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Juvéderme

2xTmL INJECTABLE GEL

@ Hyaluronic acid gel (12mg/mL) with 0.3% lidocaine hydrochloride. Q

Indications: Treatment by filling, of superficial cutaneous depressions such as fine lines and for & 4 <

additional improvement of skin quality attributes such as hydration and elasticity by intra-dermal (7] E p N IF
injection by an authorized medical practitioner in accordance with local applicable regulation. S = =l
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COMPOSITION

Hyaluronic Acid gel 12.0mg
Lidocaine hydrochloride 3.0mg
Phosphate buffer pH 7.2 q.s. 1mL(org)

One syringe contains 1 mL of Juvéderm® VOLITE™.

DESCRIPTION

Juvéderm® VOLITE™ 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® VOLITE™ syringes, 4 single-use 32G1/2"
sterile needles to be used only for injecting Juvéderm® VOLITE™, an
instruction leaflet and a set of labels in order to ensure traceability.

STERILISATION
The contents of the Juvéderm® VOLITE™ syringes is sterilised by moist
heat. The 32G1/2" needles are sterilised by radiation.

INDICATIONS

« Juvéderm® VOLITE™ is an injectable implant used for the treatment,
by filling, of superficial cutaneous depressions such as fine lines and for
additional improvement of skin quality attributes such as hydration and
elasticity.

« Juvéderm® VOLITE™ is intended for intra-dermal injection by an
authorized medical practitioner in accordance with local applicable
regulation.

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

CONTRA-INDICATIONS

« Do not inject Juvéderm® VOLITE™ in the eyelids.

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

« Juvéderm® VOLITE™ 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® VOLITE™ is indicated only for intra-dermal injections.

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

« Juvéderm® VOLITE™ 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®
VOLITE™ 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
apermanentimplant.

« No clinical data is available regarding the efficiency and tolerance
of Juvéderm® VOLITE™ 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® VOLITE™ 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.

« 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® VOLITE™
with certain drugs that reduce or inhibit hepatic metabolism (cimetidine,
beta-blockers, etc.) is not recommended.

« Due to presence of lidocaine, Juvéderm® VOLITE™ 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® VOLITE™ 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 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,
cerebralischemia 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® VOLITE™ must be reported to the distributor and/or to the
manufacturer.

METHOD OF USE - POSOLOGY

« This product is designed to be injected intra-dermally 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 treating superficial cutaneous depressions.
They have to be knowledgeable about the anatomy 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,
itis possible to use a 32G3/16" TSK needle (reference PRE-32004). Choice
of needle length is determined by the user according to his/her injection
technique. Contra-Indications, Method of use, Precautions for use and
Warnings defined for the needle in this leaflet apply also to the needle
referenced above if used with this product.

« Juvéderm® VOLITE™ 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. In particular, for large surface treatment, the whole area shall
be considered (e.g. full face).

« 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® VOLITE™
might be required.

« Itisrecommended 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.

« Inthe 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

[éA\n vahoupovikoU 0&€og 12,0mg
Y&poxAwpikr Midokaivn 3,0mg
PuBpIoTIKO StéAupa ewo@opikwv pH 7,2g.s.  TmL (1 g)
Mia cvptyya mepiéxet 1 mL Juvéderm® VOLITE™.

MNEPIFPAOH

To Juvéderm® VOLITE™ gival £va amooTEIPWHEVO, N TTUPETOYOVO Kal
PUOIONOYIKO StdAupa pe oTaupPoElSeiG SE0HOUG LANOUVPOVIKOU 0EE0G Un
{wikng mpoéhevone. H yéAn Siatibetal o€ mpoyepiopévn cuplyya piag
xprione. Kabe ouvokevaoia mepiéxel dvo ouptyyeg Juvéderm® VOLITE™
1mL, 4 amootelpwpéveg BeNdveg 32G1/2” piag xpriong mou mpoopilovtat
HOvo yia v éyxuon tou Juvéderm® VOLITE™, éva @UAAGSIO 0Snytwv Kat
£va OET ETIKETWV yia va Stac@aliletat n iyvnAaoipdtnTa.

ANOZTEIPQFH

To mepiexduevo twv oupiyywv Tou Juvéderm® VOLITE™ éxel
anootelpwBei pe vypr BeppotnTa.

O1 BeNoveg 32G1/2” amooTelpwvovTal He akTivoBoAia.

