Juvéderm® VOLUX™ 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® VOLUX™ is indicated only for subcutaneous and
supraperiostal injections. 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® VOLUX™ is not recommended for intramuscular injections.
« Juvéderm® VOLUX™ 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®
VOLUX™ into an area which has already been treated with a non-
ALLERGAN dermal filler.

« It is recommended not to inject into a site that has been previously
treated with a permanentimplant, to limit risk of chronic/serious adverse
events such as granuloma, which have been reported with subsequent
injections.

« There is no available controlled clinical data on the effectiveness
and tolerance of Juvéderm® VOLUX™ injection into anatomic regions
other that the chin and jawline. Medical practitioners should be aware
of the increased risk of vascular compromise/injury in the non-midline
areas of the nose and 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® VOLUX™ injections in patients having a history of, or
currently suffering from, autoimmune disease or immune 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. Patients with impaired
immune systems may be at an increased risk for infection after injection
of dermal fillers depending on their disease state. A determination of
individual risks and benefits should be considered before deciding to
whether or not proceed with the injection.

« There is no available clinical data concerning the tolerance of
Juvéderm® VOLUX™ 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 lbs) body
mass per year.

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

« Due to presence of lidocaine, Juvéderm®VOLUX™ should be used with
caution in patients showing symptoms of cardiac conduction disorders.
« Please recommend that the patient not use any make-up during
the 12 hours following the injection treatment and that any extended
exposure to the sun, ultraviolet (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® VOLUX™
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 undesirable side effects associated with injection of Juvéderm®
VOLUX™must be reported to the distributor and/or to the manufacturer.

METHOD OF USE-POSOLOGY

« This product is designed to be injected subcutaneously or
supraperiostally 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 and creation. They have to be knowledgeable
about the anatomy at and around the site of injection.

« Use of the supplied 27G1/2" needle is recommended. However,
depending on the medical practitioner’s preferred injection technique, it
is possible to use a 25G x 38mm cannula (reference : PRC-250381SG-020S
STERIGLIDE/STERIJECT). 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® VOLUX™ 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.

« It is 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® VOLUX™
might be required.

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

« Itisimportant 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 notre-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.



ZYNOEIH

TéAn uahoupovikoU o&éog 25mg
YSpoxAwptkry Midokaivn 3mg
PuBuIoTIKO StéAupa ewopopikwy pH 7,2 g.s. TmL
Mia ouptyya mepiéxet TmL Juvéderm® VOLUX™.

NEPIFPAOH

To Juvéderm® VOLUX™ eival éva amooTEIPWHEVO, LN TTUPETOYOVO Kalt
PUOIONOYIKO SIdALpA PE OTAUPOEISEIG SEGUOUE LANOUPOVIKOU 080G
un {wikng mpoéhevonc. H yéhn SiatiBetal og mpoyepiopévn cuptyya
Hag xpriong. Kabe ouokevacia mepiéxel Suo ouplyye Juvéderm®
VOLUX™ 1mL, 4 amootelpwpéveg Behoveg 27G1/2" piag xpriong,

mou mpoopilovTatl HOvo yia Ty éyxuon tou Juvéderm® VOLUX™,

£va QUANGSI0 08NYIWV Kalt éval OET ETIKETWV Yia va Stac@ahiletal n
xvnAaotpotnta.

ANOZTEIPQIH

To meplexdpevo Twv oupiyywv Juvéderm® VOLUX™ éxel amooTelpwBei
He vypr} Beppotnra.

O1 BeNdveg 27G1/2” amMOCTEIPWVOVTAL LE aKTIVOBONa.

ENAEIZEIX

«To Juvéderm® VOLUX™ eival éva eVECIHO EPQUTELHA TIOL TIPOOPIETAL
yla TV emava@opd Kat Snuiovpyia 6ykou oTo mpdowro.

« H mapouocia Midokaivng mpoopiletal yia va PEWOEL TOV TTOVO TOU
aoBevoulg Katd Tn Beparneia.

