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dJuvéderm:
ULTRA 4

@ Hyaluronic acid gel (24mg/mL) with 0.3% lidocaine hydrochloride.

Treatment of deep skin depressions, lip enhancement and cheekbone augmentation
by injection by an authorized medical practitioner in accordance with local applicable
regulation.

@ [éAn valoupovikol 0&€og (24mg/mL) pe 0,3% uSpoxAwpikr AiSokaivn.

Oeparneia évtovwv BaBoudwpudTwy oTnV EM@Avela Tou §éppatog, avénon Tou dykou
TWV XEMWY KaBWwg Kat avénon Twv JUYWHATIKWY péow EVECNG XOPNYOUHEVNG amd
£€0UCI050TNHEVO LATPIKO TPOCWTTIKG CULPWVA HE TOUG EQAPUOTTEOUG TOTIKOUG
KQVOVIOUOUG.
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COMPOSITION

Hyaluronic Acid gel 24 mg
Lidocaine hydrochloride 3mg
Phosphate buffer pH 7.2 g.s. 1mL

One syringe contains 1 mL of Juvéderm® ULTRA 4.

DESCRIPTION

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

STERILISATION

The contents of the Juvéderm® ULTRA 4 syringes is sterilised by moist
heat.

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

INDICATIONS

« Juvéderm®ULTRA 4 is an injectable implant used for filling any deep
depressions of the skin via deep dermis injection, as well as for lip
enhancement and cheekbone augmentation.

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

CONTRA-INDICATIONS

« Do not inject Juvéderm® ULTRA 4 in the periorbital area (eyelids,
under-eye area, crow’s feet) and glabellar region.

- 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® ULTRA 4 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®ULTRA 4 must not be used in areas presenting cutaneous
inflammatory and/or infectious processes (acne, herpes, etc.).

« Juvéderm® ULTRA 4 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® ULTRA 4 is indicated only for intra-dermal injections and
injections in the mucous membrane of the lips.

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

+ Juvéderm® ULTRA 4 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®
ULTRA 4 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® ULTRA 4 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®ULTRA 4 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®
ULTRA 4 with certain drugs that reduce or inhibit hepatic metabolism
(cimetidine, beta-blockers, etc.) is not recommended.

« Due to presence of lidocaine, Juvéderm® ULTRA 4 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® ULTRA 4
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, 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® ULTRA 4 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 or the
mucous membrane of the lips 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, experience and who are
knowledgeable about the anatomy at and around the site of injection.
« Juvéderm® ULTRA 4 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.

« 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® ULTRA 4
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.



ZYNGEZH

TéAn uahoupovikoU 0&€og 24mg
YSpoyxAwpikr Miokaivn 3mg
PuBpioTiKS StéAupa ewogopikwy pH 7,2 g.s.  1mL
Mia oVptyya mepiéxet 1mL Juvéderm® ULTRA 4.

MNEPIFPA®H

To Juvéderm® ULTRA 4 gival £va amoCTEIPWHEVO, LN TTUPETOYOVO Kal
PUOIONOYIKO SIEALPA PE OTAUPOEISEIG SETUOUG UANOUPOVIKOU 0EE0G
un {wikng mpoéhevonc. H yéAn Siatibetal oe mpoyepiopévn cluplyya
Hiag xpriong. Kabe ocuokevaoia mepiéxel 0o ouplyyeg Juvéderm®
ULTRA 4 1mL, 4 amootelpwpéveg Behoveg 27G1/2" pag xpriong,
mou mpoopilovtal pévo yia v éyxuon tou Juvéderm® ULTRA 4,
£va QUANASI0 O8NYIWV Kal éva OET ETIKETWV Yia va Stacpaliletal n
ixvnAaopdtnta.

ANOZTEIPOTH

To meplexOpevo Twv oupiyywv Juvéderm® ULTRA 4 £xel amooTelpwOei
He vypn Beppotnta.

O1 BeNdveg 27G1/2" amooTelpwvovTal He akTivoBoAia.

