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CnpaBouHasa nipopmauus / References

OCTOPOXHO
Caution

O6paTtnTech K MHCTPYKLMN MO MPUMEHEHWIO.
Consult instructions for use.

He ncnonb3oBaTb Npyi MOBpeXAEHNMN YNIaKOBKM.
Do not use if package is damaged.

OpHoKpaTHOe NpuMeHeHue. He ncnonb3osatb
MOBTOPHO.
Single use product. Do not re-use.

He cTepunnsoBatb NOBTOPHO.
Do not resterilize.

OTKpoiiTe 6nMcTep, NOTAHYB 3a KPbILLKY
6nucTepa B HanpaBneHUK, yKazaHHOM
cTpenkom.

Open the blister by pulling the blister lid fol-
lowing the arrow.

« EEgakE =R

CrepunbHo. CTeprnn30BaHO BlaXKHbIM TEMIOM.
TonbKo renb ABNAETCA CTEPUSIbHBIM, HO He
BHELUHAA NOBEPXHOCTb WNpULa.

Sterile. Sterilized by moist heat. Only the gel is
sterile, but not the outside of the syringe.

CrepunbHo. CTepunn3oBaHo paguaunen.
TonbKo Mrna ABANAETCA CTEPUIIBHON, HO He
BHELUHASA NOBEPXHOCTb YNAKOBKM NIJIbl.

Sterile. Sterilized by irradiation. Only the needle
itself is sterile, but not the outside of the needle
packaging.

Mpepen Temnepatypbl xpaHeHusa: 2 °C - 25 °C.
Temperature limit of storage: 2 °C - 25°C.

[lata usrotosnexus
Date of manufacture

Mcnonb3oBatb 10
Use-by date

Homep cepuu
Batch number

Mapkuposka CE cornacHo PernamenTty (EC)
2017/745 OTHOCUTENBHO MEANLINHCKNX U3LENNIA.
Mocne faHHOI MapKMPOBKM crielyeT Homep
YNOJIHOMOYEHHOTO OpraHa.

CE mark in accordance with Directive Regula-
tion (EU) 2017/745 relating to medical devices.
This mark is followed by the notified body
number.

W3rotoeutens
Manufacturer

Homep no katanory
Catalogue number

CncTema € OAVNHAPHBIM CTEPUNbHBIM 6apbepom
Single sterile barrier system

CeptdunKkauroHHbiin 3Hak INMETRO 1 Homep
HOTUGNLMPOBAHHOIO OpraHa

INMETRO certification mark and notified
body number

MNpousBogutens benotepo PeBaiis (Belotero® Revive):
Manufacturer of BELOTERO® REVIVE:

«AnTenc C.A.» (Anteis S.A.)
18 Chemin des Aulx,
CH-1228 Plan-les-Ouates,
Geneva, lLsenyapua

ANTEIS S.A.

18 Chemin des Aulx
CH-1228 Plan-les-Ouates,
Geneva, Switzerland

YnonHoMoYeHHbIN NpeacTaBUTeSNb U3rOTOBUTENSA Ha
Tepputopum Poccuiickoin Pegepaumm:

000 «Mepuy Gapma»

125124, ropoa Mocksa, ynuua 3-a AmMckoro nons, Aom 2,

Kopnyc 26, 3Tax 2, nomelyeHue Vil, KomHaTa 29

Ten.: +7 (495) 653-8555, pakc: +7 (495) 653-8554, 3n. nouta: info@
merz.ru

Authorized representative of the manufacturer in the territory of
the Russian Federation:

LLC “Merz Pharma”

125124, Moscow,

street 3rd Yamskogo Polya 2,

bld. 26, 2nd floor, premises VII, room 29;

Tel.: 47 (495) 653-8555

fax: +7 (495) 653-8554

e-mail: info@merz.ru.

[Nata 10.04.2024
Date 10.04.2024

Ycnosua rapaHTun

«AHTeinc C.A» (Anteis S.A.), 18 Chemin des Aulx, CH-1228 Plan-
les-Ouates, Geneva, LLBeiLapws, B KauecTBe NPOU3BOAUTENSA
Benotepo PeBaiiB (Belotero® Revive), rapaHTupyeTt cooTBeTCTBME
npopyKTa BceM napameTpam 1 CBOMCTBaM, yKa3aHHbIM B JaHHOM
[OKyMeHTe, Npu Cob1i0eHNN YCIIOBUIA TPAaHCMIOPTUPOBKH,
XPaHeHWs 1 UCMOMb30BaHNA B COOTBETCTBUMN C MHCTPYKLMEN No
MPYMEHEHWIO B TeUeHe [iBYX JIET C AaTbl NPOU3BOACTBA.

Terms of warranty

Anteis S.A., 18 Chemin des Aulx, CH-1228 Plan-les-Ouates,
Geneva, Switzerland, as the manufacturer of Belotero® Revive
guarantees the compliance of the product with all parameters
and properties specified in this document, subject to the condi-
tions of transportation, storage and use in accordance with the
instructions for use for two years from the date of manufacture.

MN 170002304, RU

BEL

MpaBunbHasa ¢uKcauma ynopa Ana nanbLes Npy BBeACHNN.
Backstop in the right position during injection.

RU MHCTPYKLMA NO NPUMEHEHWIO HA MEAULINHCKOE

W3OENNE

« AIMnnaHTaT C BA3KOYNPYrMMmn CBOMCTBaMU Ha OCHOBE
nepekpecTHO-CLUNTOrO rranypoHata Hatpua benotepo Pesaiis
(Belotero® Revive) ».