ANTENAEIZEIZ

+ Mnv eyxvete 10 Juvéderm® VOLUX™ oTnv IEPIKOYXIKN TIEPIOXN
(BAépapo, mepioxr KATw armd To pdTy, mOSI TS X1 VaC) 0Tn HECOPPLO
TIEPIOKN, 1} OTA XEIAN.

« Na pnv eyxvetat ota aipo@opa ayyeia (evdoayyelakd).

H evSoayyeiakr £yxuon Pmopei va mpokaéoel BONOHO, amdppadn
TWV ayYeiwy, loxaipia j épgpayua.

« Na pun yivetat unepBolikn S10pbwon.

+To Juvéderm® VOLUX™ Sev mpémel va xpnotpomoleitat amo:

- aoBeveic mou umo@Eépouv amd emAnyia mou Sev avtipetwmileTat
Bepameutikg,

- a0BEVEIG PE TAON EPPAVIONG UTIEPTPOPIKWY OUAWY,

- a0BeVEiC pe yvwoTr urepeuaiodnaia 6To vahoupovikd 08U Kal/r o€
Baktnplakég mpwteiveg BETIKEG KaTA Mkpap, KABWE TO VANOUPOVIKO 08U
TIapAyeTal anod PakTrpLa TUTTOU OTPEMTOKOKKOU,

- a0Beveiq pe yvwotr unepguaiobnaoia otn Aidokaivn 1} g TomKd
avaloOnTikda tumou apidiou,

- aoBeveig Tou uTTOPEPOULV aTd TToPYUPIa,

- yKVOUG 1§ ONAAouoEC yuvaikeg,

- maida.

+To Juvéderm® VOLUX™ Sev TipEmel va XpnOIHOTIOIEITAL OE TIEPIOXEC HE
Seppatika mpoPAfpaTa Omwg GAeYHOVH 1)/Kat HOAUVOELG (aKpr, £pTTNG
KAL),

+To Juvéderm® VOLUX™ Sev TipETEL va XPNOIUOTIOIETAL OE APECO
ouvduaopo ue Bepaneia Aéilep, Babeia xnuikn amoAémon (deep
chemical peeling) fj Seppamdéeon (dermabrasion). Ztnv mepimtwon
NG EMOEPUIKNG ATTONETIIONG, TIPETTEL VA ATTOQEVYETAL 1 £YXUOT GV EXEL
TPOKANOEi coBapr] PAeypovwdng avtidpaon.



MPO®YAAZEIZ KATA TH XPHIH

«To Juvéderm® VOLUX™ dev evdeikvutal yia eyXUOEIG AANEG EKTOG amd
UTTOSOPIEG KAl UTTEPTIEPIOOTIKEG.

H texvikn Kat To BdBog Tng éyxuong motkilouv avaloywg TG MEPIOXNG
Bepaneiag.

« Ot 1atpoi mpémel va AapBAavouv umdPiv Toug To YEYOVAG OTL TO TPOIdV
auTo TepLExel iSokaivn.

«To Juvéderm® VOLUX™ Sgv ouvioTdtal yla eVOOUUIKEC eyXUOELC.

«To Juvéderm® VOLUX™ Sev €xel oxedaoTei yla xprion o€ emepPAcelg
Sloykwong/810pbwaong tou otriBouc.

« TEVIKA, N EUPUTEVOT LATPOTEXVONOYIKWY TTPOTIOVTWY CUCXETI(ETAL ME
kivduvo péhuvong. Mpémet va AapBavovtal ot TpATUMEG MPOPUAAEELS
TIOU CUVSEoVTAl PIE TA EVECIA TTPOIOVTA.

« Agv urtapyouv S1aBéotpa KAIVIKA Sedopéva OXETIKA HE TNV €yxuon
Tou Juvéderm® VOLUX™ o€ mieploxr Tou éxel SN avTIHETWMIOBE]
BOepameuTikd pe Seppatiko evéotpo mou Sev givat ALLERGAN.

