® Allergan

MHCTPYKLUWMA NO MPUMEHEHWIO/INSTRUCTION FOR USE

MmnnaHtat BHYTpUepManbHblii ¢ Intradermal implant “with Lidocaine
nupokanHom Juvederm'® VOLUMA'®; with Juvederm"®* VOLUMA'®-with Lidocaine,
Lidocaine,
B COCTaBe: set:
1, LWnpuy ¢ markum nansuesbimwynopom, 1. Soft Finger Grip=Syringe filled with
3ano/IHEHHbIR 1,0 MmN rens - 1.0 mL ofgel-2/pcs.
2 WT.
Mrna uHbeKUMOHHAA - 4 WT. 2. Injection needle-4 pcs.
VHCTPYKLMA NO NPUMEHEHN O 3. Instruction_for Use
DTUKETKM - 8 WT. 4. Labels- 8 pes.

«YTBEPXOAK» / “APPROVE”

[Oupektop no perynatopHbim BonpocaMm/Regulatory Affairs Director

: (momxkHocTB/position)
Jc a'zocle XunakomuHn Anun/GIACOMINI Annie

certifie sincere et veritable fa signature ci-ccstrs (ums/name)
Annecy/le #

(noznuck/signature)
13 pekabpsa 2021 r./13'December 2021
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M Allergan.

COCTAB

enb rManypoHoBOi KUcnotbl 20 Mr

NInpokavHa rugpoxnopug 3 mr

dochaTtHbIn 6ydep c pH 7,2 g.5., o LI'mn

B ogHoMm wnpuue cogepxutcs 1 moeapenapata Juvedenn” VOLUMAM with
Lidocaine.

OMMNCAHWE

Mpenapat Juvederm' VOLUMA™ with Lidocaine npeactaBnset/co6oit
CTEPUNLHBIA (PU3NONOTNYECKIT) resib NONEPEYHO

CLIUTO rManypoHOBO KUCAQTHI HEXMBOTHOTO NPOMCXOXAeHNs. [enb
HaxoauTCsa B rpagyvpoBaHHOM NpeaBapuTeNbHO 3aNoNHAEMOM WNnpuLie
0/1HOPA30BOr0 UCMONb30BaHNA. Kaxas ynakoBKa COAepXuT ABa wnpuua
no | mn npenapata JMifrferwi® VOLUM A with Lidocaine”® 4 cTepunbHble
WHBbEKLNOHHBIE Urnbl 27G1/2” ofgHOPa30BOro UCMONb3gBaHUS,
npegHasHauyeHHble TOALKO ANna BBeaeHus npenapaTtaJuvederm” VOLVMAN with Lidocaine”
WHCTPYKLMIO-BKNAALILI MO MPUMEHEHUIO, &

TaKXXe KOMMNEKT ITUKETOK, NpeHasHauYeHHbIX [/15-06eCcrneyeHns KOHTPONS
NMpouCXoXaeHuns(mpenapara.

CTEPNNNSALNA

Copepxumog inpuos ¢ npenapatom Juvederm™ VOLUMAA with
Lidocaine cTtepnnusyercs ropsumum napom.

MHBbEKUNOHHbIe Urnbl 27G1/2” cTepunusyrIca 061ydyeHnem.

NMOKASAHNA K MPUMEHEHWIO

« Juviderm™ VOLUMAA with Lidocain€ asnsetcss MHbEKLMOHHbIM
UMNAGHTaTOM, NpeAHasHauYeHHbIM 4158 06beMHON KOpPeKLuu nunLa.

» luA0KaNH BKIOYAETCA B Npenapat/C/LueNbio YMeHbLIEHUS 60Ne3HeHHbIX

OLLl,yLLI,EHI/Il7I Y nauueHTa BO Bpema npoLenypsbl.
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Allergan.
* NMPOTUBOIMNOKA3AHUA