ENAEIZEIZ

«To Juvéderm® VOLITE™ egivat £va €VEOIHO €EUQUTELPA  TTOU
Xpnolpomoleital yia Tn Bepameia, péow TARPWONG, EMPAVEIKDV
SePUATIKWY BABOUAWHATWY, OTIWG AEMTEG YPAUPEG, KAl YIa EMITPOOOETn
BeAtiwon Twv XAPAKTNPEIOTIKWY TOIOTNTAG TOU  S€PUATOG,  OTWE
£vudatwon Kat ENACTIKOTNTA.

« To Juvéderm® VOLITE™ mpoopiletal yia evdodeppikry éyxuon amd
£60UCIOS0TNHEVO 1ATPIKO TIPOCWTTIKG, CUMPWVA HE TNV EQOPHOCTEN
Tomikn vopoBeaia.

« Hmapouaia Midokaivng mpoopiletat yla va HEIWOEL TOV TOVO Tou
aoBgvolg katd T Bepaneia.

ANTENAEIZEIX

« Na pnv gyxvetat 1o Juvéderm® VOLITE™ ota BAépapa.

« Na pnv eyxvetal ota aio@opa ayysia (evdoayyeiakd). H evSoayyelakn
éyxuon umopei va mpokaAéoel eufoliopd, amoéepadn Twv ayyeiwy,
loxaia ) éuepaypa.

« Na pn yivetat umepBolikn S16pbwon.

« To Juvéderm® VOLITE™ Sev mpémel va Xpnolpomnoleitatl amo:

- acBeveic mou umo@épouv amd emAnpia mou Sev avTipeTwmileTal
Bepamevtikd,

- 000OgVEIG PE TAON EPPAVIONG UTIEPTPOPIKWY OUAWV,

- aoBeveic pe yvwoth umepgvalobnoia 0To valoupovikd oy Kal/f o
Baktnplakég mpwTeiveg BeTIKEG Katd Gram, KaBWG TO LAAOUPOVIKO 0§V
TIapAyETAl Ao BAKTHPLA TUTTOU OTPETTTOKOKKOU,

- aoBeveic pe yvwotr umepevaiobnoia otn Aidokaivn 1} o€ TOmKA
avalednTika tumou apidiov,

- aoBeveig mou umoPEpouv and mopeupia,

- eyKUOUG 1} Bnhalouoeg yuvaikeg,

- .

« To Juvéderm® VOLITE™ Sev mpémel va XpnOIUOTIOLEITAL OE TTEPIOXEG HE
Seppatika mpoPAfpata Omwe GAeypovr f/kat HOAUVOELS (akpr, €pTng
KAL),

« To Juvéderm® VOLITE™ &ev mpémel va XPNOIUOTIOLEITAL OE APECO
ouvduaopo pe Bepameia Aélep, Pabeia xnuik amolémon N
Sepuand&eon. ITnv MePIMTWON NG EMSEPUIKAG AMONETIIONG, TIPETEL
va amo@elyeTal n éyxuon €av €xel mpokAnOei coPapn @Aeypovidng
avtidpaon.

NPO®YAAZEIX KATA TH XPHEH

« To Juvéderm® VOLITE™ vSeikvuTal HOvo yla evE0SEPUIKES EYXVOELG.

« Ot latpoi mpémel va AapBdavouv umdgiv Toug To yeyovog 0TI TO TTPOioV
auTo mepiéxet idokaivn.

« To Juvéderm® VOLITE™ &ev mpoopiletal yia xprion o€ emepPAcElg
S16ykwonc/816pOwaong Tou oTrBoug.




« TEVIKE, N €UQUTEVON 1ATPOTEXVONOYIKWY TPOIOVTWY CUCXETI(ETal pE
Kivduvo poAuvonge. Mpémet va AapBavovTal CUYKEKPIUEVEC TTPOPUAAEELC
IOV CUVSEOVTAL LE TA EVECIA TTPOTOVTA.

« Agv umapyxouv Slabéotpa KAVIKA SeSOHEVA OXETIKA UE TNV €yxuon
Tou Juvéderm® VOLITE™ ot meploxr] mou €xel N8N avTIHETWOOEL
BepameuTiKd pe SepUaTiko eppuTeELa TIOU Sev ivat ALLERGAN.