« ZUVIOTATAL VA UNV YiVETaL £YXUCH O TIEPIOXH TTOU €XEL TIPONYOUNEVWE
unoBAnBei o€ Beparmeia e MOVIHO EPPUTEVHA, YIa VA TTEPLOPIOOE 0
KivBUVOG XPOVIWV/CoBapwv avemOUUNTWV EVEPYEIDV OTIWG KOKKIWUA
TIoU €x0uV avaepBEi pe SIaSOKIKEG EYXUOEIG.

« Aev uridpyouv Siabéotpa eAeyxOpeVa KAvika Sedopéva yia tnv
AMOTENEOUATIKOTNTA KAt TV avoxn} Tng éyxuong Juvéderm® VOLUX™
OE QVOTOMIKEC TIEPIOXEC AANEC EKTOG ATTO TO TINYOUVL KAl TO GAYOVL.

Ot latpoi Ba mpémel va yvwpilouv Tov augnpévo Kivouvo ayyelaknig
KOTAOTOANG/TPAUHATIOHOV OTIG EVOIAUECES TIEPIOXEG TNG MUTNG Kal 0T
pikr BaABiSa Aoyw Tou TIEPIOPIOHEVOU XWPEOU TToL gival SlaBéaipog
Yia TNV UTTOS0XI| TOU EYXUOHUEVOU TIPOTOVTOG KAl OTNV METEYXEIPNTIKN/
HETATPAUUATIKA HUTN AGYWw TNG OUARG KA/ TNG AVATOMIKIG
Siaomaong.

« Agv uridpxouv S1aBECIHA KAMVIKG SESOpEVA OXETIKA HE TNV
QAMOTENECUATIKOTNTA KAl TV avoxr} ooV agopd v éyxuon Juvéderm®
VOLUX™ e aoBeVeig Pe 1I0TOPIKO aUTOGVOONG VOOOU 1) HE auTodvoon
VOO0 Og €EENEN 1Y UE AVOOIOKN QVETIAPKELX 1} aoBeveic Tou AapBavouy
avooOKATAGTAATIKN aywyr. O 1aTpdg Ba mPETEL CLUVETIWE va amopacilel
boov apopd TIG eVSEIEIC KATA TEPITTTWON, AVAAOYWG TNG PUONG

NG VOOOU Kal TN avTioTOIKXNG BEPATTEVTIKAG AVTIHETWITIONG TNG, Kl
Ba mpémet emiong va Staopalilel T €181Kn TapakohovBnon Twv
aoBeviv autwv. Ot aoBeveic pe e€acBevnpévo avooomoInTIKO CUCTNUA
pmopei va Bpiokovtal o auénpévo Kivéuvo poAuvong Heta and

XPrionN SEPUATIKWV EVESIUWY, AVANOYQ HE TV KATAGTAON TNG VOGOU
Twv. Mpémel va e€etdlovTal ot PEHOVWHEVOL KivEuVOL Kat 0QENN TIpIV
ano@actoTei eav Ba mpaypatomnonBei 1y 6xt n éyxuon.

« Aev uridpxouv S1aBECIHA KMVIKG SESOpEVA OXETIKA HE TNV QVOXH
boov agopd v €yxuon Juvéderm®VOLUX™oe acBeveic mou
mapouctalouy 10TopIkO coBapwv Kar/r ToAMamwv arkepytwv. O
1aTPAC B TPETEL CUVENWG Va amo@aci(el Goov apopd Tig evBEIEeIG kaTtd
TEPIMTWON, avadywe TNG eUONG TNG alepyiag, kat Ba mpénel emiong
va Stao@alilel Ty €181KN TapakoAouBNon Twv aoBEVWY AUTWY TToU
Satpéxouv kivduvo. Mo cuykekpipéva, evoéxetat va AngBei amdpaon
va potaBei Seppatikr Sokipaacia yia unepevatobnaia 1 KATAAANAN
TIPOQUACKTIKN] aywyr) Tipv armd omoladnmoTe £yxuon. S& mepimtwon
1OTOPIKOU AVAQUACKTIKOU GOK, CUVIOTATAL VOl NV EYXVETAL TO TTPOIOV.