» He gonyckaetcs BBefeHue npenapata Juvederm' VOLUMA” with
Lidocaine B kKoXy BoKpyr rnasHuL, (BeKW, y4acTKM KOXM MOJ rnasamu,
«TYCWHble Nanku»), Hag NepeHoCcuLein u B ryool.
e He fonyckaeTcs BBefleHMe npenapata B KPOBEHOCHbIE COCYAbl
(BHYTpUcocyaucToe BBefeHMe). BHyTpucocyancToe BBefieHMe npenapara
MOXeT NPMBECTM K 3M60/1M3aL K, 3aKyNOpKe COCYAOB, ULLEMUN UK
NHDapKTY.
* He npuberaliTe K MacCMBHOW KOppeKuun nuua.
» He gonyckaetcs npumeHeHue npenapata Juvederm' VOLUMA” with
Lidocaine:
-y NauMeHTOB, KOTOPble CTPajatT anunencuelt, He nogaato L ecs
NeyeHuno;
-y NauMeHTOB CO CKNOHHOCTbIO K Pa3BUTMI0O TMNepTPONPOBAHHbIX
pyo6L0B;
-y NauMeHTOB C N3BECTHOI NOBbIWEHHON YYBCTBUTENbBHOCTbLIO K
rManypoHOBOM KUCOTE U/MAW K TPaMRON0XMNTeNbHbIM 6aKTepuaabHbiM
6enkam, Tak Kak rmanypoHoBas KucaoTa BblpabaTbiBaeTcs 6akTepusiMmiu
pofa Streptococcus;
- Yy NaLMeHTOB C U3BECTHOI NOBLHUEHHON YYBCTBUTENbHOCTLIO K
AVNJO0KANHY UAW MECTHbIM aHecTeTuKam U3 rpynnbl aMUHbIX NpenapaTos;
-y NauMeHTOB, CTpajaloWwux AOppupueil;
-y BepeMEHHbIX ¥ KOPMALUX-TPYAbI XEHLUH;
-y feTen.
* Mpenapat Juvederm* VOLUMA” with Lidocaine He goXeH BBOAWTLCS B
YUYacTKM KOXW C Npu3HaKaMy BocnaneHma n/mnum nHpuunposaHunsa (akHe,
repnec uT. a.).
* Mpenapat Juvederm? VOLUMA® with Lidocaine He-gonmxeH
MCNoNb30BaTbCA OAHOBPEMEHHO C NPOBEAEHNEM Na3ePHOl Tepanuu,
rny6oKoro XMMUYeCKOro NMAMHra nan nNpoueayp gepmabpasnm Koxu
nuua. BeefgeHne ppenapata He peKOMeHAYeTCs B €Aydae BOSHUKHOBEHUSA
Bblpa)X€HHOr0 BOCHaseHMs KOXMW noc/e NpoBeAeHMs ee MOBEPXHOCTHOTO
OTLWeNyLWmnBaHMUS.
MEPBI MPEAOCTOPOXHOCTU
* MpenapatJuvederm® VOLUMA® with Lidocaine He npegHa3HaueH
AN UHbIX CROCO60B BBEAEHMSA, KPOME MOAKOXHOTO, B TKAaHN BOKPYT
HaAKOCTHULbI K B rny6okne cnou gepmbl:Cnocob u rnybuHa BBeAeHUS
3aBUCAT OT BblOpaHHOW AN18 06paboTku ob6fAacTn nnua.
« Bpayu A0/MKHbI yUMTbIBaTb, UTO B COGTAB'4aHHOTO Npenapara BXOAUT
NNa0KauH.
» He peKoMeHayeTcs BHYTPUMbILLeYHOE BBeaeHe npenapaTa Juvederm® VOLUMA® with
Lidoeaine.

foute de Prom-erl;!?o%g%%gnglggggg_m% VOLUMA® with Lidocaine He npegHasHaueH Ans
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‘PAWerpan.

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, KOTOPbLA He ABNAETCA NPOAYKTOM
komnaHum ALLERGAN.

» He pekomeHyeTcs BBOAUTL MpenapaT B 060acT nuua, noasepriimecs
KOPPEKLMUM C MOMOLLbI NOCTOAHHbLIX UMMJTAHTATOB.

« OTCYTCTBYIOT AOCTYNHbIE KNUHUYECKNE AaHHbIe, Kacatolimecs

3 (heKTUBHOCTU W nepeHocumocTy npenapata Juvederm” VOLUMA® with
Lidocaine npu ero MHbEKLLMOHHOM BBEAEHMMN BHE 30HbI CPEAHEN NUHUN
HOCa, B KOHYMK HOCA M B HOC MOC/e XAPYPrnyecKoro BMellaTensCTBa Mam
TpaBMbl. Bpay A0/KeH 0CO3HABaTh MOBbILEHHbIA PUCK MOBPEXAEHMA
COCY/10B/TPaBMbl KOHYMKA HOCA BBUJY OrPaHMYEHHOCTU NPOCTPAHCTBA,
LOCTYMHOTO AN5 pa3MelleHns BBOAUMOro npenapara, a Tak)Xe Hoca rnocne
XUPYPruyeckoro BMeLlaTeNbCTBa-UAN TPaBMbl BBUAY Hanuuus py6ia nim
aHaTOMMYECKOT0 HapyLUEeHKS.

* OTCYTCTBYIOT AOCTYNHbIE KAUHNYECKNE laHHbIE, Kacatollmecs

3 (heKTUBHOCTM U NepeHocMmMOCTM npenapaTa Juvederm” VOLUMA” with Lidocaine
MPU €ro MHLEKLMOHHOM NMPUMEHEHNN Y NaLMEHTOB

C YKa3aHWAMM Ha ayTOMMMYHHbIe 3a60/1€eBaHNS WU PacCTPOlicTBa B
MPOLWIOM WM NPW HANWYWN KNUHUYECKU BblPaXKeHHOT0/‘ayTOMMMYHHOTO
3a60/1eBaHNsA MM PAcCTPOICTBA B HACTOALL U MOMEHT k60 y

NauueHToB, NPOXoAsiluX UMMYHOCYNPECCUBHYIO Tepanuio. B Kaxaom
KOHKPETHOM C/lyyaesBpay fO/DKEH PEWMNTL BOMNPOC 0.BOBMOXHOCTU
CMO/Mb30BaHUA Npemapara B 3aBUCUMOCTM OT XapaKTepa camoro
3a60/1eBaHNs M MPOBOAMMOrO fleUeHuns, a TakxKe 06ECNeUYNTb CTPOroe
HabnogeHne 3a/FTakuMn nayMeHTamu. B 4aCTHOCTU, PEKOMEHAYeTCS
NPeanoXuTb TaKUM nalueHTaM NposBefeHne NpeasapuTe/bHOro TecTa

Ha MOBbILIEHHYI0 YYBCTBUTENLHOCTb KOXMW, a TaKXe 0TKa3aTbCs OT
npuMeHeHUs=ApenapaTa y nNuL B akTUBHOI cTagnn 3a6oneBaHus.