ENAEIZEIX

+To Juvéderm® ULTRA 4 eival éva €VECIHO EPQUTEUPA TIOU
XPNOIMOTIOLEITAL YIA TO «YEUIOHa» O€ omolodnmote Babu Baboviwua
TOu S£pHaTog péow €veong TNG ev Tw Pabel Seppidag, kabwg emiong
Y10 TO TOVIOHA Kat TNV av§non Twv xewy Kabwg Kat tTnv avénon twv
CUYWHATIKWV.

« H mapoucia Midokaivng mpoopiletat yla va YEWOEL TOV TTOVO TOU
a0Bgvoug Katd Tn Bepareia.

ANTENAEIZEIZ

« Mnv eyxvete 10 Juvéderm® ULTRA 4 oTnv TIEPIKOYXIK TIEPIOKN
(BAépapa, meploxn KATw amd 1o pdty, mOSL NG XAvag) Kal ot
HecdPPUO TTEPIOXN.

«Na pnv eyxvetal ota aigo@opa ayyeia (evSoayyelakd). H
evboayyelakr éyxuon pmopei va mpokaAéoel epBoNopd, andepadn
Twv ayyeiwy, woyadia i épepaypa.

«+ Na pn yivetat umepBolikr S1opbwon.

« To Juvéderm® ULTRA 4 Sgv TpETIEl va XPNOIMOTIOLEITAL ATTO:

- aoBeveig mou umoépouv amd emAnyia mou Sev avTipeTwieTal
OepameuTIkg,

- A0BEVE(G PE TAON EPPAVIONG UTIEPTPOPIKWY OUAWV,

- a0Beveig Pe yvwoTr umepeualobnoia 6To LAAOUPOVIKG 0&L Kal/f og
Baktnplakég mpwTeiveg BeTIKEG Katd Mkpay, KaBwg To VAAOUPOVIKO
0&U mapayetat amd BakTripla TUTTOU OTPEMTOKOKKOU,

- aoBeveig pe yvwotr umepevaicdnoia otn Aidokdaivn 1 og Tomkda
avatoOnTikd tumou apidiou,

- aoBeveig Tou uo@épouv amé mopeupia,

- EYKVOUG 1} OnA&{ouoeg yuvaikeg,

- maudid.

« To Juvéderm® ULTRA 4 Sev Tipémiel va XPNOIUOTIOIEITAL OE TIEPIOKES
pe Seppatikd mpoBAuata Omwe GAEYHovr f/kal HOAOVOELG (aKUN,
£pTING KATL).

« To Juvéderm® ULTRA 4 Sgev Tipémel va XpnolpOTOLE(Tal O AUETO
ouvduaopd pe Bepameia Aélep, Babeia xnuikr amohémon (deep
chemical peeling) 1} deppamodéeon (dermabrasion). Stnv mepimtwon
NG EMOEPUIKAG ATONETIIONG, TIPETIEL VA AMOQEVYETAL N €yXUOn €4V
£xel MPokANBei coPapr) PAeypovwdng avtidpaon.



NPO®YAAZEIZ KATA TH XPHZH

« To Juvéderm® ULTRA 4 Sgv evSeikvuTal yla eyXUOELG GANEG EKTOG aTTO
UTTOSAPIEC 1} OTOV BAEVVOYOVO TWV XEINWV.

« Otlatpoi mpémet va AapBAavouv uTTOYIV TOUG TO YEYOVOG OTLTO TIPOIOV
autd TepLExel NiSokaivn.

« To Juvéderm® ULTRA 4 5¢ev £xel oxeS1aoTel yia xprion o€ emepPAcelg
S16ykwonc/d16pbwong Tou otribouc.

« [eVIKA, N EUPUTEVON LATPOTEXVONOYIKWV TIPOIOVTWY CUCKETICETAL PE
kivouvo poluvong. Mpémet va AapBavovtal ol mpOTUTEG TPOPUAAEELG
TTOU CUVSEOVTAL PE TA EVECIUA TTPOTOVTA.

« Aev umapyouv SlaBéotua KAVIKG Sedopéva OXETIKA HE TNV €yxuon
Tou Juvéderm® ULTRA 4 ot meploy) TTOU €xel NON QVTIHETWTIODEL
BepameuTika pe Seppatikod evéotpo mou Sev gival ALLERGAN.