HanmeHoBaHMe meanLMHCKOro nsgenusa

MmnnaHTaT ¢ BA3KOYNpPYrMmn CBONCTBaMM Ha OCHOBE

nepekpecTHO-CLUNTOrO rranypoHata Hatpua benotepo Pesaiis

(Belotero® Revive), B cocTaBe:

- reflb UMMNAHTUPYeMBbliA, B Wnpuue o6bemom 1,0 M — 1 Wwr;

- urna ctepunbHas 30G 2" (0,30 x 13 mm) (PY Ne ®C3 2011/11116,
npoussoacTsa «Tu I¢ Keir JlabopaTtopw», ANoHWsA) — 2 wr,;

- 3TUKeTKa AS1A MPOCNEeXNBaeMOCTN — 2 LT,

- IHCTPYKLMA NO NPUMEHeHNo — 1 WwT.

HasHaueHune

Benotepo PeBaiiB (Belotero® Revive) npegHasHaueH ans
BOCCTaHOBJIEHWA KAauecTBa KOXNM MyTem PeBUTANM3aLnm KOXu
nyLa NOCPeACTBOM pervapaTaumy, ynyylleHns 3nacTuyHoCTv
1 YNPYrocTyi KOXMK, a TakxKe PasrnaxXnBaHUsA noBepXHOCTHbIX
TOHKMX MOPLLYUH.

MoTeHymManbHbIii NoTpebuTennb
Benotepo PeBaiiB (Belotero® Revive) npegHasHaueH ans
NPYIMEHEHNsA B Ie4ebHO-NPOGUNAKTAYECKN YUPEXKAEHNAX.

LieneBas nonynsauus
B3pocsible naumeHTbl (ctapiue 18 feT) He3aBrUcMMO OT Mona, y
KOTOPbIX HET NPOTUBOMOKA3aHWIl.

OnucaHne

Benotepo PeBaiiB (Belotero® Revive) — 3To cTepunbHbIn
BA3KOYNPYruii 6ecLBeTHbI MPO3payHbIi refib Ha OCHOBe
nepeKpPecTHO-CLUMNTOTO ManypoHaTa HaTPMA HEXNBOTHOTO
npoucxoxpaeHns B pusnonornyeckom dpocdpatHom bydepe,
cofiepxaLlem ruLepuH.

Benotepo PeBaiis (Belotero® Revive) ABNAETCA MHBEKLMOHHBIM
6ropasnaraembim UmnnaHTatom. benotepo PeBaiis (Belotero®
Revive) nocteneHHo pacnagaeTca B opraHusme. MonHasa
nerpapauusa benotepo Pesaiis (Belotero® Revive) nocne
MHbEKLMN (MMMNNaHTaLum) B OpraH1M3m YenioBeKa cocTaBnseT
OKono 6-8 mecAues.

®opma BbinycKka

Benotepo PeBaiis (Belotero® Revive) Bbinyckaetca B
NpefABapUTENbHO 3aMO/IHEHHOM CTEKMIAHHOM LWNpULE ANA
OAHOKPATHOrO NPYMeHeHVs 06bemoM 1,0 M, KOTOPbIi
copiepXnT 1,0 M1 UMMNNAHTUPYEMOTO reNsl, CTEPUIN30BAaHHOTO
BNa)kHbIM TENSIOM B aBToKNaBse. benotepo Pesaiis (Belotero®
Revive) ynakoBbIBaloT B KAPTOHHYIO NOTPEOUTENBCKYIO
YNaKoBKy. B Kax[oi NoTpebuTenbckom ynakoBKe HaxoamuTcs
0fiHa UHCTPYKLMA MO NPUMEHEHMIO 11 OAMH 3aneyaTaHHbIN
nonyEcTKnin 6nmcTep, coaepKaLynii OfnH WNpUL, co
CTePUNbHBIM MNIAHTUPYEMbIM FrefieM, ABE STUKETKMN AN1A
NPOCNEXNBAEMOCTU 11 ABE CTEPUIIbHBIE MTTIbl AN OQHOKPATHOTO
npuMeHeHna ¢ mapkuposkoi CE.

CoctaB

[manypoHat HaTpua: 20,0 mr/mn

MMuuepuH-docdaTHbIn Bydep pH 7: B OCTaTOUHOM KONMYeCTBE
£o 1,0 mn

CoctaB rnvuepuH-pocdatHoro ydepa:
Tnnuepu (C3HgO5): 19,0 mr/mn
Hatpusa ruppodocdat gopekarngpar
(Na,HPO, x 12H,0): 5,5 mr/mn
Hatpusa gurnagpodocdat gurngpat

TERO

REVIVE

(NaH,PO, x 2H,0): 1,5 mr/mn
Bopa ana unbekyuii (H,0): B [JIOCTAaTOYHOM KOJNmyecTse
£o 1,0 mn

KoHueHTpauua rnmuepriHa B rene coctasnseT 17,5 mr/mn.
Benotepo PesaiiB (Belotero® Revive) He coaepXnT KNETOK,
TKaHeln, opraHoB 1im Nto6bIX APYTX MPOU3BOAHBIX KUBOTHOTO
WIIN Y4eNOBEeYECKOro NMPOVCXOXKAEHUA.

MokasaHna

Benotepo PesaiiB (Belotero® Revive) nokasaH gna
BOCCTaHOBJIEHWA KayecTBa KOXWM NyTem peBUTanv3aLmnm Koxm
NnLa, XapakTepur3yioLLeca CHXKEHEM riapaTaluui, notepen
3M1aCTUYHOCTU U YNPYroCTL, a TakxKe HannumemM NoBepPXHOCTHBIX
TOHKMX MOPLLUH.

Cnoco6 NnpuMeHeHnA 1 Jo3bl

Benotepo Pesaiis (Belotero® Revive) npeaHasHayeH gna
VNHDBEKLIMOHHOTO BBELIEHUA B CPefiHM1e 1 Iy6OoKIe Clou AepMbl
NPaKTVKYIOLWMMU Bpayamu, KOTOpbIE MMEOT COOTBETCTBYIOLLYIO
MOJArOTOBKY, OMbIT 1 XOPOLLO 0CBeOM/IEHbI 06 aHaTOMUM B MecTe
BBE[IEHUA 1 BOKPYT HEro A1 MUHMMM3aLUM PUCKa BOSMOXHbIX
OC/IOXKHEHUIA.