* OTCYTCTBYIOT OCTYMNHbIE KNUHUYECKNE AaHHbIE O MEPEHOCUMOCTH
npenapata Juvederni® VOLUMA" with Lidoecaine npu ero MHbeKLLMOHHOM
MPUMEHEHUN Y NaLMEHTOB C YKa3aHUAMU-B"aHaMHe3e Ha TSKefble
annepruyeckune peakumm n/mnu nonmaniepruyeckyto peakuuto. Mpu
3TOM;B-KaX/]JOM KOHKPETHOM CNy4ae Bpay A0/KEH PelmnTs BONpoc 0
BO3MOXHOCTW MPUMeHeHUs npenapara‘s 3aBUCUMOCTM OT XapakTepa
MMetoLLelics anneprum, a Takxke o6ecneunTs oco6oe HabMOfeHNe 3a

Al TakMMMW NauMCHTaMy 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
CYCTaBHOr0 peBmMaTuM3Ma Cc NopaxeHnem cepaLa-pekoMeHayeTcs
0TKa3aTbCs OT BBEAEHUS npenaparta.
* [aumneHTbl, MOMlyyaloLme nevyeHne NPpoOTUBOCBEPTHIBAKO LMY
CpefCcTBaMy WAM UCMONb3YOLLME BELLECTBA; (KOTOPbIE MOTYT YBEINUYNTD
NPOAO/MKUTENBHOCTb KPOBOTeUeHUA (BapdapuH, aueTuacanmumniosas
KMcnoTa, HeCTepOMAHbIE MPOTMBOBOCNAAUTE IbHbIE NpenapaTtbl UK
ApYyrve Bew,ecTBa, N3BECTHbIE CBOUM 3 EKTOM YBEIMUYEHNS BPEMEHMU
CBepPTbIBAHWS KPOBU, HANpMUMep, pacTUTeNbHble 406aBKN C COAEPXKaHUEM
YeCHOKa MM TMHKro 6unoba u T. n.),/40MKHbI 6bITb NpeaynpexaeHsbi
0 MOBBILWEHHON OMNAaCHOCTM BO3HUKHOBEHUSA Y HUX KPOBOTEUEHMNSA NN
06pasoBaHMA KPOBONOATEKOB NpW BBeLEeHWUN npenapara.
* B TeueHune o4HON npoueaypsl HevgonyckaeTca BBefeHne 60nee2 M
npenapaTa B O4WUH 1 TOT XXe 06pabaTbiBaeMblil yHaCTOK KOXMU.
* OTCYTCTBYIOT JaHHble 0 6€301aCHOCTU UHBEKLMOHHOIO NpUMeHeH S
KOXHbIX HanonHutenein komnaHnn ALLERGAN B 06beme, MpeBbiLaoLLem
20 mn Ha 60 kr (130 ¢yHTOB)’Macchl Tena B rog.
e BBUAY Hannuus nupokKauHa He peKoMeHLyeTca NPpUMEHATL npenapart
Juvederm'” VOLVMA"ywith Lidocaine B coueTaHuun ¢ psoM NeKapCTBEHHbIX
npenapaTos, TOPMO3ALLMX AN BNOKUPYHOLW X MeTabo/TuYecKne npoLecchbl
B NeyYeHun (UMMeTuamnH, 6eta-610KaToOpbl U T. A4.).
» BBuay Hanuuusa nigokanHa npenapat Juvederm* MOLUMA” with
Lidocaine g0 kKeH-1MCN0Mb30BaThCA C OCTOPOXKHOCTBIO Y MaLUeHTOB ¢
HapyLWeHNsIMN CepaevyHo NPoBOAUMOCTMH.
«llayneHTaM HE'PEKOMEHAYETCA MOMb30BATLCA MaKUSAXKEM B
TeyeHue 12 yacoB nocfie BBEAEHUS Npenaparta, aFakxe cnegyet
n3beratb NPOZONKMTENbHOIO NPebbiBaHNA HA CONMHLE, BO3AElCTBUSA
yNbTpanoeToBbiX Nyyei n Temnepatyp HUXe 0 ®C. He pekomeHayeTcs
TakXe MoGewaTb cCayHy WM TypeLKyto 6aHt0-B TeueHne 4BYX HeAelb nocne
MHBbEKL MM MpenapaTa.
* MayneHTam peKoMeHayeTca n3beraTb MaccUpoBaHMA MecTa BBeAeHMUA
npenapara n/vnm HafaBNMBaHUA HA HEFD:BTeYEHUNE HECKO/IbKUX AHEMN
NOC/e-UHBEKLMN.
« CocTaB npenaparta o6ecneynBaeT €70)COBMECTUMOCTb C (PU3NYECKUNIN
NOASMU, NCNOMb3YEMbIMY MPU NPOBELEHNN MArHUTHO-PE30HAHCHO’