« ZUVIOTATAL VA PNV YiVETAL £€yXUON OF TIEPIOXT TTOU £XEl AVTIHETWTIOOE
BOEPAMEVTIKA HE HOVIPO EUPUTEV AL

« Agv undpxouv Slabéotpa KAIVIKG SeSouéva OXETIKA UE TNV
AMOTENECHATIKOTNTA KAl TNV avoyr 600V agopd tnyv éyxuon Juvéderm®
VOLITE™ o€ a0BeveiG pE 1I0TOPIKO AUTOAVOONG VOOOU I HE autodvoon
V000 0€ £€£NIEN 1Y LE AUTOAVOOT AVEMAPKELA 1) aoBeveig Tou AapBavouv
AVOOOKATAOTAATIKN aywyr|. O 1aTpo¢ Ba mpémel GUVENWG va amopaacilel
doov agopd Tig eVOEIfEIC KATA MEPIMTTWON, AvaAOYwS TNG GUONG TNG
VOOOU Kal TNG avTioTolXnG BepameuTIKAG AVTIMETWMIONG TNG, Kat
Oa mpénel emiong va Staceahilel tnv ek mapakohovbnon Twv
acBevv aut@v. Mo CUYKEKPIUEVA, GUVICTATAL VA TIPAYMATOTOLETAL
TPOKATAPKTIKA SeppaTikiy Sokipaoia yia umepevaicbnoia otoug
a0Beveig aUTOUE Kal va unv PaypatomnolEital £yXuon Tou TPoIovVToG av
n véoog eival evepyn.

« Agv umidpyouv SlaBEotpa KMVIKE SES0UEVA OXETIKA HE TNV AVOXT| 6G0V
agopd tTnv €yxuon Juvéderm® VOLITE™ e aoBeveic mou mapouctalouv
10TopIkd coPBapwv Kal/rp moAAanwy alkepylwv. O 1atpdg Ba mpémel
OCUVEMWG va amogaoilel 60ov agopd TIG evEei€elq Katd mepimtwon,
avaldywg Tng uong ¢ alhepyiag, kat Ba mpémel emiong va Stacpahilet
TNV €181KN TapakolovBNnon Twv acBeviv auTwv mou Slatpéxouy Kivéuvo.
Mo cuykekpiuéva, evééxetal va An@Oei andpaocn va mpotadei Seppatikn
Sokipacia yla umepgvatodnaoia 1 KATAANAN TTPOQUAAKTIKN aywyn TPV
anoé omoladHOTE £yXUOH. € IEPIMTTWON IGTOPIKOU AVAPUAAKTIKOU GOK,
OULVIOTATAL Va PNV eYXVETAL TO TTPOIOV.

« O1 aoBeVEIC Pe TPONYOUHEVO IOTOPIKO VOGOU CTPEMTOKOKKOU
(umotpomadlouvoa kuvayxn, o&eia peupatoeldi apBpitida) mpémet va
unofaAdovtal oe Seppatiki Sokipacia ya vmepevaiodnaoia mpv ané
KaBe éyxuon. H éyxuon Sev ouviotdtal otnv mepinTwon Tng ogeiag
pevpatoeldoug apBpitidag mou evromi{eTal 0TNV TEPLOXT TNG KAPSIAG.

« Ot aoBeveic mou AapPBAVOUV QVTITNKTIKA Aywyr 1 XPnOIUOToIoUV
0UCiEC TOU UMOPOUV va Tapateivouv Tnv aipoppayia (Bapeapiv,
OKETUNOOANKUAIKO 08U, Un OTEPOEISH avTipAeydovdn @dpuaka,
GAAEC OUGiEG TIOU €ival yVWOTEC yla TNV av&nan Tou Xpovou mRENG aipatog
OMW¢ CUUMANPWHATA PUTIKAG TIPoEAEUONG Ue oKOpSo 1y ginkgo biloba
KAL) mpémel va mpogidomolodvTtal yia Toug SuvnTikoug auvEnuévoug
KIvSUvVoug algoppayiag Kat AtHatwHATwWY Katd T SIapKELa TG £yXuong.

« Agv umdpyxouv S1aBEcIuEC MANPOPOPIEG GO0V APOPd TNV ACPANEL
EQPOCOV €YXVETAl TTOCOTNTA EUPUTEVHATWY eVéoIpwy ALLERGAN
HeyalUuTePn Twv 20mL avd 60kg (1301bs) palag cwpatog to xpovo.

