® Allergan

MHCTPYKLUWMA NO MPUMEHEHWIO/INSTRUCTION FOR USE

MmnnaHtat BHYTpUepManbHblii ¢ Intradermal implant with Lidocaine
nngokamHom Juvederm'® VOLUMA'® with Juvederm"®* VOLUMA'®' with Lidocaine,
Lidocaine,
B COCTaBe: set:
1, LWnpuy ¢ markum nansuesbiM ynopom, 1. Soft Finger Grip Syringe filled with
3ano/IHEHHbIR 1,0 MmN rens - 1.0 mL ofgel-2 pcs.
2 WT.
Mrna uHbeKUMOHHAsA - 4 WT. 2. Injection needle-4 pcs.
VHCTPYKLMA NO MPUMEHEHNIO 3. Instruction for Use
DTUKETKM - 8 WT. 4. Labels- 8 pcs.

«YTBEPXOAK» /“APPROVE”

OvpekTop no perynatopHbiM Bonpocam/Regulatory Affairs Director

: (momkHocTb/position)
Jc a'zocle XunakomuHn Anuun/GIACOMINI Annie

certifie sincere et veritable 'a signature ci-ccstrs (nms/name)
Annecy/le #

(nognuck/signature)
13 pekabpsa 2021 r./13 December 2021

M.M. / Stamp
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M Allergan.

COCTAB

enb rManypoHoBOi KUcnotbl 20 Mr

NInpokavHa rugpoxnopug 3 mr

dochatHblii 6ydep ¢c pH 7,2 g.s., o 1 mn

B ogHoMm wnpuue cogepxutcs 1 mn npenapata Juvedenn® VOLUMAM with
Lidocaine.

OMMNCAHWE

Mpenapat Juvederm'* VOLUMA™ with Lidocaine npeactaBnsiet co6oit
CTEPUNLHBIA (PU3NOMOTNYECKNI TeNlb MONEPEYUHO

CLIUTO rManypoHOBO KUCNOTbI HEXMBOTHOTO NPOMCX0oXaeHus. Fenb
HaxoauTCsa B rpagyvpoBaHHOM NpeaBapuTeNbHO 3aNoNHAEMOM WNpuLie
0/1lHOPA30BOro UCMOMb30BaHMA. Kaxas ynakoBKa COAepXuT ABa wnpuua
no | mn npenaparta JMVifrferwi® VOLUM A with Lidocaine™ 4 cTepunbHble
WHBbEKLWNOHHBIE Urnbl 27G1/2” ofgHOPa30BOro UCMNONb30BaHUS,
npegHasHauyeHHble TONLKO AN BBeaeHus npenapata Juvederm” VOLVMAN with Lidocaine”
WHCTPYKLMIO-BKNAAbILI MO MPUMEHEHUIO, &

TaKXXe KOMMNEKT 3TUKETOK, NpeHasHauYeHHbIX /15 06ecrneyeHmns KOHTPONS
MPOUCXOX/AEHWs npenapara.

CTEPNNN3ALNA

Copepxumoe wnpuuos ¢ npenapatom Juvederm™ VOLUMAA with
Lidocaine ctepunusyetcs ropsimm napom.

VIHbeKUMOHHbIE UMbl 27G1/2” cTepununsyoTca 06nyyYeHuem.

MOKA3AHN/A K MPUUMEHEHNIO
« Juviderm™ VOLUMAA with Lidocaine asnsietcs MHbEKLWOHHbLIM
nMmnnaHTaTtom, npegHasHa4yeHHbIM A4 06BbEMHOIA KOoppeKkuun nnya.
b ﬂMAOKaMH BK/1IOYaeTCA B npenapart C UeNbio YMEHbLUIEHNA 601€e3HEHHbIX
OU.I,yU.I,EHI/IVI Y nauueHTa BO BpemMa npouenypobl.
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[IPOTHBONOKAZAHNS
+ He nonyckacrca saeaenue npenapata Juvéderm® VOLUMA® with
Lidocaine » xoxy BOXpYr rnasHul (BCKH, YHCTKH KOKH NOA TAR3AMH,
«FYCHHBIC NIATIKHY»), HaA nepeHocuticl H B ryGhl.
*» He nonyckaerca BBeieHHE NPENAPATa B KPOBCHOCHLIC COCYIM
(snyTpHCOcyancToe BBeAeHNKe). BHyTpHCcOCyAHCTOE BREACHHE NpenapaTa
MOXET NIPUBECTH K IMBONR3AUNH, 3aKYTIOPKE COCYHOB, HINCMHU HIK
Hupapxry.
* He npuGeralire k MaccHsiOl KOppexuKy NHUA,
» He nonycxaerca npumenenne npenapata Juvéderm® VOLUMA® with
Lidocaine:
- ¥ AARKEKRTOB, KOTOpHE CTPANAIOT SNHACACKHER, He noaaslomedica
nCUEHHIO;
- ¥ TIAHEHTOB CO CKNIOHHOCTHIO K PA3BHTHIO THNICPTPOPUPOBSRHBIX
py6ios; *
- ¥ NAUHCHTOB C HIBCCTHON NOBMLUCHHON YyBCTBHTENBHOCTHIO K
FHAAYPOHOBON KHCNOTE WHAH K FPAMAOCACKHTE/ILHHN GaKTepHaNbHBIM
Genxam, Tak Kak rHaTypoHOBAs KHCOTa BhipabarTuiBacTca GaxTepHAMH
pona Streptococcus;
- ¥ NAUKCHTOB C HIBCCTHOH NOBLILICHHOH YYBCTBHTEARKOCTHIO K
AROOKAUNY HAK MCCTHHIM BHCCTCTHKAM H3 TPYNNIN AMRANHAIX PENAPATOS;
- Y MALUHEHTOD, CTPAAAIOIHX NOpPHpHEH;
- y GepeMeHNEIX B KOPMAWMX TPYABIO XKCHIIMHH,
- y aerei.
* Mpenapar Juvéderm® VOLUMA® with Lidocaine ne f0/0ken BBOARTLCR B
YYSCTKH KOXH ¢ NPH3HAXAMH BOCTIANCHNA W/RIK HHOHLHPOBAKHA (aKHe,
repRrec U T. 4.).
* [Ipenapat Juwéderm® VOLUMA® with Lidocaine we ponxen
HCTIOAL3OBATHLCH ONHOBPEMCHHO C NPOBEACHHENM JIA3CPHOR TEPANHK,
ray0oxoro XWMHYeCKOTO MUNKHTa WAK Npolleayp AepMabpasi KOXH
e nHua. BecaeHne npenapaTa HE PEKOMEHAYETCA B CY4aC BOSHHKHOBEHHA
BbHIPAKEHHOTO BOCTIAICHNA XOXH NOCNE MPOBCACHHR €€ NOBEPXHOCTHOTO
OTINERYLIHBAHHK.
MEPDI NPEJOCTOPOXHOCTH
* [Ipenapat Juvéderm® VOLUMA® with Lidocaine we npemsiasnauen
ANA HHEIX CNOCcOGOB BBEACHNS, KPOME NOAKOKHOTO, B TKAHH BOKPYF
HAZKOCTHHUL HAH B rayGoxue crion Aepmul, Cnocob 1 rayGHHA BBERCHHS
38BHCAT OT buiGpannol anst obpaboTru obnactu nnua.
* Bpaun fO/MKHB YUUTHIBATE, YTO B COCTaB JAHHOTO NPENApaTa BXOAHT
NHAOKAHH.
* He pexoMeHIyeTcs BHYTPHMLILICHHOE BBEACHHE npenapata Juvéderm® VOLUMA® with
Lidocaine.