« Ot a0BeVE(G UE TIPONYOUHEVO IGTOPIKO VOGOU GTPEMTOKOKKOU
(umotpomalovoa Kuvayxn, o&gia peupatoeldn apbpitida) mpénet va
uroPdANovTal og Seppatikr Sokipaoia yia unepgvatobnaia mpwv and
KABe éyxuon. H €yxuon Sev cuvioTtdtal oTnv mepintwon tng o&eiag
peVpATOEISOUG apBpiTISag TTou evToTileTal oTNV TEPIOXT TNG KAPSIAC.
«+ Ot acBeveig mou AapBAvouy avTINKTIKA aywyr 1} XPNOIHOTIooUV
0UGi{gC TTOL PITOPOVV Va TTAPATEVOLY TNV atdoppayia (Bapeapiv,
OKETUNOOANKUNKO 08U, Hn OTEPOEISH avTIPAEYHOVGOSN PApHaKa,
1) GA\EC OUGIEG TTOU Eival YWWOTEG yla TV al&non Tou Xpdvou RENG
QA{HATOG OTIWG CUMMANPWHATA GUTIKAG TIPOEAEUONG HE OKOPSO i
ginkgo biloba k.A.) mpémel va mpogidomolouvTat yia Toug SuvnTikoug
au€nuévoug KIVEUVoUE aIopPAyiag Kat AIHOTWHATWY Katd Tn Sidpkeia
™Eéyxuone.




+ Mnv eyxUeTe meploodTePa amd 2mL ava meploxr BepPAmeUTIKIG aywync
o€ KABe ouvedpia.

« Aev undpyouv SlaBéoipa oTolxeia Goov aQopd TNV AcPAAEld EpOTOV
gyxVETAI TOCOTNTA SEPHATIKWV EVETIHWY ALLERGAN peyalutepn twv
20mL avd 60kg (1301bs) palag owpaTtog 1o Xpovo.

« Noyw tn¢ mapouaciag tng dokaivng, o ouvduacpdg tou Juvéderm®
VOLUX™ pe oplopéva @AapHaKa TToU HEIWVOLV 1

avaoTENOUV ToV NIATIKG HETAROMOHO (OIpeTdivn, BriTa-avaoToAeig
K.Am.) 8ev ouvioTatal.

+ Noyw tne mapouaciag tng Mdokaivng, to Juvéderm® VOLUX™ Ba
TIPETIEL VA XPNOIHOTIOLEITAL PE TTPOCOXT) O€ aoBeVeic TTou gpgpavifouv
CUPTTTWHOTA SIATAPAXWY AYWYIHOTNTAG TNG KAPSIAG.

« SuVIoTdTaL 0ToV aoBEVH va PNV QOpaA HEK-AT yia 12 WPEG HETE and
NV £yXUON Kal VAl amOQEVYEL TNV TTAPATETAREVN €KBEON oTOV RO, TV
ureptdn (UV) aktivoBolia, Beppokpacieg katw Twv 0°C, Kabwg Kat T
Xprion odouvag iy atuoAouTPWY (Xapdp) yia dVo eRSopddeg.

« JuvioTdtal oTov acBevi va amo@elyel To pacal (HaAGEelg) e
TIEPIOXNG EUPUTELONG /KAl TNV THECN OTNV TIEPIOX AUTH YIa LEPIKEC
HEPEC META amd TNV €yXuon.

« H ouvBeon tou mpoidvTog To kabloTtd cupPatod pe Ta media mou
XPNOIOTIOOUVTAL Y10 TNV ATTEIKOVION HAYVNTIKOU GUVTOVIOHOU.