« Noyw Tng mapouciag Mdokaivng, o cuvduacuog tou Juvéderm®
VOLITE™ pe oplopéva @APHAKA TTOU PEWDVOUV 1} avacTéAAOUV Tov
NMaTiko HETABOMOUO (O1HeTISivN, BriTa-avacToleic K.Am.) v cuvioTdtat.
« Noyw ¢ mapouciag ¢ AiSokaivng, 1o Juvéderm® VOLITE™ Oa
TIPETEL VA XPNOIUOTIOLEITAl PE TIPOCOXN Of acBeveic mou epgaviouv
CUUMTWHATA SIATAPAXWY AYWYIHOTATAC TNG KAPSIAC.

« TuvIoTATal 6TOV AcBeV va PNV Qopd UEK-AT yia 12 WPEC HETA amd
TNV £yXuon Kal va ano@elyel T mapatetapévn ékBeon atov Ao, TNV
uneptddn (UV) aktivoBolia, Beppokpaciec kdtw twv 0°C, KaBW¢ kat Tn
Xprion odouvag 1 atpoAouTpwy (Xapdap) yia Suo eBSopadec.

«H ouvBeon Tou mpoidvtog To kablotd oupPatd pe ta media mou
XPNOIHOTTo00VTAL YIA TNV ATTEIKOVION HayVNTIKOU CUVTOVIGHOU.

AZYMBATOTHTEZ

YTApXEL YVWOTH aoupBaTtoTnTa HETAEY TOU UAAOUPOVIKOU 0E£0G Kal TwV
ANATWV TETAPTOTAYOUC APHWVIOU OTIWG ival To BeV{aNKwVIo XAwplovxo.
la To Adyo autd cuvioTdtal va Unv épxetal moté o€ emaen 1o Juvéderm®
VOLITE™ pe autd Ta mpoiovTa, fj HE 1ATPIKO-XEIPOUPYIKO UNIKO TO omoio
£x€lL UTTOOTE( EMe€ePYaAsia UE AUTO TOV TUTTO TTPOTOVTOC.

Agv uTidpxel yvwoTr aAAnAemiSpaon pe GANa TOTIKA avatoOnTIkd.

ANEMIOYMHTEZ ENEPTEIEZ
Ot aoBeveic mpémel va yvwpilouv 0TI UTTAPXOUV TMOAVEC TTAPEVEPYELEG
OXETI(OPEVEG PE TNV €PPUTEUCN TOU TIPOIOVTOG, TOU €VOEXETAL vVa



EUQAVICTOUV Apesa iy va kabuoTteprioouy. Autég mepthapBavouy, arlld
Sev meplopifovtal og:

« OAeypovwdelq avTIdpAoelC (KOKKIViAa, oidnua, £pUBnpa K.AmM) mou
umopei va oxetifovtal pe Kvnopd (@ayolpa) Kal/f mévo Katd tnv
miieon kal/f mapaioBecia, UMOPEi va EUPAVIGTOVV HETA TNV £yxuon. Ot
avTISPACELC auTEC evEéxeTal va Stapkéoouv yia pia eBSopdda.

« AljaTtwpata.

« ZkAfpuvon 1y oidla 6To onueio £yxuong.

« Evéxetal va mapatnenbsi XpwUATIOHOG 1 AMOXPWHATIONOC TOu
onpeiou éyxuong, eI81KOTEPA OTAV TO SEPUATIKO EVEGIHO UAAOUPOVIKOU
oféo¢ eyxVetal uMEPPBOAIKG em@avelakd Kal/p oe Aentod  Sépua
(pawvopevo Tyndall).

« Kakn amoteAeopatikotnTa 1 Kakn gikova mijpwong (filling).