Nargen ﬂmm*nm: VOLUMA® with Lidocaine ue npenmasuayen ans
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MPUMEHEHUS C LieNIblo YBENUYEHNA/PEKOHCTPYKLMMN TPYAN.

* B NpuHLMUNE, UHBEKLMOHHOE BBEAEHUE NOBLIX MEAULMHCKMUX NpenapaToB
MOXeT 6bITb CONPSXKEHO C OMAacHOCTLIO pPa3BUTUS MHDeKLUU. Cneayet
cobnoaath CTaHAapTHbIE Mepbl NPeAOCTOPOXXHOCTH, CBSAI3aHHbIE C paboTol
C UHBEKLMOHHLIMU MaTepuanamu.

« OTCYTCTBYIOT JOCTYMHble KAUHUYECKME laHHbIE, Kacato Ll uecs

3 (heKTUBHOCTK 1 NnepeHocumocTun npenapata Juviderm'r VOLVMAN with
Lidocaine npu ero MHLEKLLMOHHOM BBEEHUMN B YUACTKMN KOXIU, paHEe yxe
06paboTaHHbIe KOXHbIM HAaNoNHMTENEM, KOTOPbI/ He ABNAETCA NPOAYKTOM
komnaHum ALLERGAN.

» He pekomeHyeTcs BBOAUTL npenapaT B 061acT nuua, noABepriivecs
KOPPEKL UM C MOMOLLbID NOCTOAHHbLIX UMMIAHTATOB.

« OTCYTCTBYIOT AOCTYNHbIE KNUHUYECKNE AaHHbIE, Kacatolimecs
3(h(heKTUBHOCTK 1 nepeHocumocTn npenapata Juvederm” VOLUMA® with
Lidocaine npu ero MHbEKLLMOHHOM BBEAEHMMN BHE 30HbI CPEAHEN NUHUK
HOCa, B KOHYMK HOCA M B HOC MOC/e XUPYPruYecKoro BMellaTensCTBa uamn
TpaBMbl. Bpay 40/KeH 0CO3HABaTh MOBbILIEHHbI PUCK MOBPEXAEHMNS
COCY/10B/TPaBMbl KOHYMKA HOCA BBU/Y OFPaHUYEHHOCTU NPOCTPAHCTBA,
LOCTYMHOTO ANs pa3MelleHns BBOAMMOro npenapara, a Tak)Xe Hoca rnochne
XUPYPruyeckoro BMeLIaTeNbCTBa UM TPaBMbl BBUAY Hanuuus pyéua uim
aHaTOMMYECKOT0 HapyLUEeHKS.

* OTCYTCTBYIOT AOCTYNHbIE KNMHUYECKNE flaHHbIE, Kacatolmecs
a(hheKTUBHOCTU 1 nepeHocumMocTu npenapaTa Juvederm” VOLUMA” with Lidocaine
NP €ro MHLEKLMOHHOM MPVMEHEHNN Y NaLUEHTOB

