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Juvéderme
ULTRA 2

2x0.55mL

Hyaluronic acid gel (24mg/mL) with 0.3% lidocaine hydrochloride.
Treatment of medium-sized depressions of the skin and lip definition by injection by
an authorized medical practitioner in accordance with local applicable regulation.

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

Oepareia pecaiou peyéBoug BaBoUAWIATWY OTNV EMPAVELD TOU SEPHATOG Kal
Snuioupyia MEPIYPAPUATOC XEINWY HECW EVEONG XOPNYOUHEVNG AT
£€0UCI080TNPEVO 1ATPIKO TIPOCWTTIKO CUMPWVA LIE TOUG EQAPHOCTEOUG TOTTIKOUG
KAVOVIGHOUG.
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Allergan.
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COMPOSITION

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

One syringe contains 0.55 mL of Juvéderm® ULTRA 2.

DESCRIPTION

Juvéderm® ULTRA 2 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 0.55 mL Juvéderm® ULTRA 2 syringes, 2 single-
use 30G1/2" sterile needles to be used only for injecting Juvéderm®
ULTRA 2, an instruction leaflet and a set of labels in order to ensure
traceability.

STERILISATION

The contents of the Juvéderm® ULTRA 2 syringes is sterilised by moist
heat.

The 30G1/2" needles are sterilised by radiation.

INDICATIONS

« Juvéderm® ULTRA 2 is an injectable implant used for filling any
medium-sized depressions of the skin via mid-dermis injection, as
well as for lip definition.

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

CONTRA-INDICATIONS

« Do not inject Juvéderm® ULTRA 2 in the eyelids. The application of
Juvéderm® ULTRA 2 in the under-eye area is to be performed only
by specialists specifically trained in this technique who have a sound
knowledge of the physiology of this particular area.

« 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 2 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 2 must not be used in areas presenting cutaneous
inflammatory and/or infectious processes (acne, herpes, etc.).

« Juvéderm® ULTRA 2 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 2 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 2 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 2 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 2 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 2 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 2 with certain drugs that reduce or inhibit hepatic metabolism
(cimetidine, beta-blockers, etc.) is not recommended.

« Due to presence of lidocaine, Juvéderm® ULTRA 2 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 2
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
aweek.

- 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 2 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 2 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 2
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.



ZYNOEZH

[éAn vahoupovikol o&éog 24mg
Y&poyAwptkr Aidokaivn 3mg
PuBpIOTIKO S1dAVpa wopopKwy pH 7,2 .s. Tml
Mia cUptyya mepiéxet 0,55mL Juvéderm® ULTRA 2.

NEPITPAQOH

To Juvéderm® ULTRA 2 gival £va QmoCTEIPWHEVO, N TIUPETOYOVO Kal
PUOIONOYIKO SIdAupa pE OTAUPOEISEIC SETUOUC LANOUPOVIKOU 0EEDC
un {wikng mpoéhevonc. H yéAn SiatiBetatl oe mpoyepiopévn olptyya
mag xpnone. Kabe ouokevaoia mepiéxel 2 ovplyyec Juvéderm®
ULTRA 2 0,55mL, 2 anootelpwpéveg Behoveg 30G1/2" piag xerong,
mou mpoopilovtal pévo yia tnv éyxuon tou Juvéderm® ULTRA 2,
£va QUANGSI0 08NYIWV Kal éva OET ETIKETWV yla va Stac@aliletat n
ixvnAaotpotnTa.

ANOZTEIPQIH

To meplexopevo Twv oupiyywv Juvéderm® ULTRA 2 éxel anooTelpwOei
He uypn} BepuodTnTa.

O1 Behove 30G1/2" amooTelpwvovTal Pe akTivoBolia.

ENAEIZEIZ

«To Juvéderm® ULTRA 2 eival €va €VECIHO EMQUTELHA  TTOU
XPnolporoleital yla tnv mijpwon pecaiov peyéBoug Baboulwpdtwy
Tou S€pUATOG HEOW €VEDNC TNG eV Tw Péow Seppidag, kabwg emiong
Kal yla T Snuioupyia £VTovou MePyPAUHATOS TWVY XENWV.