Route de RrorrTe?yZOozggr IsVa!\rKIE{Ie de Pré-Mairy

RRINGY
74370 ANNECY-France

103(0)4 50272703
www.aller9an.fr

Allergan Ir*dusttfe, SAS au capltalde 213 429 Euro* =RCSAnnecy TGI 344 097 902 - N* SIRET 344 097902 00037 =N*TVA Iniracommunautaire CEE FR27344097902



'®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 foXKeH 6bITb NpeAynpexaeH 0 BO3MOXHOCTU BOSHUKHOBEHUA
NOBOYHbIX peakLuii, CBA3aHHbIX C BBEEHEM JaHHOT0 MHBEKLUOHHOIO
MMNAaHTaTa 1 CNoCO6HbIX Pa3BUTLCA HEMELNEHHO WU CNYCTA HEKOTOPOE
Bpems. Mo60UHbIe 3P eKTbl BKAOYAOT-Cneaytowee (NpuBeAeHHbI CANCOK
He ABNAETCA UCUepnblBaloLWmM):
e MMocne MHbEKLMM NpenapaTta CyLWecTByeT BEPOATHOCTb PasBUTUA
pasnMyHbIX BUA0B BOCNANUTENbHOK PeaKLMM KOXHK (MOKpacHeHue,
OTeK, 3puTemMa u 4p.), KoTopble MOLYT CONPOBOXAATHLCA 3y40M W/UAN
60Ne3HEHHOCTbI0 MpY HagaBnMBaHMy U/Mnm napectesmein. MogobHan
BOCNanuTenbHaa peakuus MOXET/COXPaHATLCA B TeUeHWe O4HOM Heenu.
* BO3HWKHOBEHME KPOBOMOLTEKOB.
* BO3HWKHOBEHMWE YNIOTHEHWA NN Y3ENKOB Ha MECTe MHBLEKLUN.
* MoXeT HabnwaaTbCA OKpaulMBaHWe Unn obecLyBevYBaHNE TKaHel B
MecTe BBEJEHWA npenapata, 0CO6eHHO Npu BBEAEHUUN TUMOANNEPTEHHOTO
KOXHOT0 HanonHUTeNs HeZOCTATOUYHO rNYO0KO U/UAN B TOHKYH KOXY
(3 pekT Tungans).
* HepgocTtatouHasa ahhEKTUBHOCTb NpoLeypbl UAN G1aB0 BblpaXKeHHHbI
3ahheKT 3aN0NHEHNAOOBEMHOI KOppeKLun.
* ImetoTcA COOBLEHMA O PefiKUX, HO Cepbe3HbIX HEXENaTeNbHbIX ABNEHUSAX,
CBA3aHHbIX C BHYTPNCOCYAUCTbIM BBEAEHMEM KOXHBIX HAnoONHUTeNen
B TKaHW NMLa 1/co. CAaBNMBaHNEM TKaHel, a UMEHHO: BPeMEeHHOe 1au
HeobpaTnmoe yxXyfLweHne 3peHuns, cnenorta, WLEMMUA FOJI0BHOTO MO3ra
NN KPOBOU3AUAHNE B MO3T, NPUBOAALME K MHCYIbTY, HEKPO3Y KOXU U
NoBpeXAeHMg-NoANexawnx TkaHed nnn opraHos. CrnefyeT HeMefIeHHO
NnpekpaTuTb BBEJEHME Npenaparta B Ciy4yae nPoABAeHNs Y nauneHTa
Kakoro-nmbo us cnefyrowmnx CUMNTOMOB; U3MEHEHWNE 3PEHNS, MPU3HAKM
MHCYNbTA;) No6NefHEHNE KOXMN UK HeobbldHas 60/b BO BPEMS UK
HenocpPeAcTBeHHO Mocne npouesypol. Byciyyae BHyTpUCOCYAUCTOrO
BBEJEHUA npenapaTa nayneHTbl JO/DKHBMNONYUYUTb HEMEANEHHY O
MeSWHMHCKYIO MOMOLLb 1, BO3MOXHO, ITPONTK 0b6CnefoBaHne y Bpaya
COOQTBETCTBYHOLWEro npouns. Takke MMetoTca CO0BLEeHNs 0 cnyyasx
Alegen  BO3HMKHOBOHMA 36CLLECCOB, FpanysacM 1 anneprumyeckux peakuuii
Route de Promery, Zone Artlsanale de Pré-Mairy
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Allergan.

HeMeAIeHHOT0 UK 3aMefIeHHOTO TUMa Nocne UHBHEKLUMUMN TManypoHOBOI
KUCNOTbl U/MAN NUOoKanHa. Mo3TOMY PeKOMEHAYETCA YUNTbLIBATh
BO3MOXHbI/i PUCK Pa3BUTUSA TaKUX NOGOYHbIX 3WPEKTOB.