C YKa3aHWAMM Ha ayTOMMMYHHbIe 3a60/1eBaHNS WU PacCTpoiicTBa B
MPOLWIOM WM NPW HAIMYMUN KNUHUYECKU BbIPaXKeHHOT0 ayTOMMMYHHOTO
3a60/1eBaHNsA UM PAcCTPOICTBA B HACTOALL U MOMEHT NN60 Y

nayueHToB, NPOXOAALLMX UMMYHOCYNPECCUBHYIO Tepanuio. B Kaxaom
KOHKPETHOM C/lyyae Bpay [O/DKEH PEWMUTL BOMNPOC O BOZMOXHOCTU
CMO/Mb30BaHUA NpenapaTa B 3aBUCUMOCTM OT XapakTepa camoro
3a60/1eBaHNs M MPOBOAMMOrO fleUeHUs, a TakxKe 06ecneynTb cTporoe
HabngeHne 3a TaKUMK NayMeHTaMu. B 4aCTHOCTU, PEKOMEHAYeTCS
NPeanoXuTs TakKUM nalueHTaM NpoBefeHne NpeABapuTe/lbHOro TecTa

Ha NOBbILIEHHYH YYBCTBUTENLHOCTb KOXM, a TAKXe 0TKa3aTbCs OT
NMPUMEHEeHUs npenapartay NuL B aKTUBHOI cTagnn 3a6oneBaHus.

* OTCYTCTBYIOT OCTYMNHbIE KNUHNYECKNE aHHbIE O MEPEHOCUMOCTH
npenapata Juvederni® VOLUMA" with Lidocaine npu ero nHbeKLLMOHHOM
MPUMEHEHUN Y MaLMEHTOB C YKa3aHUAMM B aHAMHE3e Ha TSKefble
annepruyeckune peakumm n/unu nonmaniepruyeckyo peakuuto. Mpu

3TOM B KaX/[OM KOHKPETHOM CNy4ae Bpay A0/KeH PelmnTs BONpoc O
BO3MOXHOCTW MPUMeHeHUs NpenapaTta B 3aBUCUMOCTM OT XapakTepa
MMetoLLelics anneprum, a Takxke o6ecneunTb oco6oe HaGnogeHMe 3a

Al TakKMMMW NauMCcHTaMy M3 3TON FPpynnbl pucka. B yacTHOCTU, MOXeET 6biTb
Route'de Promery, Zone Artisanale de PrS"Malty
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N Allergan.

npesnioXeHo BbINOSHEHWE TeCTa Ha MOBbILEHHY YYBCTBUTENbHOCTb KOXMU
A NpoBeAEeHMNEe COOTBETCTBYIOLWEro NPOMMIAKTMYECKOTO IeYeHns nepes
KaKblM BBeJeHMeM npenapata. He pekomeHayeTcs BBOAMTL npenapart
nayneHTam C yKkazaHUsiMU B aHaMHe3e Ha aHahMnakTUYeCKNid LWOK.
e MauneHTaM, UMEKLWUM yKa3zaHNa B aHaMHe3e Ha CTPENTOKOKKOBYHO
MHpeKyno (MOBTOPHbLIE aHTUHbI, OCTPbIV CyCTaBHO peBMaTu3m), nepeg
KaXKAbIM MHBEKLMOHHbLIM BBEEHUEM Mpenapata He06X0AUMO MPOBECTU
TECT Ha MOBbIWEHHY YYBCTBUTENbHOCTbL KOXU. B cnyyasax ocTporo
CYCTaBHOI0 peBmMaTuM3Ma Cc NopaxeHnem cepjaLa peKoMeHayeTcs
0TKa3aTbCs OT BBEAEHUS npenaparta.
* [aumneHTbl, MOMlyyaloLme evyeHne NPoOTUBOCBEPTHIBAKO WL MU
CpefCcTBaMy WAM UCMONb3YOLLME BELLECTBA, KOTOPbIE MOTYT YBENUYNTD
NPOAO/MKUTENbHOCTb KPOBOTeUeHUA (BapapuH, aueTuacanmumnnosas
KMcnoTa, HeCTEPOUAHbIE MPOTMBOBOCNANNTE/IbHbIE NpenapaTtbl Uan
ApYyrve Bew,ecTBa, N3BECTHbIE CBOUM 3(h(PEKTOM YBEIMUYEHNS BPEMEHMU
4 CBepPTbIBAHWNS KPOBU, HANpPMUMep, pacTUTeNbHbIe 406aBKW C COAEepXKaHNEM
YECHOKa MM TMHKIo 6unoba u T. N.), LOMKHbI 6bITb NpeaynpexaeHsi
0 MOBbILWEHHON OMNAaCHOCTM BO3HUKHOBEHUSA Y HUX KPOBOTEUEHMNSA NN
06pasoBaHMA KPOBONOATEKOB NpW BBELEHWUN Mpenapara.
* B TeueHune 04HOM npoueaypsl He fonyckaeTca BBefeHMe 6onee 2 MA
npenapaTa B O4WUH 1 TOT XXe 06pabaTbiBaeMblil yHaCTOK KOXMU.
* OTCYTCTBYIOT JaHHble 0 6€30MacCHOCTU UHBEKLWOHHOIO NPUMEHEHNS
KOXHbIX HanonHutenein komnaHun ALLERGAN B 06beme, npeBblilakoLem
20 mn Ha 60 kr (130 ¢hyHTOB) Macchl Tena B rog.
e BBUAY Hannuus nufokKamHa He peKoOMeHAyeTca NPpUMEHATL npenapart
Juvederm'”» VOLVMA'™ with Lidocaine B coueTaHuun ¢ psjoM NeKapCTBEHHbIX
npenapaTos, TOPMO3ALLMX AN BNOKUPYHOLW X MeTabomyeckmne npoLecchbl
B NeyYeHn (UMMeTuamnH, 6eTa-610KaTOpbl U T. A4.).
» BBuay Hanuuusa nuaokanHa npenapat Juvederm* VOLUMA” with
Lidocaine gomkeH MCNoib30BaThCA C OCTOPOXKHOCTHIO Y MaLUeHTOB ¢
HapyLWeHNsIMN ceplevyHol NPoOBOAUMOCTMK.
«llayneHTaM He PeKOMEHYeTCA MOMb30BaTbCA MaKUSAXKEM B
TeyeHue 12 yacoB Nocfie BBELEHUS Npenaparta, a Takxe cnegyet
n3beratb NPOAO/MKNTENBHOTO NpebbiBaHNA HA COMHLE, BO3AECTBUA
yNbTPanoneToBbiX Nyye n temnepatyp Huxe 0 ®C. He pekomeHayeTca
TakXe mocewaTb cCayHy WAK TypeLKyto 6aHi B TeUeHWe 4BYX HeAelb nocne
MHBbEKL MM NpenapaTa.
* MayneHTam peKoMeHAyeTca n3beraTb MacCUpoBaHWA MecTa BBeAeHUA
npenapara U/vnm HafaBNMBaHUA HA HEr0 B TeYEHWE HECKO/IbKUX AHEMN
nocne UHBLEKLMWN.
» CocTaB npenaparta o6ecneynmBaeT ero COBMECTUMOCTb C PU3NUYECKUMU
NoNSIMU, NCMOMb3YEMbIMU MPU MPOBELEHNN MArHUTHO-PE30HAHCHOM
Route de RrorrTe?yZOozggr Isva!lrlqla.le de Pré-Mairy
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'®d Allergan