Benotepo PeBaiis (Belotero® Revive) cnepyet BBOAUTL MeAneHHo,
He TOPOMACh, NPUMEHAA HaMeHbLLee HEOGXOAMMOe AaBNeHNE,
B COOTBETCTBUM C BbIOPAHHOM TEXHNKOW MHBEKLVIOHHOTO
BBE[IEHUA 11 C UCMOMb30BaHVEM NPEfYCMOTPEHHDBIX WM.

PUCK BHYTPUCOCYAMCTOrO BBEIEHUA MOXET ObITb CHUXEH

C NMOMOLLbIO PaA3MINYHbIX CTPATErMIA, BKOUAsA acnmpaLmio

nepep HbeKLVel, NCNoNb30BaHNE MeHbLINX 06 EMOB 1
nocneaoBaTeNbHbIX MHbEKLMIA B 30HaX MOBbILEHHOTO PUCKa,
06paboTKy OAHON CTOPOHBI 3a Pas3, 3alleMieHre/HaTaKeHre
KOXW ANA CO3AaHnA 6oMblUero NPOCcTPaHCTBa Haf, BETBAMU
MarucTpanbHbIX apTepUin 1 NepexaTna Havyana HafbNoOKOBbIX
COCYAO0B HE33[1e/ICTBOBAHHbIM NasnbLieM. KaHionu ¢ Tynbim
KOHLIOM MOTYT CHU3MWTb, HO HE YCTPaHUTb PUCK.

MprMepHble 06LUMe PeKOMEHAALMMN MO TEXHUKaM
VNHDBEKLIMOHHOTO BBELIEHUA: IHENHAA WX NoCNefjoBaTebHasA
npopesaioLyasn, BeepoobpasHas, NonepeyHoN WTPUXOBKU 1N
nocnefoBaTenbHasa MUKPOMYHKTYpHas. Konnuectso BBOAMMOToO
NpOoAYKTa 3aBNCUT OT 30Hbl, MOABEPraeMoii KOpPEKLUN.
Benotepo PeBaiis (Belotero® Revive) cnepyet BBoauTb B
COOTBETCTBYIOLMX ACENTUYECKMX YCIIOBUAX B 3[OPOBYIO,
HeBoOCManeHHylo Koxy. lMepen BBeAeHNEM KOXY B 06nacTn
BBE[IEHUA TLWATENbHO AE3NHGULIMPYIOT.

[ina obecneyeHns onTUManbHoro NprmeHeHns benotepo PeBaiis
(Belotero® Revive) pekomeHayeTcA ycTaHaBAMBaTb UMY COrNacHO
PUCYHKaM, NPp1BEAEHHbIM HUXKe. HenpasunbHas ycTaHOBKa
MOXET NPUBECTY K OTCOEAUHEHWIO UMbl U WNPULLA U/WUAN yTeuke
rens yepes HakOHeYHWK Tuna Jlyep-JTok Bo Bpems BBEAEHWA

1 MOXeT NPUBECTM K TPaBMMPOBaHWIO NaLuneHTa u/unm spava.
Ecnu Bo BpemMs BBeAEHNA NPOVNCXO[UT OTCOEAVNHEHNE UMbl

VNV yTeuKa rens, Wnpuw v Uiy yTuamsupyoT 1 npoleaypy
NOBTOPAIOT C NCMOMIb30BaHNEM HOBOTO MEANLIMHCKOTO NPOAYKTa.
Ecnu vrna 3acopseTca, 1 AaBneHne nNpvi BBeAeHUN ABNAETCA
CJIMLLKOM BbICOKMM, ClieflyeT NPeKpaTUTb BBEAEHWE U 3aMeHNUTb
urny. Hukoraa He nbiTaiTech BbINPAMUTL MOTHYTYIO WUITY; BMECTO
3TOro BbIGPOCHTE €€ 1 3aMeHUTE.

KonnuecTBo BBOANMOTO rensi 3aBUCHT OT 30HbI, MOAABEPraeMon
KOPPEKLMY, 1 KenaeMon CTeneHn Koppekuun. He cnepyet
[OMNYyCKaTb Ype3MepHON KoppeKuum.

lpafyvpoBKa Ha STUKeTKe Wnpu1La NpejHa3HayeHa ToNbKo And
OopvieHTaLumn Nonb3oBaTens.

Mocne BBefeHUA 06pPabOTaHHYIO 30HY CleayeT NoABepPrHyTh
Nerkomy Maccaxy A1 PaBHOMEPHOTO pacnpeaeneHra NPoayKTa.
lMepepn Npoueaypoii crefyeT OLUEHNTb, MOAXOANT N NaLUEHT
AN1A KOPPEKLMMN 1 eCTb NI NOTPe6HOCTb Y NauueHTa B
06e360nVBaHNN (MECTHbIE aHECTETUKM, MAKETbI CO NIbAOM,
MeTOAbl OTBNIEUYEHNA BHUMAHVSA, MHBEKLMI MECTHOTO aHecTeTKa
nny 611oKaAa HepBOB B 3aBUCUMOCTW OT MeCTa BBeAEHUA 1
pasmepa MCcnonb3yemMon Urbl).

MERZ AESTHETICS

MN 170002304

MakcrmanbHan fo3a BBeaeHusa benotepo Pesaiis (Belotero®
Revive) 3a ogHy npoueaypy He MOXeT MpeBbIlaTh 4 M.
Benotepo PeBaiiB (Belotero® Revive) MOXXHO BBOAUTb MO CXeme
KoppeKummn oT 1 A0 3 MHBEKLMOHHbIX ceccnil. MUHUManbHbIN
VHTEpBan Mexay NOBTOPHbIMN UHbEKLUAMU COCTaBNAET 4
Hefenun. 3Ty cxemy KOpPpPeKL/n MOXHO BO30GHOBUTL He paHee
YyeMm yepes 6 MecsLeB, B pe3ynibTaTe Yero MakcMmarsbHas rogosas
[103a COCTaBUT 24 M.