ALYMBATOTHTEZ

Yndpxel yvwoTh acupBatdtnTa HETa&y Tou LAAOUPOVIKOU 0&E0G Kal
TwV aAATWV TETAPTOTAYOUG AHWVIOU OTIWG gival TO BeVIAAKWVIO
¥Awptovuxo. lNa 1o A6yo autéd CUVICTATAL Va UNV £PXETAL TTOTE O€ eMa@n
T0 Juvéderm® VOLUX™ pe QuTA Ta TPOIOVTA, 1} HE IATPIKO-XEIPOUPYIKO
UAIKO TO 0TToi0 €XEL UTTOOTEI EMe€epyaaia pe auTd Tov TUTTO TIPOIOVTOC.
Agv umtapyel yvwoTr) aANAemi&paon pe AANa TOTIKAE avalodnTIKa.

ANENIOYMHTEZ ENEPTEIEZ

Ot aoBeveic mpémel va yvwpifouv 0TI uTTAPXOLV TMOAVEC TTAPEVEPYELESG
OXETICOMEVEC PE TNV EUPUTEVON TOU TIPOIOVTOC, TTOU EVOEKETAL Val
£UQAVIOTOUV dpeoa iy va KaBuoTteprioouv. AUTEG TEpIAapBdvouy, aANd
Sev meplopifovtal oe:

+ OAeypovwdelg avtidpdoelg (Kokkivila, oidnua, epvBnua K.Am.) mou
umopei va oxetiCovtal pe kvnopd (@ayoupa) Kai/n TéVo Katd Thv
miieon kai/n mapaioBeoia, pmopei va eupaviotouv PeTd Ty éyxuon. Ot
avTISPAOEIC QUTEC evOExeTal va Slapkéoouy yia pia eBdopada.

« Alpatwpata.

« kArjpuvon 1y olidla oTo onpeio éyxuong.

« Evéxetal va mapatnenOei XpwHaTIoHAG 1 amoXpwHATIOUOC TOU
onueiou £yxuong, EI8IKOTEPA OTAV TO SEPUATIKO EVETILO UAAOUPOVIKOU
o€éog eyxVeTal uIEPBONIKA eM@aVEIaKA Kal/f} o AemTod Séppa
(@atvépevo Tyndall).

- Kakn amoteheopatikotnTa 1 Kakn eikéva mijpwong (filling)/
amoKATAoTAONG.

«'Exouv avagepBei omdvia al\d coPapd avemBuunta oupBavta
TTOU GUVSEOVTAl PE TNV EVOOAYYELOKE €YXUON SEPUATIKWY EVECIPWY
OTO IPOOWTTIO KAl CUMTTIEDT TWV I0TWV, Ta omoia mepAapBavouv
TAPOSIKN 1 HOVIN AVETTAPKELA TNG OPAONC, TVYAWON, EYKEPANIKT
oxatpia 1} eyKEQAAIKR alpoppayia, Tov 08nyouV oe EYKEQANKO
€MEI06B10, VEKPWON TOu S€pUATOG Kat BAABN TwV UTTOKEIHEVWY SOHWV.
ZTaUATAOTE Apéowg TNV £yxuon av o aoBevic emdeifel omolodnmote
a6 Ta MAPAKATW CUPMTTWHATA, Ta omoia mepAapBavouy aANayEég TG
6paong, onuadia eykepalikol emelcodiov, Yhopdda Tou dépuatog ry
aouvrBloTo OVo Katd TN SIAPKELA i} apHEOWG PMETA amd TN Sladikaaoia.
Ot aoBeveic Ba mpémel va AdBouv apéowc laTpIkn gpovTida Kal, av
undpxel SuvaTtodTNTA, EKTIPNON amd KATAMNNAO EISIKO 1ATPO, EQOTOV
Tipaypatomoleital evdoayyelakr €yxuon. AMOOTAMATA, KOKKIWHaA
Kat dueon fj KaBUOTEPNEVN UTIEPELAICONGIA PETA OO EYXUOELG
vahoupovikou o&éog kar/r Aildokaivng éxouv avagpepBei. Na To Adyo
autd ouviotdtatl va AapBavovtal umdyn ol méavoi auToi Kivouvol.