B3AI/IMO£I,EI7ICTBI/IE C APYT MW MPEMAPATAMU

XO0poLlo N3BECTHA HECOBMECTUMOCTb MEXAY TManypoHOBOI KUCNOTOA

M YETBEPTUUYHBIMU AMMOHUEBLIMU CONAMMU, TAKUMUN KaK GEH3aIKOHUA
XNOPUL. YunTeiBas 370, HUKOTa He ClefqyeT A0MNyCcKaTbh KOHTaKTa npenapara
Juvederni® VOLVMA® with Lidocaine ¢ Takumu coeiIuHEHNAMM, a TaKXKE C
MeANLUUHCKUM XUPYPTUUYECKUM UHCTPYMEHTapMeM, 06paboTaHHbIM UMU.
B3aMMOAENCTBUA C APYTMMM aHECTE3UPYIOLLMMUN CPEACTBAMN MECTHOIO
[AEeNCTBUA HEU3BECTHHbI.

MOBOYHbIE AEVACTBKA
MauueHT fonkeH 6bITb NpeAynpexaeH 0 BO3MOXHOCTU BOSHUKHOBEHUA
NOBOYHbIX peakLuii, CBA3aHHbIX C BBEEHNEM JaHHOTO0 MHBEKLUOHHOIO
MMNAaHTaTa Y CNoCO6HbIX Pa3BUTLCA HEMELEHHO WU CMYCTA HEKOTOPOe
BpemsA. Mo6oyHble 3ahdeKTbl BKAOYAIOT cnegytouiee (MpUBEAEHHbIN CIMCOK
He ABNAETCA UCUepnblBaloLWmM):
* Mocne MHbEKLMU NpenapaTta CyL,ecTByeT BEPOATHOCTb Pa3BUTUSA
pasnMyHbIX BUAOB BOCNANUTENbHOW peakunum KoXu (MoKpacHeHue,
OTeK, 3puTemMa u 4p.), KOTopble MOTyT CONPOBOXAATHLCA 3y40M U/Unn
60Ne3HEHHOCTbI0 MpY HagaBnMBaHUK U/MamM napectesmein. MogobHas
BOCNanuTenbHaa peakuus MOXeT COXPaHATLCA B TeUeHWe OLHOW Hepenu.
* BO3HWKHOBEHME KPOBOMO/TEKOB.
* BO3HWKHOBEHMWE YNIOTHEHW UM Y3ENKOB Ha MECTEe MHBLEKLUK.
* MoXeT HabnaaTbCA OKpallMBaHue Unn obecuyBevyBaHne TKaHel B
MecTe BBEJEHWA npenapara, 0COBEHHO NPU BBEAEHWUUN TUMOANNEPTEHHOTO
KOXHOT0 HanonHUTEN HEJOCTATOUYHO FNYO0KO U/UAN B TOHKYH KOXY
(3 pekT Tungans).
* HepgocTtatouHasa aheKTUBHOCTb NpoLeaypbl AN CNabo BblpaXKeHHHbI
3ahheKT 3an0NHEHNA/06BEMHOI KOppeKLun.
* ImetoTcA COO6LEHNA O PeiKUX, HO Cepbe3HbIX HeXenaTenbHbIX ABNEHUSAX,
CBA3aHHbIX C BHYTPUCOCYAUCTbIM BBEAEHMEM KOXHbIX HANONHUTeNen
B TKaHW NMLa 1 CO CAAB/MMBAHMNEM TKaHel, a UMeHHO: BPeEMEHHOe 1aun
HeobpaTumoe yxyfleHne 3peHUs, cnenoTa, MWEeMUs roJIOBHOT0 MO3ra
NN KPOBOU3NUAHWE B MO3T, NPUBOAALME K MHCYNIbTY, HEKPO3Y KOXU U
NOBPEXAEHUNIO NOANEXal X TKaHeld nnn opraHos. CrnefyeT HEMeLIeHHO
npekpaTuTb BBEAEHMe Npenaparta B ciy4vae NpPosBAEHNA y NayneHTa
Kakoro-nm6o n3 cinegytoLnx CAMATOMOB: U3MEHEHWE 3PEHNSA, MPU3HAKM
WHCYNbTa, NOBNeJHEHNE KOXMN U HeobblyHas 60/b BO BPEMS UK
HenocpeacTBeHHO Mocne npouesypsl. B cnyyae BHyTpUcocyancToro
BBeAeHMA npenaparta NaLMeHTbl 4O/KHbI MOAYUYUTb HEMEANEHHYIO
MEeAULMHCKYI MOMOLLb 1, BO3MOXHO, NPONTK 06CnefoBaHne y Bpaya
COOTBETCTBYHLWEro npounsa. Takxxe UMetoTca Co0BLeHNs 0 cnyyanax
Alegen  BO3HMKHOBOHMA 36CLLECCOB, FpanysacM 1 anneprmyeckux peakuuii
Route de Promery, Zone Artlsanale de Pré-Mairy
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Allergan.