MpoTuBonoKasaHna

MprmeHeHne benoTepo Peaiis (Belotero® Revive)

NpOTUBOMOKa3aHo:

- B CJly4ae N3BECTHOW MOBbILLEHHOW YyBCTBUTENIbHOCTN K OfJHOMY
13 KOMMOHEHTOB M3[eNNA, B 0CO6EHHOCTU K rnanypoHaTy
HaTpua, ruuepuHy v A3,

-y 6epeMEeHHbIX 1 KOPMALLVX FPYAbIO XKEHLMH,

-y nauueHTOB B Bo3pacTe Ao 18 ner,

- y MaLMEHTOB C reHepann3oBaHHO HPEeKLMeN,

- y MaLMEHTOB C aKTUBHO GOPMOI ayTOUMMYHHOFO
3abonesaHuA.

He cnepyet BBOguTh Benotepo PeBaiis (Belotero® Revive) B

KpoBeHOCHble cocyabl. He cnepyeT BBoanTb benotepo PeBaiis

(Belotero® Revive) B 0651aCT1 KOXM, Ha KOTOPbIX MEIOTCA OYaru

OCTPOro BOCMANUTENbHOIO NpoLecca Man MHGeKUMn BCneacTane

VIMMYHOMOTMYECKMX UM aniepruyecknx NprymH, a Takxe

6aKTepranbHOro, rPM6KOBOrO UM BUPYCHOTO XapakTepa.

He cnepyet BBOAUTL Benotepo Pesaii (Belotero® Revive) B 30Hy,

B KOTOPYIO paHee BBOAUV NOCTOAHHbIN fepMasibHbii dpunnep.

He cnepyet BBOguTh Benotepo PeBaiis (Belotero® Revive) B

06nacTb MeX6poBbA UM 061aCTb HOCa.

Mepbl NpefoCTOPOXKHOCTM NPYU UCNONb30BaHUMN

Mepep npoueaypor NPaKTUKYOLWMM Bpayam PeKOMeHAYyeTCA
06CyANTb CO CBOMMY NaLieHTaMu BCe MOTEHLMaNbHbIe

PUCKN UHBEKLUN B MATKME TKaHW 1 Y6eaUTbCA, UTO NaLMeHTbI
OCBEJOMJIEHbI O NMPU3HAKAX 1 CUMMTOMaX BO3MOXHbIX
OC/IOXKHEHUI.

M3-3a OTCYTCTBMA JOCTYMHBIX KIMHUYECKUX AAaHHbIX MO
nepeHocumMocTu BeefeHus benotepo Pegaiis (Belotero® Revive)
y NaLMEHTOB, IMEIOLMX B aHAMHE3e TAXKesble MOBTOpALLMeCs
annepruyeckre peakLuny nnv aHapuNakTUYeCKUi LLOK,
NPaKTVKYOLWMiA Bpay AOIKEH PELLNTb, BBOAUTb NN

Benotepo Peaii (Belotero® Revive), B KaK4oM KOHKPETHOM
C/lyyae, OCHOBbIBAACb Ha XapaKTepe 3aboneBaHNs, a Takke
CONYTCTBYIOLEM IEUEHUN, TaK KaK 3TO MOXET YXYALWNTb TeueHne
cyljecTBytoLero 3abonesaHus. PekomeHayeTca NpeioxXnTb
TaKMM MayneHTam NpeABapUTENbHbIN ABYKPATHbIV TECT 1

He OCYLLEeCTBNATL BBEAAEHWE, eCin 60Me3Hb NMPOrpeccrpyer.
Takxe pekoMeHyeTcA TaTenbHoe HabnoaeHe 3a Takummn
nauvieHTaMu nocne BBeAeHNs.

Benotepo PeBaiiB (Belotero® Revive) MOXeT NpUMeHATbCA B
COYETaHWM C APYrMMU NpoayKTamun benotepo Bo Bpems OAHOM
VNHDBEKLIMOHHON NpoLeAypbl NPY YCNI0BIN BBEAEHNA B pasHble
30HbI LA, VIHCTPYKLUMM NO NMPYMEHEHWIIO KaXAoro U3 MPOAYKTOB
[IOSIKHbI 6bITb COOMOAEHDI.

KnuHnyeckrie AaHHble NO MHBEKLMOHHOMY BBeAeHM0 benotepo
Pegaiis (Belotero® Revive) nauvientam ¢ V u VI TMnom Koxu rno
DduunaTprKy OTCYTCTBYIOT.

KnuHnyeckrie AaHHble NO MHBEKLMOHHOMY BBeAeHM0 benotepo
PeBaiiB (Belotero® Revive) B pyKu oTcyTCTBYIOT.

He pekomeHpyeTcs BBoanTb BenoTepo Peaiis (Belotero® Revive)
nauvieHTaMm C HaJIMYMeM B aHaMHE3€ KOXHbIX 3a00NeBaHui,
BbI3BaHHbIX CTPENTOKOKKOM, 1 NaLMeHTaM, UMeLLVM
NpeApacnonoXeHHOCTb K 06pa3oBaHmio rMnepTpodryeckrx nnm
KeNouaHbIX py6LoB.