« ZUVIOTATAL VA UNV YIVETaL éyXUon O TIEPIOXT TIOU £XEL AVTIUETWTTIOOET
OEPATEVUTIKA PE HOVIHO EPPUTELHA.

« Agv undpxouv SlaBéoipa KAWVIKG Sedopéva OXETIKA HE TNV
QMOTEAECHATIKOTNTA Kal TNV avoxry 6oov agopd Ttnv éyxuon
Juvéderm® ULTRA 4 o€ acBeveig pe 10TOPIKO autodvoong vooou 1y pe
autoavoon vooo ot e§ENIEN 1) HE AUTOAVOON QVETIAPKELD 1 aoBeveig
Tou AapPAvouv avoooKataoTaATiky aywyr). O 1atpdg Ba mpémel
OUVETIWG va amo@acilel 6oV aopd TIG eVOEIEIC KaTtd mepimTwon,
avaAOywe TNG QUONG TNG VOOOU Kal TNG avTioTolXNG BEPATTEVTIKAG
QVTIMETWIONG TNG, Kat Ba mpémel emiong va Stao@ahilel tnv edikn
mapakoAoUBnon Twv aoBevwy autwv. Mo CUYKEKPIPEVA, CuVIoTATAL
VO TTPAYHATOTIOLEITAl  TIPOKATAPKTIKY  deppatikhy  Sokipacia  yia
umEpeVaIoONaia 6TOUG ABEVEIG aUTOUG Kal va unv paypaTomoleital
£yxuon Tou PoIdvVTOoC av n vooog eival VePy.

« Agv undpxouv Slabéoipa KAVIKG SeSopéva OXETIKA HE TNV avoxn
6oov agopd v éyxuon tou Juvéderm® ULTRA 4 ot aoBeveig mou
mapouotalovv 10Topikd coBapwv ka/fy moAamwv aAAepylwv. O
10TPOC Ba PETEL CUVENWG va ano@acilel 6oovV apopd TIG eVOEIEEIG
Katd mepinTwon, avaldyws tng @uong TG alepyiag, kat Ba mpémet
emiong va Slac@alilel Tnv €181Kr TapakoAoUONGN Twv ACBEVWV AUTWV
mou Slatpéxouv kivduvo. Mo ouyKkekplpéva, evdéxeTal va AngOei
anogaon va mpotabei deppatikry Sokipacia yia umepevaicOnoia 1y
KATAANNAN TIPOQUAGKTIKY) aywyr| Tipv and omoladninote £yxuon. e
TIEPIMTWON I0TOPIKOU AVAPUAAKTIKOU GOK, GUVICTATAL VA NV £yXUETAL
TO TIPOTOV.

+ Ot aoBevei¢ pe TPONYOUHEVO IOTOPIKO VOOOU OTPEMTOKOKKOU
(umotpomalouoa kuvayxn, oéeia pevpatoeldry apBpitida) mpémel va
vmoBaNovTtal o Seppatiki Sokipacia yia umepevalobnaoia mpv and
KABe €yxuon. H éyxuon Sev ouvioTdtal oTnv MEPIMTWOoN TG o&eiag
pevpatoeldolg apBpitidag mou evtomiletal oTnV MEPLOX TNG KAPSIAG.
+ Ot aoBeveiq mou AapBavouy avTimKTIKA aywyn i XpNnolpomolou
ouGcieg TTou pImopouV va Tapateivouv TNy atdoppayia (Bapeapiv,
OAKETUNOGOAIKUAIKO 00, pn OTEPOEISH avTipAeyHovwdn @dppaka,
1} GA\EC OUTIEG TIOU €ival YWWOTEG yla TV avénon Tou Xpdvou THENG
Q{HOTOG OMWG CUMIMANPWHATA QUTIKNAG TTPOEAEUONG pE OKOpSO 1)
ginkgo biloba k.Am.) mpémel va mpogidomotouvTal yia Toug SuvnTikoug
auénpévoug KIvBUVOUG atpoppayiag Kal QIHOTWHATWY KaTd T
S1dpkela TG éyxuong.