HeMeANleHHOr0 UK 3aMefIeHHOro Tuna Nocne UHBHEKLUMN TManypoHOBON
KWCNOTbl U/MAn nugokanHa. MosToMy peKOMeHAYeTCA YUUTbIBaTb
BO3MOXHbI/ PUCK Pa3BUTMA TakUX NOO6OUYHbLIX 3hPEKTOB.

* MaumneHT fOMKEH B KpaTyalillme CpOKW M3BECTUTb Bpava 060 BCex
CMly4asix COXPaHEHWs Yy HEro MecTHOW BOCManuTeNbHOW peakuuu B
TeyeHue 6o/lee OAHON Heaenn Nocne BBeLEeHNUS Mpenapara UM cnyyasx
BO3HUKHOBEHMA NOOLIX APYTMX MOO6OUYHbLIX 3hdekTOB. Mpn 3TOM Bpad
BOMKeH 06ecneynTb NPOBeeHMEe NaLMEHTY COOTBETCTBY LWL ETO JIEYEHUS.
» 060 BCeX CAy4Yasasx BO3HUKHOBEHUS APYTUX HeXenaTesbHbIX MO6OYHbIX
3 (heKTOB, CBA3aHHbIX C MHBEKLMOHHbLIM BBefeHMeM npenapata Juvederm* VOLUMA® with
Lidocaine, Heo6xX04MMO U3BECTUTb AMCTPUBLIOTOPA U/UNN
nMpou3BOAMNTENs 3TOr0 Npenapara.

Crnocoeb NMPMMEHEHNA 1 A03bl
» [laHHbI NpenapaT npefHa3HavyeH A5 BBeLeHWUA B rnybokue cnou

| LEepMbl, N0 KOXY WAN B TKAHW HajJ HAAKOCTHULEN, BEIMOHAEMOT0 BPayoMm,
MMEHLLMM Ha 3TO NMPaBo B COOTBETCTBUM C LEeACTBYHOLW UM MECTHLIM
3aKoHofatenbcTBOM. C Lenbl0 MUHUMMN3ALUN PUCKOB BO3HWKHOBEHUS
BO3MOXHbIX OCNOXHEHWA N BBUAY TOTO, 4TO AN11 YCNELWHOro NpoBeAeHns
npoueaypbl 04eHb BaXKHa TOYHOCTb, MpenapaT 4O/KeH BBOAUTH
TO/MIbKO Bpay, NPOLeALNiA COOTBETCTBYOLLEE 00YUYEHME MO TEXHUKAM
MHBHEKLMOHHOIO BBEAEHNA N UMEO LN COOTBETCTBYIOLWMIA ONbIT ANA
OCYLLECTBEHNA 0OBLEMHOI NAACTUKKU NuLa. Bpay gomkeH XopoLwo
pa3bupaTbCcsa B aHATOMUYECKNX 0COBEHHOCTAX MecTa MHBEKL MU 1
61un3nexawmx TKaHe 1 OpraHos.
* Mpenapat Juvederm® VOLUMAM with Lidocaine gonxeH npumeHsaTbCA
B MCXO4HOMN YNaKOBOYHOW hopme, MCMONb3YEMOW NMPU ero nocraBkKe.
BHeceHVe N06bIX N3MEHEHWIA B JlaHHbIW NpenapaT UKW ero NpMMeHeHue
He B COOTBETCTBUM C YCNOBUAMM, YKA3aHHbIMMN B HACTOSILLEA MHCTPYKLUMK,
MOTYT NPUBECTW K HapYLIEHNIO ero CTePUAbLHOCTW, TOMOTEHHOCTM U
ahheKTUBHOCTU, ob6ecneveHne KOTOPbIX B NOAO6GHOM Cinyyae He MOXET
ObITb rapaHTMPOBAHO.
* Mepes Hayanom npoueaypbl Bpay f0/KEH MPOMH(OOPMMUPOBaTL NalneHTa
0 NOKaszaHMAX M MPOTMBOMNOKa3aHUAX K MPUMEHEHUIO NpenapaTa, ero
HECOBMECTUMOCTM C PSAOM APYTMX NpenapaToB U 0 BO3MOXHbIX MOBGOYHbIX
aphekTax/puckax, CBA3aHHbIX C BBEAEHUEM KOXHbIX HaNnoNHUTeNEN, a
TakXe yJ0CTOBEPUTLCA, YTO NaLMEHTY U3BECTHbI MPU3HAKU N CUMNTOMbI
BO3MOXHbIX OCNOXHEHWIA.
* Mepeg HayanoM MHBEKL MW Npenaparta cnefyeT TWaTenbHO
npoAe3NH(ULMPOBaTL MECTO ero BBeeHUS.
* Mpn HeOBXOLNMOCTN BO3MOXHO NPOBEfEHNE MECTHOW UAN MECTHOI
NPOBOAHUKOBOW aHecTe3nn. MNpun 3ToM He06X0AMMO CTPOTO cob0aTh