« OL aoBeveic MPETEL VA AVAPEPOLV TO CUVTOUOTEPO SUVATO GTOV 1ATPO
TOUG TIC PAEYHOVWEEIG avTISPATEIS TToU SlapKoUv MEPIOCATEPO amd pia
£BSopada r omoladnmote GANN avemBuUNTN eVEPyEla TapouataoTel. O
1aTPOC Ba MPEmel va SIa0PANICEL TNV AVTIMETWITION TOUG ME KATAANNAR
Bepareia.

+ O Siavopiéag fi/Kat 0 KATAoKEVAOTHG Ba TTPEMEL va evneEpwvVovTal
OXETIKA PE OOl QVEMIBUUNTN EVEPYELD OXETI(ETAL PE TNV £yXUOT TOU
Juvéderm® VOLUX™.



MEOOAOZ XPHXHZ-AOXOAOrIA

« To mpoidv autd mpoopiletal yla apyn €yxuon vmodopiwg i
UTIEPTIEPIOOTIKE, ammd €€0UCIOS0TNHEVO IATPIKO TTPOOWTTIKO, CUNPWVA
HE TOUG TOMKOUG Kavoviopoue. Mpokeiévou va ehayiotomoin8oiv

ol SUVNTIKEG EMIMAOKEG Kal KABWwG N akpiBela gival amo@acioTIKAG
onuaciag yla pia emruxnuévn Bepanceia, To mpoidv Ba mpémet va
Xenotpormolgital povo amd 1atpolg mou SlaBETouv EISIKH KATAPTION Kat
EUMELPIO OTIC TEXVIKEG £YXUONG Ylal EMAVAPOPA Kall Snloupyia 6yKou.
Mpémel va €XouV Yvwon TN avatopiag oTnv mEPLoxT TNG £yxuong Kat
YUpW amé auTrv.

« YuvioTdtal n xprion e mapexouevng Beddvag 27G1/ 2 ". Qotéco,
avaloya pe TNV TTPOTIUWHEVN TEXVIKT £yXUONG TOU LlaTpoy, ivat
Suvatdv va xpnotponoinbei cwAnviokog (kavvoula) 25G x 38mm
(avagopd: PRC-250381SG-020S STERIGLIDE / STERIJECT). Ot
avTevSeigelg, n uéBodog xpriong, ol IPOPUAAEEIC KATA TN XPrion Kat ot
npogidomnolnoelg mou kabopilovtal yia tn BeAdéva og autd To QUANGSIO
10XUOULV £TTIONG Y1 TOV CwANVIoKo (kGvvoula) TTou avagépeTat
Tapandvw £4v XpnoIHoToINBE( Pe To TIPOTOV aUTO.

«To Juvéderm® VOLUX™ mip£Tiel va XpNOIHOTIOLETal OTTWG TIapéxeTal:
OnoladnmoTe Tpomomoinon fj XpPrion auTol Tou TIPOTGVTOC, N oTToia

SEV CUHHOPPWVETAL TIPOC TIC 0SNYIEC XPIOEWG TTOU TIEPIEXOVTAL OTO
Tapdv QUANASIO, UITOPEL va EMNPEGCEL SUCHEVWIG TNV ATTOCTEIPWOT,
TNV OHOYEVELD Kal TV armdSoan Tou TPoiovTog, To omoio dev Ba givat
TAéoV gyyunpévo.

«Mptv amé tn Bepaneia, ot lATPOI TIPEMEL VA EVNUEPWVOULV TOUG A0BEVEIG
TOUG OXETIKA UE TIG EVOEIEELC, TIC aVTEVSEIEEIC, TIC aoUPBATOTNTES Kalt

TIG SuvnTIKEG AVEMBUUNTEG EVEPYEIEY/KIVEUVOUG TOU TTPOTOVTOC TIOU
aPopPOLV TNV €yXuon SEPHATIKWY EVESIHWY Kal va BeBatwvovtal 6Tt
o1 aoBeveic yvwpiCouv Ta onpddia Kal Ta CUMITOHATA TWV SUVNTIKWV
EMIMAOKWV.

«Mpwv amoé tnv éyxuon, amoAupdveTe Ty mieploxr S1eodika.