« H mapouocia Aidokaivng mpoopiletal yla va PEWOEL TOoV TTOVO Tou
aoBevoug Katd Tn Beparneia.

ANTENAEIZEIX

« Na pnv gyxvetat o Juvéderm® ULTRA 2 ota BAépapa. H xprion
Tou Juvéderm® ULTRA 2 otny mepLoxr KATW amd Ta HaTia mpEMEL va
yivetat amokAeloTikd amd €181koug mou €xouv AAPel e€EISIKELUEVN
KATAPTION OTNV TEXVIKN auTr Kal yvwpilouv o€ BdBo¢ Tn puaotoloyia
TNG OUYKEKPIUEVNG TTEPLOXNG.

«Na pnv eyxUetat ota aipo@opa ayyeia (evdoayyelakd). H
evdoayyelakr éyxuon pmopei va mpokaAéoel epBoNopd, andepaén
Twv ayyeiwy, loxatpia i épgpaypa.

« Na pn yivetat umepBoAikr S16pbwon.

« To Juvéderm® ULTRA 2 bgv MpETEL va XpNOIUOTIOLETAL ATTO:

- aoBeveic mou umopépouy amd emAnyia mou Sev avtipeTwrieTal
Bepamevtikd,

- AOBEVEIC PE TAON EPPAVIONG UTIEPTPOPIKWY OUAWY,

- aoBeveic pe yvwoTr unepevalodnaia 0To LaAoUPOVIKS 0&L Kal/r oe
Baktnplakég mpwTeiveq BeTIKEC katd Mkpay, KaBwE To VAAOUPOVIKO
o0&V mapdyetat and Baktripla TUMTOV OTPEMTOKOKKOU,

- aoBeveic pe yvwoTh unepevalodnoia otn Aidokdivn 1| o€ Tomka
avaeOnTika tumou apdiou,

- aoBeveic mou umo@épouv and mopeupia,

- EYKUOUG 1} OnA&louoeg yuvaikeg,

- maidid.

« To Juvéderm® ULTRA 2 Sev TIPETIEL VA XPNOILOTIOLEITAL OF TIEPIOXEC
He Sepuatikd mpoPARpaTa 6mwe GAeypovh H/Kal HOAUVOELG (aKu,
£PTING KATL).

« To Juvéderm® ULTRA 2 Sev mpémel va XpnOIUOTIOLEITAl O AUECO
ouvéuaopo pe Bepameio Aéilep, Babeia xnuik amohémon (deep
chemical peeling) i deppamoeon (dermabrasion). Ztnv mepintwon
NG EMOEPUIKAG AMOAETIONG, TTPEMEL VA ATOPEVYETAL N éyXuon eav
£xel mpokAnBei coBapr eAeypovwdng avtidpaon.



NPOO®YAAZEIX KATA TH XPHZH

« To Juvéderm®ULTRA 2 Sgv eveikvuTal yla yXUOEIG GANEC EKTOC Ao
UTIOSOPIEC I} OTOV BAEVVOYOVO TWV XEINIWV.

« Ot 1atpoi mpémel va AapBavouy UGV TOUG TO YEYOVOE OTLTO TIPOIOV
aAUTO TEPIEXEL AiSoKaivn.

« To Juvéderm® ULTRA 2 5ev €xel oxeS1a0TE( yla xprion o€ emepBAcelg
S1oykwoneg/81opbwong Tou otriBouc.

« [EVIKA, N EPPUTEVON 1ATPOTEXVONOYIKWV TIPOIOVTWY CUOKETI(ETAL pE
kivduvo poiuvong. Mpémet va AapPdavovtal ot TPATUTEG TPOPUAAEELG
TIOU CUVSEOVTAl PIE TA EVECIUA TTPOIOVTA.

« Agv umdpyouv Stabéoipa KAVIKA SeSopéva OXETIKA HE TV €yxuon
Tou Juvéderm® ULTRA 2 oe meplox mou £xet 8N avTipeTwmode(
BepameuTikd pe Seppatiko evéaipo mou Sev eivat ALLERGAN.
«ZUVIOTATAL VO PNV YIVETAL €yXUCT OE TIEPLOKT) TIOU £XEL AVTIHETWITIOOEL
BEPATTEVTIKA HE HOVIMO EUPUTEVHA.