Benotepo PeBaii (Belotero® Revive) MOXeT NpUMeHATbCA B
KOMOVIHMPOBAaHHbIX MPOTOKOIaX KOPPEKLMH, HanpuMep, B
KOMOVHaLM C 6OTYNIMHUYECKM TOKCMHOM /UK KanbLys
ruapokcmanaTtutom (Pagrec), Ho TONbKO NPU BBEAEHNM B PasHble
30HbI IMLA. Bpauw, BbinonHsaiowme npoLeaypy, AOMKHbI 6biTb
OMbITHBIMY, @ NaLMEHTbI HaAIeXaLUMM 06pa3omM OTo6pPaHbI,
MOCKOJIbKY He TOSIbKO Mosib3a, HO 1 No6oYHble 3GdeKTbl MOTyT
6bITb HAKOMMTENbBHBIMM, @ MPUYNHY NOOOYHBIX 3GHEKTOB MOXKET
6bITb TPYAHO onpepenuTb. CnefyeT cobnoAaTb MHCTPYKUMA

o NpUMeHeHWIo, My6rHY BBEIEHUA 11 COOTBETCTBYOLLME
pekoMeHAauMy ANA KaxAoro NpoaykTa. KNMH1Yeckne aaHHble no
VHbEKLMOHHOMY BBefieHUto benotepo PeBaiis (Belotero® Revive)
B 06/1aCTH, B KOTOPbIe yxe Obinv BBEAEHDI APYrie SCTeTUYECKne
NPOAYKTbI MW NPOBEAEHbI SCTETUYECKME MPOLEAYPb,
OTCYTCTBYIOT.

He cnepyet nprmeHaATb Benotepo PeBaiis (Belotero® Revive)
O[JHOBPEMEHHO C iPYTVIMN METOANKAMM SCTETNYECKON
MeAVLMHbI, TAKUMW KaK NWIUHT, AepMabpasuns nnu nasepHas
06paboTKa N6Oro TNa, A0 NOJHOTO 3AXMBMIEHUA NOCe
nocnepaHei npoueaypsl. B niobom cnyuae, faxe ecnm
3a)KMBMIEHVEe Npou3oLwno paHee, benotepo® Pegaiis (Belotero®
Revive) He cneflyeT NPUMEHATb paHee Yem Yepes 2 Heflenu
nocne nocnegHei npoueaypbl. KnuHUYeckne aaHHble Mo
KOMOVIHMPOBaHHOMY NprMeHeHwo benotepo® Pesaiis (Belotero®
Revive) ¢ BbileyNOMAHYTbIMI METOAVKaMI OTCYTCTBYHOT.

Y NaumeHTOB, NPUMEHAIOLLYX aHTUKOAryNIAHTHbIE,
aHTUTPOMObOLMTaPHBIE UM TPOMOONNTYECKIE NPenapaTbl
(Hanpumep, BappapyiH), NPOTMBOBOCMANNTENbHbIE
neKapcTBEHHble CpefiCcTBa (NepopanbHble/MHbEKLIMOHHbIE
KOPTVKOCTEPOUAbI UV HECTEPOMAHBIE MPOTUBOBOCNANUTENbHbIE
cpepctBa (HMBC; Hanpumep, acnupwH, nbynpodeH) unm apyrve
BELECTBa, KOTOPbIE YBENNYMBAIOT BPEMA KOArynauum (BUTaMyHbl
Vny TpaBAHble fOOABKY, HanpuMep, BUTaMyH E, yecHOK, MMHKro
6unoba v 3Bepoboii), B nepuog ot 10 AHel nepes NHbeKUren

1 10 3 iHEN NOCe MHBEKLMY, BO3MOXHO YCUIEHNE peakLnii

B BUAe 06pa3oBaHNA reMaToM, Y3eJIKOB UM KPOBOTEUYEHNA B
MecTe BBEeAEHNA.
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BeepneHue benotepo PeBaiis (Belotero® Revive) nauueHTam ¢
npepaLecTBYIOWMM repreTieckM BbiCbiNaHKeM B aHaMHe3e
MOXeT ObITb CBA3aHO C peaKT1BaLueli reprieca 1 3a6oneBaHVAMY,
cBA3aHHbIMK ¢ BM'Y (Hanpumep, po3oBbIn nnwarn).

Y naumMeHTOB, CTPaAAIOLLVIX SNUencreil, KapAMoNornyecKUMm
3ab0neBaHVAMU, PV TAKENOM HapyLIeHNI GYHKLMM NeYeHr nnm
TAXKENON AUCHYHKLMMN MOYEK, UK Nopdrpuni, NPaKTVKYOLLMiA
Bpay [OSIKEH NPVHATb pelueHmne, BBoauTb N benotepo PeBaiie
(Belotero® Revive), B KaXXAOM KOHKPETHOM Cllyyae, OCHOBbIBasACh
Ha xapakTepe 3aboeBaHUsA, a Tak»Ke Ha CONyTCTBYIOLEM
neyeHnu.

MpoBepbTe LEeNoCTHOCTb BHYTPEHHE YNakoBKM U CPOK FOAHOCTH
WwnpuLa v Urnbl Nepep UCNonb3oBaHreM. He ncnonb3yiite ux,
eC/IN CPOK FOAHOCTH UCTEK UMW YNaKoBKa Oblna BCKpbITa Un
nospexpeHa.

He nepeHocute benotepo Pegaiis (Belotero® Revive) B gpyroii
KOHTelHep 1 He fo6aBnAiTe K HeMy Apyrvie BelecTsa.
CTepUnbHbIM ABAAETCA TOMBKO reflb, HO He BHELLHAA
NoBepPXHOCTb LWNpuLa.

Mocne ncnonb3oBaHUA BbIGPOCHTE WMNPWL], OCTABLUINACA NPOAYKT
W UMbl B COOTBETCTBYIOLNIA KOHTENHEP.

He npoBoanTe NOBTOPHYI0 CTEPUNM3ALMIO N MOBTOPHO He
ncnonb3syiiTe U3fenme B CBA3W CO CBA3aHHBIMMN pUcKamu,
BKJIIOYasA puUcK MHGMLMPOBaHMA.