« Agv undpyouv SLaBEoIpa OToIXEI OOV aQOPA TNV ACPANEIX EPOTOV
gyXVETAl TOOOTNTA SEPUATIKWY VESIUWY ALLERGAN peyalutepn Twv
20mL ava 60kg (1301bs) pdlag cwpatog To xpovo.

« Néyw NG mapovaiag T Aildokaivng, o cuvduacpodg touv Juvéderm®
ULTRA 4 pe oplopéva QAPUOKA TTOU HEIWVOLV I QVOOTEANOUV
Tov Nratikd peTaBoNopS (OpeTidivn, BriTa-avacToAeic KAL) Sev
ouvioTatal.

« Aoyw NG mapouciag tng Midokaivng, to Juvéderm® ULTRA 4 6a
TIPETIEL VA XPNOIOTIOLEITal HE TTPOoOXN O aoBeveic Tou epgpavifouv
CUUMTWHATA SIATAPAXWY AYWYIHOTATAG TNG KAPSIAG.

« JuVIOTATal 0TOV AcBEevVA va PNV Qopd HEIK-AT yia 12 WPEG PETE amd
TNV €yXU0N Kal va amo@eVyel Ty mapatetapévn ékBeon otov Ao, Tnv
uneptwdn (UV) aktivoBolia, Beppokpaocieg katw twv 0°C, KabBwg Kat
™ Xprion odouvag 1 atHOAOUTPWY (Xapdu) yia Vo eBSopddeg.




« H olvBeon tou mpoidvtog To Kablotd oupBatd pe ta media mou
XPNOIHOTTOIoUVTAL VIO TNV ATTEIKOVION HAYVNTIKOU GUVTOVIGHOU.

AZYMBATOTHTEZ

Yndpxetl yvwoth acupBatdtnta HeTagy Tou Laloupovikou o&Eog Kat
TwV aNdTWV TETAPTOTAYOUC Oppwviou omwe givat To Bev{aAkwvio
XAwploUxo. MNa 1o Adyo auTd GUVICTATAL VA UNV EPXETAL TTOTE OE EMAPY
70 Juvéderm® ULTRA 4 pie auTd Ta TIPOTOVTA ] HE LATPIKO-XEIPOUPYIKO
VAIKO TO OTT0i0 £XEL UTIOOTE EMEEEPYATIa PUE AUTO TOV TUTTO TIPOIOVTOG.
Aev undpyel yvwoTr) aMnAemidpacn pe GANa Tormikd avalodnTikd.

ANEMIOYMHTEZ ENEPTEIEEX

O1 aoBeveig mpémel va yvwpi{ouv 0Tt UTIAPXOLV TIOAVEC TTAPEVEPYELEG
OXETICOMEVEG HE TNV EUPUTEUCH TOU TIPOIOVTOC, TIOU €VOEXETAL va
EUPAVIOTOUV AEDA I} VA KABUOTEPHGOLV. AUTEG TIEPIAABAVOULY, AANG
Sev meplopilovtal og:

« OAeypovwdelg avtidpdoelg (Kokkiviha, oidnua, epuBnua KAL) mou
umopei va oxetiCovtal pe Kvnouo (@ayolpa) Kai/fy mévo Katd tnv
miieon ka/ mapatoBecia, UMmopei va upavioToly PeTd Ty éyxuon. Ot
avTISPAoEIC aUTEC evOéxeTal va Slapkéoouy yia pia eBSopada.

« Alpatwyata.

« ZKApuvon 1 olidia oTo onueio £yxuong.

« Evdéxetal va mapatnenBei XpwHATIONOG 1 AMOXPWHATIOUOG
Tou onueiov éyxuong, €8IKOTEPA OTAV TO OEPHATIKO EVEOCIMO
VaAoUPOVIKOU 0&€0g eyxVeTal UTTEPPBOAIKA EMPAVEIOKE Kal/T) O AemTTd
Séppa (pavopevo Tyndall).

« Kakrj amoteheopatikdtnTa 1 Kakn eikova mijpwong (filling).