« Aev umdpyouv SlaBéotpa KAWVIKG Sedopéva OXETIKA pE TNV
QAMOTEAECUATIKOTNTA KAl TNV avoxy Ooov ag@opd tnv éyxuon
Juvéderm® ULTRA 2 g 00B¢€VEiC PE IGTOPIKO QUTOAVOONG VOOOU 1 HE
auTOAvoon VOoOo Ot EEENIEN 1) PE AUTOAVOOT QVETIAPKELD 1] A0DEVEIG
oU AapBAVOUV AVOCOKATAOTOATIKA aywyr). O 1atpog Ba mpémel
OUVETWG va amopaacilel 6oov apopd Tig evOEi§elg kata mepimtwon,
avaAdywg NG YUONG TNG VOoOU Kal TNG avTioTolXNG BepAmeVTIKNG
QVTIMETWTIONG TNG, Kat Ba mpémel emiong va Stao@alilel Ty €181kn
mapakoAoudnon Twv acBevwv auTtwv. Mo CUYKEKPIUEVA, CUVICTATAL
Vo TIPAYMOTOTIOIEITAl  TTPOKATAPKTIKY SEPUATIKA  SoKipacia yia
unePeLAIEBNCia 0TOUC ACHEVEIC AUTOUG KAl VA PNV TTPAYHATOTIOLETAL
£yXUon TOU TIPOIOVTOC av N VOOOG Eival EVEPYN.

« Agv umdpyouv SlaBéoipa KAVIKE Sedopéva OXETIKA pe TNV avoxn
boov agopd v éyxuon tou Juvéderm® ULTRA 2 oe acBeveig mou
Tapouctdlovy 16Topikd cofapwv Kal/fy mMOAamwy alepylwv. O
1aTPOC Ba TPEMEL CUVENWE va amo@acilel 660V agopd TIG eVOEiEelg
KATA TEPIMTWON, avaloyws TNG pUONG TNG alepyiag, kat Ba mpémel
emiong va Stac@ahilel Tnv 181K TapakoAovBnon Twv AoBEVWV AUTWY
mou Slatpéxouv Kivduvo. Mo cuykekplpéva, evdéxetal va An@Oei
anégaocn va mpotabei deppatikr dokipacia yla unmepevalodnoia n
KATAAANAN TTPOQUACKTIKY aywyr TPtV amd omoladrmote éyxuon. L
TIEPITITWON IGTOPIKOV AVAPUAAKTIKOU GOK, CUVICTATAL VA PNV EyXUETaL
TO TTPOIOV.

« Ol aoBeveic pe TIPONYOUPEVO IOTOPIKO VOOOU OTPEMTOKOKKOU
(umotpomadouoa Kuvayxn, o&eia peupatosdn apBpitida) mpémel va
uroBdaMovtal og Seppatiki Sokipaaoia yia umepeuaiobnaia mpiv amd
kaBe €yxuon. H éyxuon Sev ouvioTtatal oTnv MEPIMTWON NG o&eiag
peupatoelboug apBpitidag mou evtomileTal oTnv mePLoXH TNG KApSIAG.
« Ot aoBeveig mMou AapBAvouy QVTIINKTIKA aywyn 1 XPNOIHomolouV
0UGIEG TIOU MMTOPOUV Va TIapATteivouv TNV aipoppayia (Bapeapiv,
QAKETUNOGOAIKUNKO OV, Hn OTEPOEISH) avTIQAEYHOVWSN QAPHAKA,
| GANEC OUTIEC TIOU Eival YWWOTEG yia TNV avgnon Tou Xpdvou TEng
a{paTog OTIWG CUMMANPWHATA QUTIKAG TTPOEAEUONG HE OKOPSO 1
ginkgo biloba k.Am.) mpémel va mpogidomotouvat yia Toug SuvnTikoug
avénpévoug KIvOUVOUG aipoppayiag Kal apaTwpdtwy Katd Tn
Slapkela g €yxuong.