MaumeHT gomkeH n3beraTb NCNONb30BaHNEe KOCMETVKH (BKloYas
NPOoAYyKTbI, 3alLMLLaloLLe KOXY) B TeYeHMe, Mo KpaliHel mepe,
12 yacoB nocne 06paboTKy, a Takxe n3beraTb cayHbl, MUINHIA,
TypeLKux 6aHb 1 AnnTenbHOro npebbiBaHUA MO, CONTHEUYHbIMM
nnn YO-nyyamu, a Takke SKCTPemasbHbIX FOPAUNX U XONOAHbIX
npoueayp B TeueHue 2 Heflenb nocse npoueaypbl. Kpome Toro,
nayuneHTbl AOMKHbI M36eraTb AaBneHna Ha obpaboTaHHble 30HY
W/Vnn NPUKOCHOBEHUIA K HEl, a TakXKe 136eraTb HanpsXKeHHOMN
dr3mMyecKoil akTMBHOCTM Nocsie NpoLeaypbl.

MaLmeHT He JOMXKeH yNnoTpebnATb ankorosb B TeueHne 24 yacos
[l0 V1 nocne npouenypbl.

AnKoOrosnb MOXeT Bbl3BaTb pacLUMpPeHMe KPOBEHOCHbIX COCYAOB U
NoABNEHVE CYHAKOB.

lenb Henb3a BBOAUTL B 06N1aCTb, Fae HaXOANUTCA
paccacblBaloLWMiAcA MNAAHTaT, HanpumMep, brioaerpaampyemble
HUTK AnA ndTuUHra.

MpepynpexaeHna

[ManypoHaT HaTpuA BbiNafaeT B 0CaioK B NPUCYTCTBUN
YeTBePTUYHbIX aMMOHVEBbIX CONel (TaknX Kak 6eH3anKoHUaA
xnopwug). Mosatomy pekomeHgyetcs, utobbl benotepo PeBaiis
(Belotero® Revive) He KOHTaKTVPOBaN C TaKUMU BeLLeCTBaMU.
Coo6Lanoch 0 pefKmx, HO cepbe3HbIX HeXxenaTenbHbIX
ABNEHNAX, CBA3AHHbIX C BHYTPUCOCYANCTbIM BBEeHNEM
dunnepos MArKMX TKaHel B NNLO, BKNIOYaA BpeMeHHble Uin
NOCTOAHHbIE COCYANCTbIE OCNIOXKHEHNSA, HapyLLEHNe 3peHNs,
CNenoTy, ULLEMUIO FOJIOBHOMO MO3ra U KPOBOU3NMAHMUE B
MO3T, NPMBOJALLME K VHCY/bTY, HEKPO3Y KOXU 1 NOBPEXAEHNIO
OCHOBHbIX IMLIEBbIX CTPYKTYP. Bpayu gonmxeH HemepieHHO
npeKkpaTnTb BBeAeHNe NPoayKTa, eCin y naluueHTa NpoABAAioTcA
Kakune-nnmbo 13 cefytoLyix CUMNTOMOB, BKOUasA U3MeHeHA
3peHuA, NPU3HAKUN VHCY/bTa, NOBNefHeHVe KOXI nnn
HeobblYHYt0 60/b BO BPeMsA UNK BCKOPE Nocsie NpoLeaypbl.
MaLmeHTbl OMKHbI NONYUYNTb HEMEANEHHYIO MeAULIHCKYI0
MOMOLLb 11, BO3MOXXHO, 06CNefjoBaHMe Yy COOTBETCTBYIOLLErO
NpaKT1KyloLLero Bpaya-creLyanicta B ciyyae
BHYTPVICOCYAVNCTOrO BBEAEHNA.

YaneHue nnu 3aMeHa MMMNIaHTaTa HeBO3MOXHa. [1na yckopeHuma
paccacblBaHVA MOTYT 6biTb UCMOb30BaHbI MHbEKLMN GepMeHTOB
ryanypoHuaasa Unm JIoHrmaasa no Bbibopy nevallero Bpaya.
Busyanusauua nocpeactsom MPT u/unu ynbtpassykoBoii
[INarHOCTUKMN HEBO3MOXHa.

Mo6ouHble 3dPeKTbl N HeXKenaTenbHble ABNeHN

Bpay fonxeH pacckasaTb O BO3MOXHbIX MOOGOYHbIX dpdeKTax n
HexenaTesibHbIX ABIEHUAX NaLMeHTaM 0 Havyana npoueaypbl.
[o6ouHble 3bdeKTbl:

B MecTax MHBbeKLMI nocsie BBeeHUA NPOoAyKTa B KOXY MOryT
Pa3BUTbCA peaKLmy, KOTOPble CAMOCTOATENIbHO NpeKpallaTca
B TeUeHMe HeCKONbKIMX JHe. Takne peakLumn BKIOYaIoT B

ceba OTEKW, y3enKn Unn 6YropKu/WNLLKKN, KPOBOMOATEKMN/
nypnypy, reMaToMbl, 3KXMMO3, YNIIOTHEHUA, SpUTEMbI/
noKpacHeHus, 6onesHeHHOCTb, 601b, 0becLBeunBaHne

1 NpypwT/3yp, NoKasblBaHvie, Napectesnio, oHeMeHue,
runecTtesunto, 06pasoBaHne KOPKW, Cnep oT UMbl U ANCKOMPOPT
Wnn pasgpaxkeHvie. IHTEHCMBHOCTb TaKKX peakLuil B MecTax
BBeAieHUA 06bIYHO OblBaeT nerkon nnu cpegHen. Kpome Toro, B
MecTe BBeJleHUA MOXKeT NOABUTLCA NpexofALlee KpOBOTeUeHe,
KOTOpoe 06bIYHO CaMOCTOATENbHO NpeKpaLlaeTca cpasy nocne
OKOHYaHUA NHbEKLNN.