« Exouv avagepBei omavia dAeg coBapéc avemBUUNTEG EVEPYELEC TIOU
ouvdéovtal pue TNV evdoayyelakn £yXuon SEPUATIKWY EUPUTEVUATWV
OTO TIPOOWTO KAl GUUMIESH TWV 1OTWY, Ta omoia mepAapBavouv
TAPOSIKA 1 HOVIUN QVEMAPKEIM TNG 6paong, TUPAWON, EYKEQAAIKN
loxalpia 1 €yKEQAAIKA alpoppayia, mou odnyouv Ot EYKEQAAIKO
£MEI06810, VEKPWON Tou SEPPATOC Kat BAABN TWV UTTOKEIMEVWY SOUGV.
ZTapatAoTE apéowe TV éyxuon av o acBevric emdei€el omolodrmote
anoé Ta MAPAKATW CUPMTWHATA, Ta omoia mepthapBavouv aAhayég Tng
dpaong, onpdadla eyke@alikov emelcodiou, xAopdda Tou Sépuatog i
aouvrBIoTo TOVO KaTd TN SIAPKELa 1 apéowd HeTa amo Tn Stadikaaoia. Ot
aoBeveic Ba mpémet va AaBouv ap£owc 1aTpIKh @povTida Kat, av UTTAPXEL
Suvatotnta, e&étaon amd 1atpd pe KATAAANAN e1dikeuon, epocov
Tpaypatomoleital  evSoayyelakry  €yxuon. AMOCTAMATA, KOKKiwHa
Kat dpeon fj kabuotepnpévn umepevalodnoio UETA amd €yXUOEIQ
vahoupovikoU o&éog kat/i Midokaivng éxouv avapepBei. Na 1o Adyo autd
ouviotdtat va AapBdvovtat uméyn ot mavoi autoi kivduvol.

« O1 a0Beveic MPEMel va ava@éPouy TO GUVTOUOTEPO SuVATO GTOV LATPO
TOUC TIG PAEYHOVWOELG aVTISPATELG TTOU S1apKOUV TIEPIOCOTEPO Ao pia
£BSouada fy omoladrimote AAAN avemBUUNTN evépyela mapouotacTel. O
1aTPOC Oa MPETEL va S1ao@aNicEl TNV AVTIHETWITION TOUG HE KATAAANAN
Bepaneia.

- O Siavopéag f/kal 0 KATaOKELAoTAC Ba TPEMEL va evnpep@vovTal
OXETIKA UE Omota AANn avemBUUNTN eVEPYela OXETI(ETAL HE TNV €yXuon
Tou Juvéderm®VOLITE™.

ME©OAOZ XPHEHZ-AOZOAOTIA

«To mpoidv autd mpoopiletal yia evoodepuIkny €yxuon omd
£€0UCIOG0TNHEVO 1ATPIKO TIPOOWTTIKG, CUMPWVA HE TNV EQOPUOCTEN
TomKy vopoBeoia. Mpokepuévou va ehaxiotomonBolv ot SuvNTIKEG
EMMAOKEC Kat KaBWE n akpiBela ival amo@acioTIKAG onpaciag yia pta
emruxnpévn Bepaneia, To MPOidV Ba MPEMEL va XpnolHoTOLETAl HOVO
ano 1aTpoug mou S1aBETouV EISIKN KATAPTION KAl EUTTEIPIT OTIC TEXVIKEC
£yxuong yla tn Bgpameia eMEQAVEIAKDY SEPPATIKWY BaBOUAWHAETWV.
Mpémel va €xouv yvwaon tngG avatopiag otnv meploxr TG éyxuong Kat
YUpw amod avThv.

- Juviotatal n xpron twv Behovwv 32G1/2". Qotoéco, avdloya pe
TNV TEXVIKNA TIOU €MAEYEL O 1ATPAG, givat Suvatd va xpnotpomnoinfoiv
BeNoveg 32G3/16” TSK (BN PRE-32004). H emloyr TOU WAKOUG TNG
Beldvag mpoodiopiletal amé Tov XprioTn BACEL TNG TEXVIKIC £YXUONE TTOU
epappolet. Ot Avtevdeielg, n MéBodog xpriong, ot MPo@uAGEEIS Katda Tn
xprion kat ot Mpogidomolroelg mou opilovtat yia ™ BeAéva 61O MAPOV
UANGSIO toXVOoLV EMioNG Kat yla Tnv mpoavagepBeioa Behova, epdoov
XPNOIHOTIOLE(TAL HE AUTO TO TTPOIOV.

« To Juvéderm® VOLITE™ mpémel va XpnolHOTOLE(Tal OMWG TapEXETal.
Onowadnmote tpomomnoinon 1| Xprion autol Tou TPOIGVTOC, N omoia
SEV CUPHOPPWVETAL TIPOC TIC OSNYIEC XPHOEWG TTOU TTEPIEXOVTAL OTO
Tapdv UANASIO, UTTOPET VAl EMNPEACEL SUCHEVWC TNV AMTOCTEIPWON, TV
OMOYEVELD Kal TNV amé8oaon Tou PoiovTog, To omoio Sev Ba givat mMAéov
EYYUNpEVO.