* MauuneHT JO/MKeH B KpaTyalilime CPOKM M3BECTUTbL Bpaya 060 BCex
CMyyasx COXPaHEHWs Yy HEro MecTHOV BOCMaNuUTeNbHOW peakuumn B
TeuyeHue 6osiee OQHON Heaenu nocne BBeJeHNUs Npenapara UAn caydasx
BO3HUKHOBEHMA NOOLIX APYTMX MOO6OUYHbLIX 3hdekTOB. Mpn 3TOM Bpad
[O/KeH o6ecnevynTb NPoBefieHe NaLeHTy COOTBETCTBYIOLLErO JIEYEHUS.
» O60 BCEX CNyYasasX BOHUKHOBEHUS APYTUX HEXenaTenbHbIX MNO60YHbIX
3(h(heKTOB, CBA3AHHbIX C MHBEKLMOHHbLIM BBefeHeM npenapaTta Juvederm* VOLUMA® with
Lidocaine, Heo6X04MMO U3BECTUTb AMCTPUBLIOTOPA U/UNN
NMpoM3BOAMUTENS 3TOTO Nnpenapara.

CMnoCcob NMPMMEHEHNA 1 A03bl
» laHHbI Npenapat npeAgHa3HavyeH ANg-BBeAeHUS B rNy60Kue ciaom
AEPMbl, NOA KOXY WAN B TKAHW Hafj HafKOCTHULENW, BbINONHSEMOro BPa4oMm,
MME UM Ha 3TO MPaBO B COOTBETCTBUMN C AE/CTBYOL UM MECTHbLIM
3aKoHofaTenbcTBOM. C Lebl0 MUHUMMN3ALUN PUCKOB BO3HWKHOBEHUS
BO3MOXHbIX OC/TOXXHEHWUIA U BBUAY(TOTO, 4TO ANS YCNELWHOro NPOBESEHNA
npoueaypbl 04eHb BaXKHa TOYHOCTbL, Npenapar 4O/KeH BBOAUTb
TONbKO Bpay, NpoweaLmnii COoTBETCTBYIOLLEE 06YYeHMEe NO TeEXHWKAM
WHBHEKLMOHHOIO BBEAEHNA N UMEO LW NI COOTBETCTBYIOLW MIA OAbIT ANA
OCYLLeCTBIEHNA 06BEMHON NAACTUKM NnLa. Bpay gomKeH XO0poLlo
pa3bmpaTbCs B aHAaTOMUYECKWX 0COBEHHOCTAX MeCTa MHBEKLUMN 1
6nu3nexawmx TKaHe 1 OpraHoB.
* Mpenapat Juvederm® MOLUMA” with Lidocaine gonken npumeHsaTbCA
B CXO4HOIN YyNaKOBOYHOW hopme, MCMONb3YEMOW NMPU €FO MNOCTaBKe.
BHeceHue no6bIX M3MEHEHWIA B laHHbI NpenapaTt UnmM-ero NpuMeHeHne
He B COOTBETCTBUM C-yYCNOBUAMM, YKA3aHHbIMUN B HACTOSLLEA NHCTPYKLUK,
MOTYT NPUBECTU K HApyLUEHNIO ero CTEPUAbLHOCTU, FOMOTeHHOCTM U
ahheKTUBHOCTU, 06ecneyeHe KOTOPbIX B NOA0O6HOM Cnyvyae He MOXET
ObITb FrapaHTMPOBaHO.
* Mepep HavyanoM Npouefypbl Bpay AO/KEH NPOUH(OOPMMPOBaTL NaLMeHTa
0 NOKa3aHMAX-U'MPOTUBONOKAa3aHUAX K NPUMEHEHUIO npenapaTa, ero
HECOBMECTUMOCTU C PAAOM APYrMX NpenapatoB U 0 BOZMOXHbIX MOGOYHbIX
ahpeKkTax/pucKax, CBS3aHHbIX C BBEEHUEM-KOXHbIX HAaMONHUTENEN, a
TakXe y40CTOBEPUTLCA, YTO NaLUEHTY U3BECTHbI MPU3HAKU U CUMNTOMbI
BO3MOXHBIX OC/TOXHEHWIA.
« [Nepeg Hayanom MHbEKUUMN NpenapaTacliefyeT TWaTeNbHO
NpoesuH(uMLMpoBaTb MECTO ero BBEAEHUSA.
* Mpwy-Heo6X0AUMOCTN BO3MOXHO NMPOBEAEHNE MECTHON NN MECTHOIA
NPOBOAHUKOBOI aHecTe3nu. MNpn 3TOM HeO6XOAMMO CTPOro Co6/t0 Aath
fovtede promllgf:zToB]ZEn"q"staugggrcérn'gﬂyb?'om'"”K) COOTBBTCTBYH LW NX aHECTE3NPYIOLLNX
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CpeacTs.
e CHUMUTE KOMayokK wnpuya, NOTAHYB €ro, Kak nokasaHo Ha puc. 1
3aTeM, NNOTHO HaCafMB MHBEKLVMOHHYIO UMY, BXOAALLYI0 B KOMMNEKT
npenapara, Ha HAKOHeYHUK wnpuua (puc. 2), akKkypaTHO HaBUHTUTE ee Ha
HEro, spatwjad no 4yacoBoOIA CTPEenkKe. C,qenaﬁTe ,CI,OI'IOﬂHVITEﬂbeIVI noBopoT
Urnbl 4O MOMEHTa €€ 6]10KI/IpOBKI/I N NPpUHATUA 3alUNTHBIM KO/INAa4YKOM
UMbl MONOXEHNS, NPEACTaBNEHHOT0 Ha puc. 3. ECAM 3alMTHbLIA Konnavyok
3aHNMaeT NosIoXKeHne, NoKasaHHOe Ha puc. 4, MHbEeKUMOHHaa urna
CHYNTaeTCAd I'Ipl/lCOE,CI,VIHEHHOVI HENnpaBW/IbHO.
3aTeM, geprka Kopnyc wnpuua B 04HON pyKe /M KOnmayok B gpyroi (puc. 5),
CHUMUTE KO/INa4vyokK, NOTAHYB 3a HEro.