« Agv undpyouv S1aB£01ua OTOIXEIC GO0V APOPA TNV ACPANEID EQOTOV
gyxUeTal TOCOTNTA SEPUATIKWY eVEOIPWY ALLERGAN peyahUTepn Twv
20mL ava 60kg (1301bs) palag owpatog 1o Xpovo.

« Ndyw tng mapovaiag TG Aidokaivng, o cuvduaouog tou Juvéderm®
ULTRA 2 pe OpIOpEVA QPAPUOKA TIOU HEWWVOUV 1 avacoTéNOLV
TOV NIATIKO PETABONOUO (olpeTidivn, Brta-avacTtoleic KAm) Sev
ouviotaral.

« Ndyw NG mapovaiac ¢ Midokaivng, to Juvéderm® ULTRA 2 6a
TIPEMEL va XpnolHoToLeiTal Pe Tpoooxr) o acBeveic mou pgavifouv
OUUMTWHATA SIATAPAXWV AYWYIHOTNTAG TNG KAPSIAG.

« JuVIOTATAl OTOV ACBEVH va PNV Qopa PEIK-AT yia 12 WPEG HETA and
TNV €yXU0n Kal va amo@evyel TNV mapatetapévn ékBeon otov Ao, T
umepldn (UV) aktivoBolia, Beppokpaocieg katw tTwv 0°C, Kabwg Kat
™ Xprion odouvag 1) aTHOAOUTPWY (Xapdw) yia §00 eBSopddeg.




« H ouvBeon tou mpoiovTog To Kablotd oupBatd pe ta media mou
XPNOIHOTTIOIOVVTAL YO TNV ATTEIKOVION HOYVNTIKOU CUVTOVICHOU.

AZYMBATOTHTEEX

Yndpxet yvwoTtr) acupBatotnta Hetagl Tou LAAOUPOVIKOU 0&E0G Kal
Twv aNdTwV TETAPTOTAYOUG appwviou Omwe gival To Bev{aAKwvio
¥Awptouxo. MNa 1o AOyo auTtd CUVICTATAL VA PNV £PXETAL TTOTE OE EMAPN
70 Juvéderm® ULTRA 2 pe QuTA T TIPOIOVTA I HE LATPIKO-XEIPOUPYIKO
UNIKO TO 0TT0{0 €XEL UTIOOTEI EMeepyaaia pe autd Tov TOTTO TIPOIOVTOG.
Agv umdpyel yvwoTr] aANNAemidpaon pe GANa TOTTKd avalodnTikd.

ANEMIOYMHTES ENEPTEIEX

O1 aoBeveic mpémet va yvwpilouv 0Tt UTIAPXOLV TTIBAVEC TTAPEVEPYELEG
OXeTI(OHEVEG HE TNV EUPUTEUON TOU TIPOIOVTOG, TIOU EVEEXETAL va
EUPaVIOTOVV dUEoa 1 va kaBuoTeprioouv. Autég mephapBdvouy, ala
Sev meplopilovtal o€:

« OAeypovwdel avTISPAoelC (KOKKIVIAQ, 0idnpa, epuBnpa KAL) mou
umopei va oxetiCovtal pe Kvnopo (payoupa) Karn movo katd v
Tieon kal/f mapatoBecia, PMOpPEi va EPPavioTouV HeTA TV éyxuon. Ot
avTISpAoelg auTég evaéxeTal va Slapkéoouv yia pia eBdopada.

« Alpatwparta.

« ZkApuvon 1 olidia oTo onueio £yxuong.

« Evdéxetal va mapatnpnBei xpwHATIOHOG 1] AMOXPWHATIONOG TOU
onueiou éyxuong, eI81KOTEPA GTAV TO SEPUATIKG EVECIHO UAAOUPOVIKOU
o&éo¢ eyxvetal umepBolika em@avelakd Kar/fp o Aemtd Séppa
(pavdpevo Tyndall).

« Kakrj amoteheopatikdtnTa fj Kakn eikova mirjpwong (filling).