« Mptv amé ™ Bepareia, ot lATPOI TPETEL VA EVNUEPWVOULV TOUG A0BEVEIC
TOUG OXETIKA HE TIG eVOEICELC, TIG avTevSEifelg, TIC acupBatdTnTeC Kat
TIC SuvnTikéG avemBUUNTEG EVEPYELEC/KIVEUVOUC TOU TIPOIOVTOG TTou
a@opolV TNV £yXuon SEPHATIKWY EUPUTEVPATWY Kat va BeBatwvovTat
OTi ot aoBeveic yvwpilouv Ta onuadia Kal Ta CUPITTWHATA TwV SUVNTIKWY
ETTAOKWV.



« H meploxn mou mpokeltal va Bepameutei mpémel va amoAupavOei
S81e€08ikd mpv amé v €yxuon. EidIkoTEPQ, yia Bepameieg peyaing
em@avelag, Oa mpémel va amoAupavOsi oAdKAnpn n meptoxn (m.x.
OAOKANPO TO TPOOWTIO).

« AQQIPECTE TO MOHA TNG CUPLY YA TPABWVTAC TO OMTWGE YAIVETAL TNV EIK.
1. N ouvéxela, mMéote oTabepd T BEAOVA TTOU TIAPEXETAL E TO TIPOIOV
(e1k. 2) 0T OLPLYYA Kat BISWOTE TNV amald Se§looTpo@a. MeploTPEPTE
aKkoua pia @opd £wg OTou «KAEISWOE MARPWG Kal To MOHA TG BeAovag
Bpioketal otn B€on mou @aiveTal oV €1K. 3. Av To WA TNG BEAOVAC EXEL
TomoBEeTNOEL OTIWC PaiveTal 0TNV EIK. 4, £xel MpooaptnBei A\avBaouéva.
3TN CUVEXELQ, APAIPECTE TO TTPOCTATEVUTIKO TIOUA, KPATWVTAG TO KUPLO
HEPOC TNG 0UPLYYAG HE TO éva XEPL, TO Kal TO TTPOCTATEUTIKO MWHA HE TO
GAMo, 6TIWG PaiveTal oTnV EIK. 5 Kat TpawvTag ta U0 xépla oe avTiBeTeg
KaTteuBUvoelC.

Mptv amo v éyxuon, MéoTe To £uBolo £wg OTOU TO TTPOIOV apXioet va
péeL £€w amo T Perdva.

Mpaypatomoijote TNV éyxuon apyd Kat epappolovtag 660 1o Suvatov
Ayotepn migon.

Av n Behova gival UTAOKAPIOUEVN, UNV AUEAVETE TNV TTieon oTo £éuPolo.
AVT’ QuTOU, OTAPATACTE TNV £yXUON KAl AVTIKATACTAOTE TN BeAova.

H pn tTpnon autwv Twv HETPWY TPOPUAAENG PITOpPE( va TTPOKAAETEL
Kivéuvo amoolvdeong tng BeAdvag kai/fi Slaguyr Tou TPoIdVToC 0TO
enimedo tou luer lock kai/r va avgroet Tov kivuvo ayyetakic BAGBNG.

« MeTtd TV el0aywyn Tng BEAGVAC KAL TIPIV Ao TNV £yXUCT), CUVICTATAL VA
aAPaIPECETE ENAPPWG TO £UPBOAO YIa VA TTPAYHATOTIOICETE AvVapPOPNoN
katva BeBaiwBeite 6Ti n PeAdva Sev eival evoayyelakr.

« Av mpaypatononOei dueco XAOpIAoHA OTOIASHTTOTE OTIYHH KATd
TN SIAPKEL TNG £yXUONG, TIPETIEL VA OTAMATACETE TNV £yXuon Kat va
TPAYHATOMOICETE TNV KATAAANAN EVEPYELD, OTIWE HAAAEN TNG TIEPLOXNG,
HEXPL VA EMAVENBEL TO PUOIONOYIKO XPWHA.

« O Babuocg kat n Sidpketa TG StopBwong e€aptatal amd Tn GUon Tou
TIEPIOTATIKOV TIOU TTPEMEL va BEPAMEVTE], TNV KATAOVNON TWV (0TWV
OTNV TIEPLOXT| TOU EUPUTEVHATOG, TO BABOC TOU EPPUTEVHATOC OTOV I0TO
Kal TNV TEXVIKA TNG £€yxuonc. H moootnta mou eyxvetat Oa e€aptnOei
ano TIg MEPLOXEG TTou UTOKEIvTal o€ S16pBwaon pe BAon Tnv epmelpia Tou
atpou.