« 'Exouv avagepBei omdvia aAa coPapd avemBupnta cupBdavta mou
ouvSéovtal e TNV evOoayyelakn €yxuon SEPUATIKWY EVECIHWY OTO
TIPOOWTTO KAl CUUTTIECH TWV IOTWV, Ta omoia TepIAapBavouy mapodikn
| HOVIUN QVETTAPKELD TNG Opacng, TOPAWON, EYKEQOAIKN IoXatdia
| €YKEQANIKN) aipoppayia, mou odnyouv Ot eYKEQANIKO €MEITOSIO,
VéEKpwon Tou Séppatog Kal PBAABN Twv UMOKE(PEVWY  SOHWV.
ZTAPATAOTE apEoWE TNV €yxuon av o acBeviig emdeifel omolodimote
amoé Ta MAPAKATW CUUTTTWHATA, Ta omoia TepIAapBavouy aANayEég TG
6paong, onuadia eykepaAikov emelcodiou, xhopdada tou Séppatog 1
aouvrBloTo movo Katd Tn Slapkela 1 apéows Petd amo tn Sadikacia.
O1 aoBeveic Ba mpémel va AdBouv apéowg latpikr @povtida Kal, av
uTdpxel SuvatdTNTA, EKTiPNON ATTO KATAANAO EI8IKO 1aTPO, EPOOOV
Tipaypatonoleital evéoayyelakr €yxuon. ATMOCTAHATA, KOKKIwHaA
Kal dpeon 1 Kabuotepnuévn umepevalobnoia PETa amd eyxUOEIG
vahoupovikol o&éog kal/fy Midokaivng éxouv emiong avagepBei. MNa
70 Adyo autd cuviotdtal va AapBavovtat umoyn ot mbavoi autoi
Kivéuvol.

« Ot a0Beveiq TPEMEL VA aVaPEPOLY TO CUVTOHOTEPO Suvatd oTovV
10TPO TOUG TIC PAEYHOVWSELG avTIOPACEIS TTOU SIAPKOUV TTEPICCOTEPO
an6 pia efSopdda f omoladnmote AANN avemBuUNTN EVEpyEla
mapouotacTei. O 1aTpdg Ba mpémel va SIacPaNioel TNV AVTILETWTION
TOUG HE KATAANNAN Bepareia.

+ O Savopéag fi/kat o KataokevaoTr¢ Ba MPEMel va evnpepwvovTal
OXETIKA pPE OOl AANN avemBUUNTN eVEPYELa OXETICETAL JE TNV €yXuon
Tou Juvéderm® ULTRA 4.

MEOOAOZ XPHZHZ-AOXOAOrIA

«To mpoidv autd mpoopiletal yla apyrn €yxuon otV &V Tw
Babetl Seppida, umodopiwg fj OTO UTIEPTIEPIOOTIKG emimedo, amd
£€0V0I080TNUEVO LATPIKO TIPOOWTTIKO, CUHPWVA HE TOUG TOTIKOUG
Kavoviopoue. lpokelpévou va  ehaylotomoinBolv ot kivéuvot
SuvnNTIKWY EMMAOKWY Kal KabBwe n akpifeia gival amo@actoTikig
onuaciag yla pia emruxnpévn Bepaneia, to mpoidv Ba mpémel va
XPnotpomoleitatl Hovo amd 1atpolg mou SlaBétouy €I8IKN KATtdpTIon,
EUMEIPiO KAl YVWON TNG aVaTopiag TnG TEPIOXNAG £yXuong Kal g
TEPLOXNG YUPW amd auTrv.



« To Juvéderm® ULTRA 4 TipETiEL va XPNOIUOTIOLEITAL OTIWE TTAPEXETAL.
Onoladnimote Tpomomnoinon 1 Xxprion autol Tou TPOIGVTOE, N omoia
SEV CUUHOPPWVETAL TIPOG TIG 0BNYIEC XPHOEWG TIOU TIEPIEXOVTAL OTO
TapOV UANASIO, UITOPE( va EMMPEACEL SUCHEVWC TNV ATTOOTEIPWON,
TNV OPOYEVELX KAl TV amdSoon Tou TTPoIoVToG, To omoio Sev Ba givat
TIAéOV Eyyunpévo.