HexenatenbHble ABneHuA:

B oTaenbHbIX Clyyasx BO3MOXHO Heme[ieHHoe Unmn
OTCPOUYEHHOE Pa3BUTUE OfHOW NN HECKONbKNX
HKenepeurcieHHbIX peaKkLmii B CBA3M C UCMOMNb30BaHVEM
NpoAyKTOB 13 NMHeiKn Belotero®: KNcTosHble akHe, Munmu,
CYXOCTb KOXM (LepLuaBan Koxa mua, WenyLeHne), 5po3mna B
MecTe BBeJileHUs, BOCMasieHne, Tpemop, ynafiok Cus, HapylleHve
CO CTOPOHbI NMMPATUUYECKOI CUCTEMDI, CbiMb, OLLYLIEHNE XKEHUS,
60s1b/>*kap/noBbllLeHVe TemnepaTypbl B MecTe BBeAeHUs, Npyput/
3yfl, KpanvBHULA, reMaToMa, TefleaHro3KTasmaA, SKXMO3, OTeK
(BKNtoYasa numdaTuecKnin otek), ronosHas 6onb/uedanrus,
NpUNYXI0CTb, HaNpPAXXeHWe, oTeK (BKloYas Hecnagatowmi
oTekK), r1nep- UM rMNonUrMeHTaLma, aHrVIOHeBPOTUYECKMA
OTeK, YNNIOTHEeHWe, BONAbIPY, Ny3biPbKY, Nanysbl, 6yropok/
WwrWKa (C BUAUMbIM U/MAN NanbnupyemMmbiM maTepranom) nnm
y3€eNoK (BKJlouas BOCNanuTesibHble y3emKu), ornyxoneBuaHoe
obpasoBaHyie, rpaHynemMa (BK/ouas Npr3HaKy BocnaneHus

1 peakuum Ha MHOPOAHOE Teno), HEKPO3, ULLIEMUS, OKKIO3MA
cocynoB, ambonusauusa, nHdapkt, apdekT THaana (BKoyas
npocBeumBaloLLMecs Xofbl OT BBefleHUA dunnepa), NoBblleHHas
UyBCTBUTENbHOCTD, aniepruyeckune peakumm (BKoyas npmcTyn
acTMbl, oTek KBrHKe, aHapUnaKkTUUeCKuUi WOK Mn chaBnvBaHne
ropna) Ha OfjJUH U3 KOMMOHEHTOB NPoAYyKTa (Hanpumep, Ha
rmanypoHosyio kucnoty, b[1[13), 3aboneBaHua nonocTn pta u
3y60B, MOpPakeHne HepPBHOW CrCTeMbl, NopaxeHue JIOP-cuctembl
(Hanpumep, 3a10XKeHHOCTb HOCa, 60/b B POTOMOTKE, AUCTEB3MA,
prHOpes, HOCOBOE KPOBOTEUEHMe, CUHYCHT, MpexofALlan

notepa ciyxa), 60nb Npw XeBaHUV, yBenueHne OKONOYLIHbIX
CIIIOHHBIX Xese3, MblleyHan Cyopora, TpaBma/nopaxeHve
MbiLLL, TOLIHOTa, PBOTa, HapyLUeHMe KPOBOOOpaLLeHNs,
npepobMopoUHoe cocTosHMe, 3aboneBaHme nepudpepuyecknx
BEH, NPUNVBbI Kapa, 6ecrnoKonNCTBO, BbI3BaHHOE TprnaHopobuei,
Hey[0BNIETBOPEHHOCTb 11 pa3oyapoBaHye naumeHTa (13-

33 OTCYTCTBUA MW CHUXKEHUA pe3ynbTaTa, yMeHbLUeHNA
NAOTHOCTW/PeaKLmni, HexenaTeNbHOro 3cteTnyeckoro sdpdekra),
BblAe/IeHe B MeCTe BBEAEHVA, MUrpaLua nspenus, npobnema
pacnpeaeneHna npoaykTa (Hanpumep, KyMynauma npogykTa),
BMajiMHa B MecTe BBe[leHUA, BbiNyKNOCTb MOBEPXHOCTHBIX BEH,
Upe3mMepHas KOPPEKLMA 1N NopaxeHne YepernHo-MO3roBbixX
HepBOB (Hanpymep, Napanuny YepernHo-MO3roBbIX HEPBOB,
napanuy MLeBoro HepBa, HeBPanra TPOMHNYHOTO HepBa).
Coo6LLanochk 0 peaknx Cilyyanx cleaylomnx HexenaTesbHbX
ABMEHUI NPU NCMONb30BaHUN N3LENNIA Ha OCHOBE rMalypoOHOBOM
KICNOTbI, TaKMX KaK MHPEeKLUM (Hanprmep, poxuctoe
BOCManeHwe, GpnermoHa, BocnasneHve NoaKoXHoO KnetyaTku,
BKJ1l0YasA OTKpPbITble WU JpeHVpyioLe paHbl 1 abcLecchl

(3y6a), MneTnro, MycTynbl), XpoHUYeckme nHdekuyun (BKnovas
obpazoBaHue 61MONNeHOK), pybLbl, CTOKOe HapyLieHne

OKPaCKM KOXMK, CEHCOpHan ANCHYHKLMA, HeTpoMboTUYecKan
3MO60MMA NEroYHO apTepurin, a TakKe 06pasoBaHme cCapKkongHON
rpaHynembl y nauyeHToB ¢ renatutom C 1 nonyyasLLmx

neyeHvie MHTePPePOHOM, TPaBM FONIOBHOIO Mo3ra (Hanpumep,
BHyTpMUeperHoe NpoHNKHOBeHMe, CybapaxHouaanbHoe
KPOBOW3NVAHNME), KOCOrnasue, opTanbmonierns, Cnankm
pajy»HOI 060N0UKN, KaTapaKTa, KOHbIOHKTUBaNIbHOE
KPOBOW3/IMAHME, NTO3 BeKa 1 Cie3oTeueHue.