« Exouv avagepBei omdvia ala coPapd avemBupnta cupdavta mou
ouvdéovtal He TNV evEOaYYEIAKT] €yXUON SEPUATIKWY EVECIUWY OTO
TIPOOWTTO KAl CUMTTIECT TWV IOTWY, TA OTToia TTEPINAUBAvVOUY TapodIKR
) HOVIUN QVETTAPKELD TNG OPACNG, TUPAWON, EYKEPANIKT| IOXAIMIA 1)
EYKEPANIKY) alpoppayia, mou odnyolv Ot €yKEPANKO €melcodio,
vékpwon Tou &éppatog kat BAAPBN TwV UMOKEIMEVWY SOPWV.
STAHATAOTE apéowe TNV £yxuon av o acBeviig emdei&el omolodnmote
anoé Ta MAPAKATW CUPTTTWHATA, Ta ommoid TEPINapBAvouy aAayég TG
bpaong, onuadia eykepalikol emelcodiov, Y\opdda tou Séppatog
aouVrBI0TO TTOVO KATA TN SIGPKELD 1 ApECWE HETA amo Tn Stadikaaoia.
Ot aoBeveic Ba mpémel va MaBouv apéowg 1aTPIKN @povTida Kal, av
undpxetl SuvatoTnNTa, EKTIPNON amd KATAANAo €18IKd 1aTPo, EPOoOV
TpaypaToToleital evooayyelakn €yxuon. AMOCTHHATA, KOKKiwpa
Kal Gueon 1 kaBuotepnuévn umepeualobnoia HETA amd eyxUOEIG
vahoupovikou o&€og kal/fy Midokaivng €xouv emiong avapepBei. Ma
T0 Aoyo autd ouviotdtal va AapBdvovtal uméyn ot mbavoi autoi
Kivéuvol.

« Ot aoBeveig mpémel va ava@éPouv TO GUVTOHOTEPO Suvatd oTov
1aTPO TOUG TIG PAEYHOVWSEIG aVTISPATELG TTOU S10PKOUV TTEPICOOTEPO
and pia €fSoudda n omowadnmote AMNN avemBuUNTN evépyela
mapouctactei. O 1atpdg Ba mpémel va SIac@aNioel TNV aVTIMETWTION
TOUG pe KaTaMNAn Bepareia.

« O dlavopéag fi/Kat 0 KATAoOKELAoTHG Ba TPETEL VAl EVPEPOVOVTAL
OXETIKA PE OOl GANN avemBUUNTN evépyela OxeTICeTal PE TNV €yxuon
Tou Juvéderm® ULTRA 2.

MEG®OAOZ XPHZHZ-AOZOANOrIA

«To mpoidv autd mpoopiletal ya apyn €yxuon otV &V Tw
BaBer Seppida, umodopiwg i} oTO UMEPTIEPIOOTIKG eminedo, amd
£60V01080TNPEVO 1ATPIKO TTPOOWTTIKG, CUHPWVA HE TOUG TOTIIKOUG
KavoviopoUG. TMpokelpévou va  ehaylotomomnBouv ot Kivduvol
SuVNTIKWV EMMAOKWV Kal KABWE n akpiBela €ival amo@acloTIKNG
onpaciag yla pa emruxnpévn Bepaneia, to mpoidv Ba mpémel va
xpnotporoleital pévo amd 1atpoug mou Siabétouv €18IKA Katdption,
EUMEIPIA KAl yVWOoN TNG avatopiag tng MEPIOXAG €yXuong Kal Tng
meploxrig YOpw amoé autriv.




« To Juvéderm® ULTRA 2 mip£Tiel va XPNOIUOTIOLEITAL OTIWE TTIAPEXETAL.
Omoladrmote Tpomomoinon 1 XPrion autol Tou TIPOIOVTOG, N omoia
SEV CUHHOPPWVETAL TIPOG TIG OSNYIEC XPHIOEWE TTOU TIEPIEXOVTAL OTO
mapdv UANASIO, UMTOPED va EMNPEGOEL SUCHEVWG TNV AMOCTEIPWON,
TNV OHOYEVELA KAl TNV amdS0oon Tou MPoIovTog, To omoio Sev Ba givat
TAéOV Eyyunpévo.