« Mpwv and Tn OBeparmeia, ol 1ATPOI TIPEMEL VA EVNHEPWVOUV TOUG
aoBeveic Toug OXeTIKA Me TIG evdeifelq, TG avtevdeielg, TG
ACUMBATOTNTEG Kal TIC SLUVNTIKEG AVEMBUUNTES EVEPYEIEG/KIVOUVOUG
TOU TIPOIOVTOC TIOU APOPOUV TNV £yXuon OEPUATIKWY EVECIHWY
Kat va BeBaiwvovtal 6Tt ot aobeveic yvwpilovv Ta onuadia kat Ta
CUUMTWHATA TWV SUVNTIKWV EMITAOKWV.

« Mptv and v éyxuon, amoAVPAVETE Thv TEpLoxr Sle€odika.

+ AQaIPECTE TO GKPO TOU TIWHATOG TPaBwvtag otnv gubsia g
oUplyyag, OMwe aivetal oTnv €IK.1. XTnN CUVEXELD THECTE OQIXTA TN
Behova mou mapéxetal oTo kouTi (€IK. 2) oTn ouplyya, Pidwvovtag
AmaAd PE T POoPda TwV SEIKTWY TOU poAoyloU. MePIOTPEPTE aKOpA pia
POPA €W OTOU «KAEOWOEN MAPWE TO WA TNG BeAdvag ot Béon
IOV PaiveTal oTnV €IK. 3. AV To TwHA NG BeAOvag £xel TomoBeTnOei
OMw¢ @aivetal otnv &iK. 4, €xel mpooaptnOei AavBaouéva. Xt
OUVEXELD, AQAIPEDTE TO TTPOOTATEUTIKO TIWHA, KPATWVTAG TO KUPLO
HEPOC TNG TUPLYYaG OTO €va XEPL, TO TTPOOTATEUTIKO TIWHA OTO AANO,
OMWG QaivETal 0NV €IK. 5 Kal TpapwvTag ta dUo xépla oe avTiBeTeg
KOTELOUVOELC.

Mptv amo tnv €yxuon, mMéoTe To £UBONO £w¢ GTOU TO TTPOIOV apKioEL va
péet é€w amd T Berdva.

MpaypatomnmoIoTe TNV €yXuon apyd Kat epapuocTe 600 To duvatov
Ayotepn mieon.

Av n Beldva eival UMAOKAPIOPEVN, NV QUEAVETE TV TiiEon oTO
£upolo. AvT’ autol, OTAPATAOTE TNV £yXUON Kal AVTIKATAOTAOTE TN
Berova.

H pn tpnon autwv Twv pETPwY IPOPUAAENE UMOPEL va TIPOKANECEL
Kivéuvo amoolvdeong Tng BeAdvag kai/f Slaguyn Tou mPoiévTog oTo
emimedo tou luer lock kar/n va avéroet Tov kivéuvo ayyelakic BAapne.
« Metd TV eloaywyr) TNG BEAOGVAG Kat TTPLV Ao Tnv €yXuon, CUVICTATAL
Vo a@alpéoete ENa@Pws To £UBOANO yla va TIPAYHATOTION|OETE
avappognon Kat va BePaiwdeite 6T n Behdva dev ivat evdoayyelakr.
« Av mipaypatomoindei apeco xAOpIaopa omoladAmoTe oty Katd
™ SIApKEla TNG €yXUONG, TTPETEL VA CTAPATACETE TV €yXuon Kat
Va TIPAYHOTOTIOINOETE TNV KATAANAN €VEPYELD, OTTWG HAAagn TNG
TIEPLOXNG, HEXPL VA EMAVENDEL TO PUGIONOYIKO XPWHAL.

« O Babpocg kat n didpkela ¢ S16pBwong egaptdral amod Tn euon
TOU ENATTWHOTOG TTOU TIPETMEL VA BEPATEVTEL, TNV KATATOVNON Twv
I0TWV OTNV TIEPLOXT) TOU EPPUTEVHATOC, TO BABOG TOU EUPUTEUHATOG
OTOV 10TO Kal TNV TEXVIKA NG €yxuone. H moodtnta mou eyxvetat Ba
£€aptnBei amd TI¢ MePLOXEC TTou uMdKEIvTal og S1opBwon pe Baon v
gumelpia ToL ylatpoU.