« Mnv mpayupatoroteite umepPolikry S16pOwon, S16TL n €yxuon
unEPPOAIKAG TOCOTNTAG UMTOPE VA TTPOKANETEL OPICUEVEG AVEMIOUUNTEG
EVEPYELEC OTIWC VEKPWON TWV IOTWV Kat oidnua.

« Evdéxetal va amatteital Ogpaneia Bertiwong (yia tnv emitevén
BéNtiotng S16pBwonc) ka/fy emavaAnyng (yia tn Satipnon g
Bértiotng S16pBwonc) pe Juvéderm® VOLITE™.

« TUVIOTATAL VA TIEPIMEVETE £WG OTOU Ol TUXOV AVEMBOUUNTEG EVEPYELEC
emMAUBOUV (pe €va ehayloto pecodiactnpa 2 BSopadwy) petagd dvo
€yXVOEWV.

«Metd TNV €yxuon, &ival onpavTiké va HOAGOCETAl N MEPLOXN
undé Bepaneia yia va BeBaiwbeite OTL To MPoidv gival opoldpopepa
KATAVEUNPEVO.

MNPOEIAOMOIHZEIX

« ENéy€Te TNV npepopnvia ARENG 0NV ETIKETA TOU MPOIOVTOG.

« Y€ MEPIMTWON TTOL TO MEPIEXOUEVO HIAC CUPLYYaG Tapoustalel onpdadia
Staxwplopou Kal/n gival Bapmé, pnv xpenoIHOTOLEiTe Tn oUpLyya.

« Na pnv emavaypnolpormoleital. Y& mepimtwaon emavaypenotyonoinong
TOou TAPOVTOC TPOIOVTOC, N AMOCTEIPWON Tou TPOIdVTOG Sev gival
€yyunuévn.

« Na pnv emavamnooTelpwVeTal.

« NMa T Beoveg :

- Ot xpnotpomotnpéveg BENOVEC PETEL va amoppimTovTal o€ €ISIKO yla
TOV OKOTIO AUTO TEPLEKTN. KAVTE TO i810 yla Tig oUplyyeC. ZupBouleuBeite
TIC LIOXUOUOEC 08NYIEC yia va ea0@aNicETe TV 0pON amopppn.

- Mnv emIxeIpEiTe TOTE va emava@EpeTe pia BeAdva mou xel OTPABWOEL
ATTOpPIPTE TNV KAL AVTIKATACTAOTE TNV.

ZYNOHKEZ OYAAZHE
« DuN&ETe petaguy 2°C kat 25°C.
« EUBpavoTo



« Do not contain elastomer-rubber latex

M( « Aev epIEKEl NATEE ENAOTOUEPOUC-KAOUTOOUK

« Do notre-use
® « Na unv emavaypnaotuomoleitat

« Syringe

. Sopiyya

« Date of manufacture
« Hpepopnvia kataokeunig



+ Batch code
+ Kwdikog maprtidag

« Temperature limit

25 . ‘Opto Beppokpaciag
2°c

- Fragile, handle with care
I « E0BpauoTo, XEIPIOTEITE TO TTPOCEKTIKA

« Needle

D_ « Behova



« Do not use if package is damaged
@ « Na pnv xpnolpomolgital pOooV n CuoKevaoia ivat

@Bapuévn

- Attention; see instructions for use

fﬁ « TMpoooxn, SiaBaocte Tig 0dnyieg xpriong

« Use-by date
g « XpNOIUOTIOINOTE PEXPL NUEPOUNVID

« Sterilized using irradiation
[STERLE]R] . Amooteipwuévo, amooteipwon pe aktivoBolia



Ny « Keep away from sunlight
‘<\ «+ MPOooTATEVOTE TO AN TIG NNAKEG AKTIVEG

N

« Sterilized using steam or dry heat
[STERLE[T] + AmooTelpwuévo, amooTeipwaon pe xPrion atpou f Bgppol
aépa

- Catalogue number
« Ap1Bpo¢ kataldyou

« Manufacturer
‘ « Kataokevaotng



« Authorized representative in the European Community
« E€ouciodotnuévog aviimpoéowrnog otnv Eupwraikn
‘Evwon
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