Mepen BBeAEHUEM CneflyeT HALaBUTb Ha WITOK NOPLUHA U LAaBUTb L0 TeX
nop, Noka npenapat He HaYHeT BbITEKATb U3 UT b,

I'IpenapaT cnepyet BBOAWTb MeAneHHO, OKa3biBad MUHNUManbHO
He06X0AMMOe fAaBNeHue.

B cnyyae 3aKynopku Urfbl He CnefyeT YCUNNBATh AaB/ieHNe Ha LWTOKMAPLUHS.
BMecTo 3TOro cnefyet NpekpaTUTb BBEAEHME NpenapaTa U 3aMeHUTb U Y.
HecobnogeHne ykazaHHbIX Mep NPegoCTOPOXKHOCTU MOXET MPUBECTU

K CPbIBY MHBEKLMOHHOM UrAbl /WU yTeuke npenaparta B 061actu

W NPULEBOr0 HaKOHeYHMKa J1103p=JT10Ka U/Mnm NOBbIWEHNIO pUcka
noBpexXxaneHnda cocyaos.

e [locne BBeAEHUA UTNbl U Nepen I/IH'bEKLI,VIEVI npenaparta peKoMeHayeTca
HEMHOTO OTTAHYTb MOPLLUEHb, YTO6bI OCYLLECTBUTbL acNUpaL i 1
YLOCTOBEPUTLCA B TOM, YTOKOHUYUK UT/Ibl HE HAXOANTCS BHYTPU
KPOBEHOCHOTO cocypa.

« ECN'M B KaK0O-N1MG0 MOMEHT BO BPEMS MHBLEKLMMN MPOUEXOANT peskoe
nobnefHeHne KOXW, CIeAyeT NpeKpaTUTb BBeAeHMe Nperapara u
npeaonpuHATbL Ll,enecoo6pa3Hb|e AeﬁCTBMﬂ, HanpumMmep,-AOMaccnpoBaTb
COOTBETCTBYIOLLMIA ¥4ACTOK KOXU 0 BOCCTAHOB/NEHAS-€€ ECTECTBEHHOTO
uBeTa.

e CTeneHb U NPOAOMKUTENBHOCTb KOPPEKLIMY 3aBUCKT OT XapakTtepa
yCTpaHAeMOro ,CI,ECbEKTa, faBneHNA Ha TKaHW B MeCTe BBeJeHUA
nMMnnaHTaTa, Fﬂy6|/IHbI BBEAEHNA MMNNaHTaTa /B FTKaHb N TEXHUKN
MHBLEKLMOHHOIO BBeAeHNs. KonnuecTBo BBOAWMOIO npenapara 3aBUCuT
0T pa3mepoB-06/1acTy KOppPeKL UK, onpeaenseMbiX ¢ yYeTOM ONbiTa Bpaya.
* He cnenyet npm6eraTb K MacCUBHOM Koppekunun nuua, Tak Kak BBefjeHune
CNINLLIKOM 601bLLIOro 06bema npenapata MOXeET CTaTb I'IpVIHVIHOVI pasBnTnNA
HEKOTOPbIX No60YHbIX 3(*)(beKTOB, TaKUX-KaK HEKPO3 TKaHW 1 OTEK.

* M0OXET)BO3HUKHYTb HEOOXOAMMOCTb B, KOPPEKTUPOBOUYHOW (a5
LOCTUKEHMA ONTUMaNbHOW KOppeKLun);u/mnm noBTOPHON (Ans
noggepXXaHus oNTUManbHON KOppeKLun) npouesype BBeAEHNS
npenapata Juvederm™ VOLUMA2 with Lidocaine.

Route de Prom.er|3\//lzl/3)|r-1|«MA'\rAt%gng|l-él?jleMPrMkllllerpBan 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, NOBTOPHO. B cnyyae-noBTOPHOI0 MCMNOAb30BaHMA
WNpuLa He rapaHTUPYeTCs COXpaHeHWe ero CTEPUNLHOCTY.

» He nogBepraiiTe npenapat NOBTOPHOI CTEPUAKU3ALUK.

e NF MHBEKLMOHHBIX U :

- icnonb3oBaHHbIe MHBEKLMOHHbIE UMbl BOMKHBI YTUAN3NPOBATHCA NYTEM
MOMELLEeHUS B CNeunasbHO NpegHasHauYeHHbIA 4ns 3TOro NpueMHMK. Takym
Xe 06pasoM JO/IKHbI 6bITh YTUAN3NPOBAHBI WNPULLLI. VX YHUUTOXEHNE
[OMKHO OCYLLeCTBNATLCA B COOTBETCTBUM C TPpeGOBAHUAMM eiiCTBYIOML WX
HOPMAaTUBHbIX JOKYMEHTOB.