+ Mnv mpaypatonoleite umepPolikry S16pbwon, yati n éyxuon
unepBOANIKAG  TTOOOTNTAC  MMOPED VA TIPOKOAECEL  OPIOHEVES
TIOPEVEPYELEC, OTTWG VEKPWON TWV ITWV Kal 0idnpa.

« Evdéxetal va anaiteital Bepamneia BeAtiwong (yia tnv emitevén
BéAtiotng S16pBwong) kany emavdAnyng (yia ™ Satipnon Tng
BéTIoTNG S16pBwonc) pe Juvéderm® ULTRA 4.

+ ZUVIOTATAl VO TIEPIMEVETE PEXPL Ol TTIOPEVEPYEIEG VA EMALBOUV
(touldxioTov 2 eBGopadeC) petafy 600 eyxUoEWV.

+ Metd Vv éyxuon, €ival onpavtiké va PAaAAcoeTal n TEPLOXN
uné Bepaneia yia va Befaiwvecte dTL n oucia gival opoldpopPa
KATAVEUNMEVN.

MNPOEIAONOIHZEIZ

« EAéyETe TNV npepopnvia AENG OTIG ETIKETEG.

« Z€ TIEPITTWON TIOU TO TIEPIEXOUEVO HIOG OUPLYYAG TTapousotalel
onuadia dlaxwpiopoy Kar/n givat Bapmod, pnv xenolUomolEite Tn
olplyya.



+ Na pnv emavaypnotpomoleital. L€ MEPIMTWON EMAVaXENGILOTOoiNong
TOU TIAPOVTOG TIPOIOVTOG, N AMOOTEIPWON Tou TPoidvTog Sev eivat
Eyyunpévn.

+ Na punv enavamooTelpwveTat.

« MNa g PeNdveg :

-0t XpNOIHOTIOINMEVEG PBENOVEC TIPETIEL VA AMOPPIMTOVTAlL  OF
£101KO yla To OKOTO aUTO TEPIEKTN. KdvTte TO 810 yia TG CUPILYYEG.
ZUHPOUAEUBEITE TIG 1IoXVUOUOEC 08NYIEC Yia va e€aoaNioeTe TV opbr
anoppwpn.

-Mnv emigelpeite TOTE va EMAVOQEPETE [l BeNOva Tou  ExEl
oTpaPwotel. MeTalTe TV KAl AVTIKATACTAOTE TNV.

ZYNOHKEX OYAAZHZ
« Quha&te petadL 2°C kat 25°C.
« EbBpavoTo.



« Do not contain elastomer-rubber latex

M « Aev miepiéxel NaTéE ENAOTOPEPOUC-KAOUTOOUK

« Do notre-use
« Na unv emavaypnotpomotgitat

- Syringe

- Sopiyya

- Date of manufacture
@ « Huepopnvia kataokevng



LOT

25
ref

+ Batch code
+ Kwdikog maptidag

- Temperature limit
« 'Oplo Beppokpaaiag

« Fragile, handle with care
« EUBpauoTo, XEIPIOTEITE TO TPOTEKTIKA

+ Needle
+ Belova



« Do not use if package is damaged
« Na pnv xpnolpomolgital pocov n cucKevacia givat

pBappévn

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

« Use-by date
g « XpNOIMOTIOIROTE PEXPL NUEPOUNVID

- Sterilized using irradiation
STeRLE[R] . Amootelpwpévo, amooteipwon e akTivoBohia



g

//T< « Keep awayv from sunlight ) )
/.\\ « [POCTATEVOTE TO A6 TIC NNOKEG AKTIVEG

« Sterilized using steam or dry heat
[STERLE[E] . Amooteipwpévo, amooTeipwon pe xprion atuou A Beppol
aépa

- Catalogue number
« Ap1Buog Katahoyou

« Manufacturer
‘ - Kataokevaotrg



« Authorized representative in the European Community
« E€ouciodotnuévog avtimpdownog otnv Eupwmaikn
‘Evwon
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