fovtede Proml/égf:;ﬁ}gﬁﬁgl:ml;ggrcé!'hlﬂciﬂymomn—mro COOTBBTCTBYHOLLMX aHECTE3NPYIOLLUX
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CpeacTs.
+ CHUMMTE KONMAYOK LINPMLA, MOTAHYB €ro, Kak nokasaHo Ha puc. 1
3aTeM, NNOTHO HaCafMB MHBEKLVMOHHYIO UMY, BXOAALLYI0 B KOMMNEKT
npenapara, Ha HAaKOHEYHMK LWnpuua (pUc. 2), aKKypaTHO HABUHTUTE ee Ha
HEero, Bpalas rno 4acoBoii cTpesnke. Caenaiite ONONHUTENbHbBIN MOBOPOT
UrAbl 0 MOMEHTA ee 6/I0KUPOBKM U MPUHATUSA 3aLUTHLIM KOANAYKoM
UMbl MONOXEHNS, NPEACTaBNEHHOT0 Ha puc. 3. ECAM 3alMTHbLIA Konnavyok
3aHUMAaeT MOMI0XKEHMEe, MOKA3aHHOE Ha PUC. 4, UHBEKLMOHHAA nUrna
CUMTAETCHA MPUCOEAMHEHHON HEMNPaBU/bLHO.
3aTeM, fiepxxa KOpPNyc WNpuLa B 0HOW PyKe 1 KONNavyokK B Apyroi (puc. 5),
CHUMUTE KOMMNAYoK, NOTAHYB 3a Hero.

Mepen BBeAeHMEM CNefyeT HAfaBUTb Ha LITOK MOPLIHA W AaBUTb 40 TeX
nop, Noka npenapat He HaYHeT BbITEKATb U3 UTbI.

Mpenapart ciegyeT BBOAUTL MeA/IeHHO, 0KA3biBas MUHUMaNbHO
He06X0AMMOe fAaBNeHue.

[ B cnyuyae 3aKynopKu Wrfbl He ClefqyeT YCUNNBATh faBfieHNe Ha WTOK MOPLLHS.
BMecTo 3TOro cnefyet NpekpaTUTb BBeJEHME NpenapaTa U 3aMeHUTb UTNY.
HecobtoieHNe yKa3aHHbIX Mep NPeAoCTOPOXHOCTI MOXET NPUBECTH
K CPbIBY MHBLEKLMOHHOM UMbl /MK yTeYKe npenaparta B 061acTu
WNPULEBOro HaKoHeYHMKa JT1oap-J1oKa U/Mnn NOoBbILWEHNIO pUCKa
MOBPEXAEHMNS COCY/0B.
 Mocne BBefleHUS UMbl U Nepef MHbeKLMel npenapaTa peKOMeHayeTcs
HEMHOTO OTTAHYTb MOPLLUEHb, YTO6bI OCYLLECTBUTbL acCNUPaLUio 1
Y0CTOBEPUTLCSA B TOM, YTO KOHUYMK UT/bl HE HAXOAUTCS BHYTPU
KPOBEHOCHOTO cocypa.

« ECN'M B KaK0O-N1MG0 MOMEHT BO BPEMS MHBLEKLMM MPOUCXOANT Pe3koe
no6nefHeHMe KOXU, CneqyeT NpekpaTUTb BBEAEHUE NpenapaTa u
NpeAnpuUHATL LenecoobpasHble 4eMCTBMA, HANPUMep, NOMaccUpPoBaTh
COOTBETCTBYIOLLMIA YHACTOK KOXU 0 BOCCTAHOB/NEHNS €€ eCTECTBEHHOTO
LgeTa.
« CTeneHb 1 NPOAO/MKMTENLHOCTL KOPPEKLIUM 3aBUCUT OT XapakTepa
yCTpaHAeMoro gedekTa, AaBfeHNs Ha TKaHW B MECTe BBeAeHUs
MUMMNaHTaTa, rNy6uHbI BBEAEHMA UMMNAaHTaTa B TKaHb U TEXHUKN
MHBLEKLMOHHOTO BBeAeHNs. KonnyecTBo BBOAUMOTO Npenapara 3aBUCuT
0T pa3mMepoB 06/1acTy KOpPPeKL MK, onpeaensieMbiX C yYeTOM ONbiTa Bpaya.
» He cnepyeT npuberatb K MacCUBHOM KOPPeKL MM NnLa, TaK Kak BBEeHNE
CNMILKOM 60/1bWOro 06beMa npenapara MOXeT CTaTb NPUUYUHON pPa3BUTUA
HEKOTOPbIX MO60YHbLIX 3PNEKTOB, TAKMX KaK HEKPO3 TKaHW 1 OTEK.
* MOXeT BO3HUKHYTb HEO6X0MMOCTb B KOPPEKTUPOBOUHOI (N8
LOCTVMXEHNSA ONTUMaNbHOW KOPPEKLUUN) n/Munm noBTOpHOMR (Ans
nofaepXaHus oNTUManbHOW KOPPEKLUUN) NpoLeaype BBeaeHNs
npenapata Juvederm™ VOLUMA” with Lidocaine.