- Hukorga He nbiTaiiTecb BbINPSAMUTL "M30THYTYO Ury. Ee HE06X0ANMO
BbIGPOCUTBL U 3aMEHUTL PYroi.

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

HAVMMEHOBAHWE N3OENNA
MNmnnaHTaT BHYTpuaepManbHblil ¢ nugokanHom Juvederm”® VOLUMAA with Lidocaine,
B COCTaBe:

1. Wnpuy ¢ MATKAM NanbLeBbiM YNOPOM, 3aM0HERHHBLIN 1,0 MmN rens - 2 wr.

2. Irna nHbeKuMoHHasa - 4 wr.

3. NHCTPYKUMA-NO NPUMEHEHUIO.

4. DTUKETKN <=8 WT.

MPOMN3BOANTE/b
«ANNEPrAH»ALLERGAN
Appec: Route de Promery, Zone Artisanale de*Pre-Mairy, Pringy 74370 Annecy;y France

YMNONHOMOUEHHbIV NPEACTABWTENb HA TEPPUTOPUN PO

00O «AgrepraH CHIC CAP/»

Appec:“Roccud, 109004 r. MockBsa, yn. CTaHucnasckoro, 4. 21, ctp, 2, nomeuwieHune |
Ten.:+7/495 974 0353 E-mail: MW-MedInfoff*.Allergan.com

YCAO0BUNA NMPUMEHEHWNA
[aHHoe MeANLMHCKOe n3aenne JOMKHO 6bITh MCMONL30BAHO TONLKO-KBANNHULUPOBAHHLIMY

PRINGY
74370 ANNECY-France
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OOAVNTENBHOCTb 3P DEKTA
Pe3ynbTaT KOppeKuumn SBAseTcs ANMTENbHbIM W COXPaHSeTCs Ha NPOTAXeHUN 18-24 MeCsueB.

TPAHCMNOPTUPOBKA. QKCNNYATAUWNA. XPAHEHWE

MeauunHcKMe un3genns TPaHCMOPTUPYIOT BO BCeX CPeACTBax MepeABVIKEHUA (B 3aKpPbITbIX
Kamepax B COOTBETCTBMM C TpebOBAHWAMW W perfiameHTamum TPaHCNOPTUPOBKWM TOBApOB,
LeiicTBYOLW MMM AN19 KXKLOro TUna TpaHcnopTa.

MeauLMHCKNE WU3[ENUA YCTOMUYMBLI K KAMMaTUUYeCKMM (akTopaM B MPOLECCE XpaHeHWs W
TPaHCNOPTUPOBKM B AMana3oHe TemnepaTyp #2480 +25 °C npy OTHOCUTENIbHOR BNaXHOCTU He
6onee 60% (OTCYTCTBUE KOHAEHCALUN).

Ycnosusa npuMeHeHnsa:

e AvanasoH Temnepatyp: +15 go +25 °C;

* OTHOCUTE/IbHAA BAAXHOCTb He A0/KHa NpeBbiwaTh 60%.

TEXHWYECKOE OBCNYXUMNBAHWE N PEMOHT
HenpumeHumo.

CPOKropgHocTH
CpoOK rofHOCTM JaHHOI0 MeANLMHCKOro n3genns coctaBnseT 2 roga.

FTAPAHTUWHBIE OBA3ATEALCTBA

MpoussognTens — KomnaHus «AJITEPTAH» |, pacnonoxeHHas no agpecy: Route de Promery,
Zone Artisanale de Pré-Mairy,»Pringy 74370 Annecy, FranCe, He HeceT OTBETCTBEHHOCTM 3a
NOCNenpofaxHoe N TEXHUYECKOe 06CNyXMBaHUE, a TakXKe 38 PEMOHT.

Mpou3BOANTENb TAPAHTUPYET KAYECTBO M3AENNS HA NPOTSHMEHUN CPOKA TOAHOCTU, EC/IN YCITOBUS
TPAHCMOPTUPOBKN M XpaHeHUs 6yLyT COOTBETCTBOBATb-YKAa3aHHbIM BbILLE.

B cnyuyae npeTeH3Uii KyKauyecTBY UAU PasBUTUM NOBOYHbIX ABMEHWIA, CBA3AHHbIX C MPUMEHEHUEM
HaW WX U3LeNunii, faHHYH MHGOPMaLMIo ClesyeT HanpaBnsaTb Mo agpecy:

000 «AnnepraHCHIC CAP/1»

Appec: Poccuda, 109004, Mocksa, yn. CtaHucnaBekoro, gom 21, ctpoeHue 2

Ten.: MHMOPMaLMOHHO-CNPaBOYHOW cnyx6bl:  8-800-250-98-25 (6ecnnatHo * B  Poccun),
3aneKTpoHHaa nouta: MW-MedInfo@ Allergan.com

YTUNN3ALUNA

MepepaboTKy M yTUAM3ALUI0 HEUCNONb3QOBAHHbLIX W3AeNuii Nocne UCTEeUYEHWs Cpoka FofHOCTU
NMpPoOBOASAT-B COOTBETCTBUM C TPeOGOBAHMAMU' K YTUAN3ALUM OTXOA0B Knacca A, N3N0XEHHbIMU B
NPUMeHUMbIX HOPMATUBHO-NPABOBbIX aKTaX W/ NOCTaHOBMEHUAX P,

Mcnons30BaHHble M34enuns YTUNN3NPYIOT KakK 0TX0Abl Knacca b B nopanke, MU3N0XEHHOM B
NPUMEHNMbIX HOPMaTUBHO-NPaBOBbIX aKTaxX n/unn NocTtaHoBNEHNAX PD.