« Mpwv amd Tn Bepareia, ol 1ATPOI TIPEMEL VA EVNUEPWVOUV TOUG
aoBeveic Toug OXeTIKA He TIG evdeifelg, TG avtevdeifelg, TI¢
AOUUBATOTNTEG Kal TIG SUVNTIKEG aVemMBUUNTES eVEPYELEG/KIVEUVOUG
TOU TIPOIOVTOG TTOU APOPOUV TNV £€yXUON SEPUATIKWY EVECIHWV
kat va BeBawvovtal 6Tt ot acBeveic yvwpilovv Ta onpddia Kat Ta
OCUUMTWHATA TWV SUVNTIKWY EMITAOKWV.

« Mpwv amd TV £yxuon, AMOAUHAVETE TNV TIEPLOXT SIEE0SIKA.

« AQaIPECTE TO GKPO TOU TIWHATOG TPaBwvtag otnv eubeia g
ouplyyag, OMwE Qaivetal oTnv €lk.1. ZTn OUVEXELD TIIECTE OPIXTA TN
BeAdva mou TapéxeTal 0To KouTi (€IK. 2) 0Tn oLpPLyya, Bidwvovtag
amald PE TN Qopd Twv SEIKTWV ToU poAoyloU. MePIoTPEPTE akdua pia
Popd £wg OTOU «KAEISWOEN TMANPWE TO TWHA TNG BeAdvag otn Béon
TTOU PAiVETAL OTNV EIK. 3. AV TO TTWHA TNG BeAdvag éxel TomoBeTnOei
Onw¢ @aivetal otnv K. 4, €xel mpooaptnBei AavBacpéva. I
OUVEXELD, aQAIPECTE TO TIPOOTATEUTIKO TWHA, KPATWVTAG TO KUPLO
HEPOG TNG OUPLyYag OTO éva XEPL, TO TIPOOTATEUTIKO TIWHA OTO GANO,
OMWE Paivetal oty €K, 5 Kat TpapwvTag Ta SVo Xépla o€ avTiDETEC
KateuBUVOoELG.

Mptv ané v éyxuon, METE To £uBoAO £wG GTOU TO TIPOIOV apxioel va
péel €€w amd ) Beldva.

MpaypatomooTe TV éyxuon apyd Kal EQappdoTe 660 To Suvatov
Ayotepn mieon.

Av n Behova eival PmMAOKOPIOHEVN, PNV QUEAVETE TNV TTiEON OTO
£upolo. AvT’ autoU, OTAMATAOTE TNV £€yXUon Kal QvTIKATAOTAOTE TN
Berdva.

H pn Tpnon autiv Twv HETPWY TMPOoPUAAENG UITOPE( va TIPOKANEDEL
Kivéuvo amoouvdeong Tne BeAdvag kai/fy Slaguyr| Tou MPOIGVTOG 0TO
enimedo Tou luer lock kai/fy va auénoel Tov Kivouvo ayyelaknig BAaBnG.
« Metd Vv e1l0aywyn tTng BeAdvVag Kat Tptv amo Tnv yxuon, cuviotdtat
VA aQaIpéoETE ENAPPWE TO £MBONO YIO VA TIPAYHATOTION|OETE
avappdenon kai va BeBaiwbeite 6t n BeAova Sev eivat evdoayyelak.
« Av mpaypatomoinBei dueco XAOHIAopa OmolaSHMOTE Ty KATd
™ SIdpKela TNG €yXUONG, TIPETIEL VA OTAUOTACETE TNV €yxuon Kal
va TIPAYMATOTIOINCETE TNV KATAMNNAN evépyela, Omwe paAagn g
TIEPIOXNG, HEXPL VA ETTAVENDEL TO QUGIONOYIKO XPWHAL.

« O Babuog kat n didpkeia TG S16pOwong eaptdtal and tn uvon
TOU ENATTWHATOG TIOU TIPEMEL VA BEPATEVTE], TNV KaTamdvnon Twv
10TWV OTNV TIEPIOXH) TOU EUPUTEVHATOC, TO BABOG TOU EUPUTEVHATOG
OTOV 10TO Kal TNV TEXVIKN TNG éyxuone. H moodtnta mou eyxvetat Ba
£§aptnBei amo Tig mEPIOxEG TTou undKevTal o S1pBwon pe Baon v
EumEIpia Tou ylaTpoU.