« Eivat Suvato, av givat anapaitnto, va Xpnotpomoindei Tomko f
TOTOTTEPIOXIKO avaloBNnTIkd. ETnV MEPIMTWON auTr, ot 08nyieg yia v
XPNOILOTIOINON TWV MTAPOVTWVY TPOIGVTWY Ba TPEMel va akoAouBouvTal.
« AQaIPECTE TO AKPO TOU TMWHATOG TPARWVTAG 0TV €UBEia TG
oUplyyag, OTIwG GaiveTal oTnV £IK. 1. TN CUVEXEIQ TIECTE OQIXTA TN
Behova ou mapéxeTal 0To KouTi (€1K. 2) aTn oupLyya, Bidwvovtag
amaAd PE T opd Twv SEIKTWY Tou poloylol. MeploTpéPte akdua
pia @opd €wg 6Tou

«KAeldWwoer MAPWE To MOHa TG BeNdvag otn B£on Tou aivetal otnv
£IK. 3. AV TO Twpa NG BEAOVAC £Xel TOTTOBETNOET OTIWE PAVETAL OTNV EIK.
4, éxe1 mpooaptnBei AavOaopéva.

3TN GUVEXELD, AQAIPECTE TO TIPOCTATEVTIKG TTWHA, KPATWVTAG TO KUPLO
HEPOG TNG CUPLYYAC OTO £va XEPL, TO TIPOCTATEUTIKO TMWHA 0TO GAAO,
OMWE paiveTal oTnV €IK. 5 kat Tpawvtag Ta SUo xépla oe avTiBeTeg
KaTeVBUVOEIC.

Mptv amé tnv éyxuon, MECTE To £UBONO £wG GTOL TO TTPOIOV apXioEL va
péel €€w amd ) Beldva.

MpaypatonoloTe Ty £yxuon apyd kat pappolovtag 6o To Suvatdv
Ayotepn mieon.

Av n Beldva gival pmAoKapLopévn, unv auAveTe Tnv mieon oto éupolo.
AVT’ QUTOU, CTAPATHOTE TNV £yXUON KAl avTIKATAOTAOTE TN BeAdva.

H pn tpnon autiv Twv PETpwy mMPo@UAAENE KITOPE( va TIPOKANECEL
Kivéuvo amocivdeonc TG BeAdvag kal/fi Slaguyr Tou POIGVTOG 0TO
enimedo tou luer lock ka/i va avéroel Tov kivéuvo ayyelakrg BAGBNG.

« Metd v eloaywyn g BEAOVAC Kat TTpIv amd Ty £yxuon, CUVICTATAL
VO aQaIPECETE ENAPPWG TO £UBONO YIa vVa TIPAYUATOTIOOETE
avappdenon katva Befaiwdeite 6ti n Behova Sev eivat evoayyeLaKN.

« Av ipaypatornoinBei APeco XAOHIAoHA OTIOIAdHTIOTE OTIYHN KaTd
N SIAPKELR TNG €yXUoNG, TIPEMEL VA OTAUATAOETE TNV €yXuon Kat va
TIPAYHATOTION|CETE TNV KATAANAN EVEPYELQ, OTIWE HAAAEN TNG TIEPIOXNG,
HEXPL VO EMAVENDEL TO PUGIONOYIKO XPWHAL.

« O Babudg kat n Siapketa tng S16pOwong eaptdtal amd T eUon Tou
ENATTWHATOC TTOU TIPETTEL VA OEPATTEVTE], TNV KATATTOVNON TWV I0TWV
OTNV TIEPLOXT) TOU EPPUTEVHATOC, TO BABOC TOU EPPUTEVHATOC GTOV I0TO
Kal TNV TEXVIKN TNG éyxuong. H moodtnta mmou gyxvetatl Ba e€aptnOei
amo TG TTEPIOKES TTOU LTTOKEWVTAL OE S16pBwon pe Baon tnv epmeipia
TOU 1aTpOoU.