Route de Prom.er|3\//lzl/3)|r-1|«MA'\rAt%gng|l-él?jleMPrMkllllerpBa“ MEXKAY ABYMA MHBEKUMAMU — 2 HeAeNn, npu
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3TOM PEKOMEHAYETCA A0XAAaTbCA NCYE3HOBEHUA No60YHbIX 3deJeKTOB.

« [Toc/e BbINOMIHEHMA UHBEKLMM BaXHO NOMAaccMpoBaTh 061acTh BBEEHMA
npenapara, 4To6bl 06€CNeYnTb ero paBHOMEPHOEe pacnpegeneHme.

OCOBbIE MPEAYMPEXAEHNA

 MpoBepbTe CPOK FOAHOCTM MpenapaTa Ha ero aTUKETKe.

* He ncnonb3yiiTe WNpuL, B ciyyae, CAnU Y ero Coaep>XXMMOoro ecThb
MPU3HAKU PacC/oeHUs U/MAN NMOMYTHEHUS.

» He ucnonb3yiiTe WiNpuL, NOBTOpPHO. B cnyyae NOBTOPHOIO MCMNO/Ab30BaHMA
WNpuULa He rapaHTUPYeTCs COXpaHeHWe ero CTEPUNLHOCTYU.

» He nogBepraiiTe npenapat NOBTOPHOI CTepUAU3aL K.

e NF MHBEKLMOHHBIX U :

- icnonb3oBaHHbIe MHBEKLMOHHbIE UMbl JO/MKHBI YTUAN3NPOBATHCA NYTEM
MOMELLEHUS B CNeunasbHO NpeaHa3HauYeHHbI 4N 3TOr0 NPUEMHUK. Takum
Xe 06pasoM JO/KHbI 6bITh YTUAN3NPOBAHBI WNPULLLI. VX YHUUTOXEHME
[OMKHO OCYLLeCTBAATLCA B COOTBETCTBMM C TPeGOBAHUAMM AEiCTBYIOLLNX
HOPMAaTUBHbIX JOKYMEHTOB.

- Hukorpaa He nbiTaiiTech BoINPAMUTL M30MHYTYIO UrYy. Ee He06X0ANMO
BbIGPOCUTBL U 3aMEHUTL PYroi.

YCNOBUA XPAHEHWA
* TemnepaTypa xpaHeHus ot 2 go 25 ®C.
* Xpynkoe unsgenue.

HAVMMEHOBAHWE N3OENNA
MmnnaHTaT BHyTpuaepManbHblii ¢ nugokanHom Juvederm” VOLUMAA with Lidocaine,
B COCTaBe:

1. Wnpuy ¢ MATKUM NanbLeBbIM YNOPOM, 3aM0/IHEHHbIN 1,0 MA rens - 2 wr.

2. 'rna UHbEeKLUMOHHas - 4 wrT.

3. IHCTpYyKLMA N0 MPUMEHEHUIO.

4. 3TUKETKN - 8 wr.

MPON3BOANTE/b
«ANNEPIrAH»;ALLERGAN
Appec: Route de Promery, Zone Artisanale de Pre-Mairy, Pringy 74370 Annecy, France

YMNONHOMOUEHHbIV NPEACTABUTENIb HA TEPPUTOPUN PO

00O «AnnepradH CHIr CAP/»

Appec: Poccud, 109004 r. MockBsa, yn. CTaHucnasckoro, 4. 21, ctp, 2, nomeuwieHue |
Ten.:+7 495 974 0353 E-mail: MW-MedInfoff~.Allergan.com

yCnoeunda nPUMEHEHWNA
[aHHoe MeANLMHCKOe 13aenne JO/MKHO 6bITh UCMONb30BAHO TONLKO KBaNNULUPOBAHHLIMU

PRINGY
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OOAVNTENBHOCTb 3P DEKTA
Pe3ynbTaT KOppeKuumn SBnseTcs ANMTENbHBIM W COXPaHSeTCs Ha NPOTAXeHUn 18-24 mMecsLes.

TPAHCMNOPTUPOBKA. QKCNNYATAUWNA. XPAHEHWE

MeauunHcKMe un3genns TPaHCMOPTUPYIOT BO BCeX CPeACTBax MepeABMIKEHUA B 3aKPbITbIX
Kamepax B COOTBETCTBMM C TpebOBAHWAMW W perfiameHTamum TPaHCNOPTUMPOBKM TOBApOB,
LeiicTBYOLW MMM AN19 KXKLOro TUna TpaHcnopTa.

MeauLMHCKWE WU3[ENUA YCTOMUYMBLI K KAMMaTUUYeCKUMM (akTopaM B MpOLEecce XpaHeHWs W
TPaHCNOPTUPOBKM B AMana3oHe TemnepaTyp +2 4o +25 °C npu OTHOCUTENIbHOW BA@XHOCTU He
6onee 60% (OTCYTCTBUE KOHAEHCALUN).

Ycnosusa npuMeHeHnsa:

e AvanasoH Temnepatyp: +15 go +25 °C;

* OTHOCUTE/IbHaA BAAXHOCTb He A0/KHa npeBbiwaTh 60%.

TEXHWYECKOE OBCNYXUNBAHWE N PEMOHT
HenpumeHumo.

CPOKropgHocTH
CpoOK rofgHOCTV JaHHOIo MeANLMHCKOro M3fgenns cocTtasnseT 2 roga.

FTAPAHTUWHBIE OBA3ATENBLCTBA

MpoussognTtens — KomnaHua «AJIJTEPTAH» |, pacnonoxeHHasa no agpecy: Route de Promery,
Zone Artisanale de Pré-Mairy, Pringy 74370 Annecy, France, He HeceT OTBETCTBEHHOCTM 3a
NOCNenpofaxHoe N TEXHUYECKOe 06CNyXMBaHNE, a TaKXKe 38 PEMOHT.