« Mnv mpayuatoroteite  umepBolikr S16pbwon, yiati n €yxuon
unePPONIKAG  TTOOOTNTAG  UMOPEl  va  TIPOKANECEL  OPIOMEVES
TIAPEVEPYELES, OTIWG VEKPWON TWV I0TWV Kalt oidnua.

« Evdéxetal va amarteitar Ogpameia Bertiwong (yia v emiteuén
Bértiotng S16pOwone) ka/n emavaAnyng (yia T Satipnon tng
BéATioTnG S10pBwonc) pe Juvéderm® ULTRA 2.

« JUVIOTATAL VO TIEPIMEVETE PEXPL Ol TIAPEVEPYEIEG va emALBOUV
(TouhdxioTov 2 eRSopdadec) petagy Vo eyxUoEwV.

« Metd TNV €yxuon, €ival ONUAVTIKO va HOAGOCETAl N TIEPIOXN
uné Bepameia yla va BePaibvecte 6Tl n oucia gival opoldpopPa
KOTavepunpévn.

MPOEIAOMOIHZEIZ

« ENéy€Te TNV nuepopnvia AENg oTIG ETIKETEG.

« 3€ TIEPIMTWON TOU TO TEPIEXOHUEVO HIAG OUPLYYOS TIAPOUCIadel
onuadia Slaxwplopov kavfy ivalr Bapmo, pnv XpnolpomolEiTte T
ouptyya.



« Na pnv emavaypnotpomnolgital. € MEPIMTWOon EMavVayPnOIHOToinong
TOU TIAPAVTOG TTPOIOVTOG, N AMOCTEIPWON TOU TPOIOVTOG dev gival
gyyunpévn.

« Na pnv emavamootelpwveTal.

« Na T1g eNdveg :

-0t xpnowpomoinpéveg Peldveq Tpémel va  amoppinmTovtal o€
£161KO yla To OKOTIO autd TEPIEKTN. KAvte To {510 yia TIG OUPIYYEG.
TupPoUAeUBEiTE TIG IoXVOUOEC 0BNYIEC yia va e€ac@aNiceTe TNV opbn
anéppun.

-Mnv emiyelpeite TOTE va emavagépete Mo BeAova Tou  Exel
oTpafwoel. MeTAETE TV Kal AVTIKATAOTAOTE TNV.

ZYNOHKEY OYAASHX
« QuAagte petady 2°C kat 25°C.
- EvBpavoto.



IM( + Do not contain elastomer-rubber latex

« Aev mepléxel NaTéE ENAOTOUEPOUG-KAOUTOOUK

+ Do notre-use
+ Na pnv emavaypnoipomnoleital

« Syringe

. Topyya

« Date of manufacture
« Hpepopnvia kataokeunig



- Batch code

Lot « Kwdikog maptidag

25°C . Temperature limit
2°cJH/- « Oplo Beppokpaaiog

- Fragile, handle with care
« EUBpauoTo, XEIPIOTEITE TO TPOOEKTIKA

+ Needle

D_ « Behova



+ Do not use if package is damaged
+ Na pnv xpnotuomolgital epdoov n cuokevacia givat

@Bapuévn

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

Use-by date
E + XPNOILOTIOINOTE HEXPL NUEPOUNVIT

« Sterilized using irradiation

[sTEREETR] ATOOTEIPWEVO, ATTOOTEIPWON ME akTivoBohia



;%”\ « Keep away from sunlight
//-\l\ + MpPOooTATEVOTE TO AMO TIG NMOKEC AKTIVEG

« Sterilized using steam or dry heat
« ATIOOTEIPWHEVO, ATTIOCTEIPWON UE XPHON aTpoU 1 Beppol

aépa

« Catalogue number-
+ Ap1Bpdc katahdyou

I + Manufacturer
+ Kataokevaotrig



« Authorized representative in the European Community-
« E€ouciodotnuévoc avtimpdownog otnv Eupwraikn
‘Evwon
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