« Mnv mpaypatomoleite umepBoAikn §16pBwan, yiati n éyxuon
unEPPBOANIKAG TTOGOTNTAG MITOPEL VA TIPOKANETEL OPICHEVEG TIOPEVEPYELES,
OMWE VEKPWOT TWV I0TWV Kal 0idnpa.

« Evbéxetat va amarteital Ogpaneia Bertiwong (yia tnv eniteuén
BéATIoTNG S16pBwonc) kay/n emavaAnyng (yia t Siatripnon g
BéNTIoTnG S10pBwonc) pe Juvéderm® VOLUX™.

« ZUVIOTATAL VO TIEPIPEVETE HEXPL Ol TIAPEVEPYELEC VA EMAUBOUV
(touhdyxioTov 2 eBSopadeq) peTagl Vo eyxUoEWV.

«Metd v éyxuon, gival ONPAvTiko va PAAACOETal N TIEPIOXN
umé Beparneia yia va BeBaiwveoTe 4Tt N ousia ivat OHOIOHOPPa
KOTAVEUNPEVN.

MNPOEIAONOIHZEIZ

« ENéy€te TV nuepopnvia AiENG OTIG ETIKETEG,

« € TEPIMTWON TTOU TO TIEPIEXOUEVO UIAG CUPLYYAG TTAPOUTIddel onpddia
SlaxwplopoL kay/f ivat Baumo, PNV XpnoIUOTIOLETE TN CUPLYYO.

« Na punv emavaypnotpomnoleital. Ze mepimTwaon emavaypnotuonoinong
TOU TIAPOVTOG TIPOIOVTOG, N AMOCTEIPWON TOU TTPOTOVTOG Sev givat
gyyunuévn.

« Na pnv EMavanocTelpwVeTal.

« Mo g Berdveg

- O xpnotpomoinuéveg BEAOVEG TTPETTEL va ammoppiTrTovTal o€ 18IKO yla
TO OKOTTO AUTO TEPIEKTN. KAvTe To {810 yia Tig oUptyyeq. ZupBouleubeite
TIG LOXVOUTEG 08NYiEC yia va eacpaNiceTe TV 0pbr| amdpppn.

- Mnv €MIXEIPEITE TTOTE VA EMAVAPEPETE Ia BEAGVA TTOU XEL OTPABWOEL
MeTa&TE TNV KAl AVTIKATACTACTE TNV.

ZYNOHKEE OYAAZHE
« QuNGETe petafu 2°C kat 25°C.
« EUBpavaoTo.



L X « Do not contain elastomer-rubber latex
« Aev mepiéxel NaTEE ENAOTOPEPOUG-KAOUTAOUK

« Do not re-use
« Na pnv emavaypnotpomoleitat

+ Syringe

« Y0ptyya

- Date of manufacture
@ « Hpepopunvia kataokeurg



+ Batch code
+ Kwdikdg maprtidag

25°C - Temperature limit
2°CJE/- + ‘Oplo Beppokpaoiag

« Fragile, handle with care
+ EUBpauoTo, XEIPIOTEITE TO MPOOEKTIKA

I:_ « Needle

« Behova



- Attention; see instructions for use
« Mpoooxn, SlaBdoTe Tig 0dnyieg xpriong

g + Use-by date
« Xpnoluomoiote péxpl nuepopnvia

[sTerie[r] -« Sterilized using irradiation
« ATOOTEIPWHEVO, HE aKTIVOBOAIa

[sTerie[§]  Sterilized using steam or dry heat
+ ATIOOTEIPWHEVO, E XPrion aTHoU i} Beppol aépa



« Catalogue number
« Ap1Buog katahoyou

“ + Manufacturer
- Kataokevaotrg

- Do not use if package is damaged
« Na pnv xpnowomolgital epdoov n cuokevacia eivat

@Bapuévn

~e& + Keep away from sunlight
A\ + TMPooTaTEVOTE TO A TIC NMAKEC AKTIVEG



« Authorized representative in the European Community

« E€ouciodotnuévoc avtimpdowmnog otnv Evpwraikn
‘Evwon
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