Mpou3BOANTENb FTAPAHTUPYET KAYeCTBO M3A4ENUS HA NPOTSXKEHUU CPOKA TOAHOCTU, EC/IN YCI0BUS
TPAHCMOPTUPOBKN M XpaHeHUs GyLyT COOTBETCTBOBATb YKa3aHHbIM BhbILLE.

B cnyyae npeTeH3Uii K Ka4ecTBY WAU PasBUTUM NOBOYUHbIX ABAEHWIA, CBA3AHHbIX C MPUMEHEHUEM
HaW WX U3LeNUii, [aHHYH MHGOPMaLMIo ClesyeT HanpaBnsaTb Mo agpecy:

000 «AnnepraH CHIC CAPJ1»

( Appec: Poccus, 109004, MockBa, yn. CTaHucnasckoro, fom 21, ctpoeHue 2
Ten.: wWHMOPMALMOHHO-CMPaBOYHO Ccnyx6bl: 8-800-250-98-25 (6ecnnatHo B Poccun),
3NnekTpoHHasa noyta: MW-MedInfo@ Allergan.com

YTUNN3ALUNA

MepepaboTKy M YyTUAM3ALUIO HEUCNONb30BAHHbLIX W3AeNuii Nocne WCTEYEHWUs CPpoKa FOAHOCTU
NMpoBOASAT B COOTBETCTBUM C TPeGOBAHUAMU K YTUAM3ALUM OTXOA0B Knacca A, U3MOXEHHbIMU B
NPYMeHUMbIX HOPMATUBHO-NPABOBbIX aKTax W/ NOCTaHOBMEHUAX PO,

Mcnonb3oBaHHble M34enuns YTUNN3NPYKT KaK 0TX0A4bl Kiacca b B nopaagke, MU3N0XEHHOM B
NMPUMEHNUMbBIX HOPMATUBHO-MPaBOBbIX aKTaxX n/unn noctaHoBNeHnax P®.

Allergan

Route de Promery, Zone Artisanale de PrO-Mairy
PRINGY

74370ANNECY-France

1+33(0)450272703
www.allergan.fr
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L> Eg He cofep>XuT 3f1acTOMEPHO-Kay4yKOBOF0 SlaTekca

MoBTOPHOE NMPUMEHEHNME 3anpeLLeHo

A=(*nTTTNrTA LWnpuy,

[laTa n3rotossieHns
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LOT » Kon naptin
25C * Ilpenen Temneparyps:
red’
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* He nonycxats 803aeiCTRHE CONMHEYHOTO CBETA

STERLE |1 * CTEpHIHIOBAHO NAPOM MK CYXHM TEIVIOM

» Homep no xatanory

Allargan

Routa de Promery, Zone Artisanale de Pré-Mairy
PRINGY

74370 ANNECY - France

T+33(0)450272703
www.allergan.ir

@ 000 LUPMI [) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU 'ecy TGI 344 057 902 - M° SIRET 344 097 902 00037 - N° TVA Intracommunauitaire CEE FR27344087902



HTozomun: «Anrepzan» (Allergan)/

ROMAPUYCOs, YOOCMOSEDRI0 ROORUNHOCTIL ROCTISRENHON 14 HACTIORUEM DOXYMERME ROOMICY 2-CU AHNu
 Wuccosmaiu (Annie Giacomini)
© Ancy, 15.12.2021/
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TIPHHRH,
74370 AHCH, OPAHLIMA

(Route de Promery, Zone Artisanale de Pré-Mairy,
PRINGY,

74370 ANNECY, FRANCE)
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www.allergan. ff
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Poceuitckas Denepanus
Topog Moexna

HpasnaTs BTOPOre Aexalps ABe THICHTN NSAANSTS HOPHOID NORR

5, Ayneena Tatnana Anexcanfposia, SPEMERE0 NCTIOTHNIOMIAR 0SHIARBOCTH
aoTapuyca ropoas Mocusta Apucronsit Asnst [IMRTpPEENHL, CBEASTONECTEYO
HOUTHHEOCTS DOXINECH NepeBoxInEa Bpobvueno Anncracun Hangosmes.

Tloanmcs cnenasa b Moes NPRCYTCTBHE, . ‘
JIHEOCTS DOAMRCARNIENO AOKYMCHT YCTAEOBIARA.
3ap: _mmmysswm-/ﬁlf/
BnFooe ST~ gorapuaNLHOre Aclicrana: 400 - -~
T.AJlynecss
¢ |
¢

Beera npommyposaso,
¥ CEPOIISHO [IFIPTRIO,

i
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Poccuiickas ®egepauuns
Nopops MockBa
[dBaguaTtb BTOpPOro fekabpa ABe ThicAYM ABajLaTb NepBOro roga

A, Oypeesa TaTbAHa AneKkcaHApOBHAa, BPEMEHHO MWeNoONHAKWaA 0683aHHOCTY

HoTapuyca ropofa Mockebl ApuUcToBOW AHHbI MUTPUEBHbI, CBUETENbCTBYI BEPHOCTb
KOMMMN npepncTaBieHHOTO MHE JOKYMEHTA.

peecTtpe: No 77/863-H/77-2021-
14eHObU/M(;oblMueHne HOTapManbHOT 0 AeNCTBMUA:

T.A.Qypeesa

Bcero NpowWwHYypoBaHO, MPOHYMEPOBAHO
W CKPenneHo nevathbl
A
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