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 NMPUMEHEHMe 3anpeLLeHo

A=(*nTTTNrTA LWnpuy,

[laTa U3EQTOB/IEHNSA

Mlergan
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Kog naptum
LOT
E]_C MNpenen Temnepartypsol
l-¢c-f
Xpynkoe nsgenve, 06palatbCs 0CTOPOXKHO
VIHbeKLMoHHaa urna
Mef9an
Route de Promery, Zone Artisanale de Pré-Mairy
PRINGY

74 370 ANNECY-France

T +33(0)4 50272703
www.allergan.fr
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tAllergan

He ncnonb3oBatb npn NoBpPeXXAeHNN YNakoBKU

BHumaHue! CM. MHCTPYKLUMIO NO NPUMEHEHUIO

Mcnonb3oBaTh [0

BB LW O0WNA I'Io,deeryTo paﬂ,MaLLMOHHOVI cTepunnsau i
Allergan
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PRINGY
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* He gonyckatb BO3JelCTBMS CO/IHEYHOIO CBETA

X
EW N CTepmnmsosaHo napom nam Cyxmm Tersiom
Iref Howmep no katanory
M3roTosutens
AlkH*n
Route de Promery, Zone Artisanale de Pr*Mairy
PRINGY

74 370 ANNECY-France

T +33(0)4 50 27 2703
www.aliergan.fr
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MepeBo C hpaHrTy3cKoro si3bika Ha pyCcCKMiAs3bIK

[NoroTun: «Anneprau» (Allergan)/

/WTamn: A, HuKenognucaswascs, r->ka Imonve-MepanH (Aymonier-Merlin), HoTapuyc, uneH Accotfuaifuu

HOTapWyCcoB, yA0CTOBEPSO NOLIMHHOCTb NOCTABNEHHON Ha HACT OALLLEM JOKYMEHTE NOANNCHU [->KU AHHM
XKunakomunHun (Annie Giacomini)

AHcun. 15.12.2021/

[MeyaTb: HaTam 3moHbe-MepnuH Nathalie Aymonier-Merlin), HoTapuyc, yneH Accoymalum HoTapuycos *AHCU
(penapTameHT BepxHssa Casoiis)/

/Moanuck/
/WTamn; «ANNNEPIAH» *
PoyT pge [pomepu, MNpomblilneHHas
30Ha fe Mpe-Maiipy,
MPUNHXWI,
74370 AHCU. ®PAHUNA/
«AnnepraH»
PoyT e Mpomepw, MpombLiLLeHHas 30Ha e Mpe-Malipw,
MPUHXN,

74370 AHCW, ®PAHLIUA

(Route de Promery, Zone Artisanale de Pré-Maiiy,
PRDSIGY,

74370 ANNECY, FRANCE)

Ten. +33(0)4 50 27 27 03
www.allergan.fr

«ApnapraH Vsgyetps CAC», aloLLIOMPHOC 06LLeCnoyNPOLLELLOro TNa 0 yeTAMIIM W NTAO0bI 213 429 «>po — Hom«p B TOProBok pMoTp» ABosi TG 1344 097 902 —
W AeKTHONNBUAMHHWIA HOMep NpeAnpuBnv Bo ®pavuHH (SIRET) 344 097 902 00037 — O6wwsBBponeCox1 Homep agatenbiuycs HAC FR27344097902

[aHHbIli nepeBof € (hpaHLy3CKOro A3bika Ha PYCCKMIA A3blK BbIMOIHEH MHOW, BpoBueHkO AHacTacueli IBaHOBHOA,
NAEHTUYHOCTb NepeBoa NOATBEPXKAALD.



Poccuiickan degepauuns
Mopog MockBa
JBaguaTb BTOPOro gekabps ABe TbicAYN gBajLaTb MepBOro roga

A, AyaceBa TaTbAHa AneKcaHAPOBHa, BPEMEHHO NCNONHAKOLWAA 0653aHHOCTH
HOoTapuyca ropoga MockBbl ApNUCTOBON AHHbI [IMUTPUEBHbI, CBUAETCTBYIO
NOAJ/INHHOCTL MoAnucy nepesogyumka bposyeHKo AHacTacuu IBaHOBHBI.
Moanwuck caenaHa B MOEM MPUCYTCTBUMN.
JIN4HOCTb nognucasLLero fOKYMeHT YyCTaHOB/IEHA.
3api peectpe: Ne 77/863-H/77-2021-

HOTapuanbHOro gencreuns: 40

TA.QyneeBa

Bcero ApoLLIHYpPOBaHo,
1 CKPEMNEeHo neyatbio

Bpuo HoMpuyca



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

A, Oypeesa TaTbAHa AnekcaHApOBHa, BPEMEHHO MWeNONHAKLAA 0683aHHOCTH

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

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

T.A.QypeeBa

Bcero NpowHypPoBaHO, MPOHYMEPOBAHO
W CKpenneHo neHathbl
A