PUCK BO3HMKHOBEHUA rpaHy/ieMbl, ULLIEMIM, HEKPO3a 1 OKKI03UN
COCY[I0B BbiLLE NPU NHBEKLMAX B FYyOOKMe CNOW KOXI 1 Npun
60bLUNX O6BEMAX.

B nuTepaType onvcaHbl OTAeNbHbIE Clyyan HapyLIEeHNA 3peHns
UM CNenoTbl Noce HenpeaHaMePeHHOro BHYTprapTepranbHoOro
BBeJeHUA.

MaumeHTbl CO CBET/IbIM TUMOM KOXU 60Jiee CKNOHHbI K Pa3BUTMIO
HeXXenaTeNbHbIX ABNEHUI B pe3yfbTaTe UHbeKLun. OfHako

y NaLVEHTOB C LIBETHOW KOXel 6onee BEpOATHO pa3BuTue
NOCTBOCMaNUTENbHON FMNepnurMmeHTaLum u/unm obpasoBaHus
rMnepTpodUUeCcKNX/KenonaHbIx py6LOB NOCie MHbEKLVIOHHbIX
npoueayp. MaumneHTbl ¢ onpefeneHHbIMU STHUYECKMM
XapaKTepuCTUKamu, Hanpumep, HaceneHme A3um, LOMKHbI ObiTb
npovrHGOPMMPOBaHbI O 6onee BbICOKOM PUCKe peakLuil TKaHer,
TaKUX KakK 3yfl, OTeK, SpuTema, BocrasneHue.

[laHHble 0 B3aMOAENCTBIN C MECTHLIMW NI MECTHO-
permoHapHbIMM aHeCTETUKaMU OTCYTCTBYIOT.

0O6cToATeNbCTBA, NPU KOTOPbIX NALMEHT JOIIKEH
NPOKOHCYbTNPOBATLCA C MEAVUMHCKUM PabOTHUKOM

MaumneHTbl AOMKHbI 6bITb MPOUHCTPYKTUPOBaHbI O
Heo6XOAMMOCTY COOBLLMTL CBOEMY Bpayy O No6bIX MOGOUHBIX
addeKTax NPOAOIKNTENBHOCTbIO 6ONbLUe HEeAeNw, U HeMeANeHHO
0 NI06bIX HeXenaTeNbHbIX ABIEHUAX, 0COBEHHO eCn Y NaLyveHTa
HabnofaloTca N3MeHeHUA B 3PEHNN, MPU3HAKK MHCYNbTa
(BKNOYan BHe3arHble HapyLLeHVA peyn, OHeMeHe 1nn cnaboctb
B 06NacTV NMLa, PYK UKW HOT, 3aTPyAHEHUA Npu Xoabbe,
obBrCaHVe 1L, CUbHaA roNoBHasA 60s1b, FONIOBOKPYXKEHME UK
CMYTaHHOCTb CO3HaHWA), 6NefHOCTb KOXNM Un HeobbluHasa 6onb
BO BpeMsA UM BCKOpe nocsie npoueaypbl. B nogobHom cnyyae
BPay MOXeET Ha3HauMTb MaLMeHTy COOTBETCTBYIOLLEe eYeHNe.

YcTaHOBKa UMbl Ha WNpuL,

[ina onTmanbHoro npumeHennsa benotepo Pesaiis (Belotero®
Revive) BaxHO, 4uTo6bl Mrna 6bina Hagnexalyym obpasom
npucoefuHeHa K wnpuuy. Cm. pucyrkmn 1, 2,3 n 4.

1. Kpenko yaepKmBanTte CTeKNAHHbIN LUAVHAP WNpuULa n
HaKOHeYHMK Tuna Jlyep-JIoK Mexay 60nbLUVM 1 YKa3aTeNnbHbIM
nanbLamu.

2. [ipyroi pykom Kpenko cxBaTuTe 1 OTKPYTUTE 3arnyLKy.

3. HapaBuTe 1 3aKpyTWUTe MY Ha WNPKLE A0 OLLYLEHUA
conpoTtueneHuns. He 3atarvsarnTe CAMWKOM CUbHO. CNLLKOM
CUNbHOE 3aTArMBaHWe Uribl MOXET NPUBECTU K ABMXKEHMNIO
HaKoHeYHuKa T1na Jlyep-JIok 1 ero cMeLLeHnto co wnpuua.

4. MpoponxanTe yaepmBaTb HaKOHEUYHUK Tvna Jlyep-Jlok n
CHUMWTE NpeoXPaHUTESNbHbIV KOMNAYOK C UMbl

TpaHCNOPTUPOBKa, XpaHeHNe 1 NPUMeHeHne

XpaHutb npu Temnepatype oT 2 °C go 25 °C. 3awmiwathb oT cBeTa
1 3amep3aHuA. Vi36eratb MexaHnuecknx yaapos. lMpoussoautens
He NpeAbABNAET TPebOBaHWIA K BNIaXKHOCTW U aTMOCPepHOMY
[laBneHwio. PekoMeHAyeTCA BbINONHATb MHbEKLMIO NP
KOMHaTHon Temnepartype (ot 15 °C go 25 °C).

MmnnaHTaT npeAHasHayeH 418 UCNONb30BaHKA BO BHyTPEHHel
cpepe opraHusma. M3genua ncnpasHbl B npoLiecce SKCnyaTaumum
npwv Bo3gencTemm Temnepatyp ot 32 °C go 42 °C.
TpaHCNopTNPOBKa OCYLIECTBAAETCA B KAPTOHHbIX KOPOOKaX,
BHYTPb KOTOPbIX Y/IOXKeHa NoTpebrTenbckas ynakoska.
MepeBo3ka no6bIMM BAAMM TPAHCMOPTa NPy TemnepaType ot 2
°C po 25 °C He BnMAET Ha CBOWCTBa NPOAYKTa.

YTunusauyuns

Ha Tepputopun Poccuiickon OefepaLim NCronb3oBaHHbIe 1
YaCTUYHO KCMONb30BaHHbBIE WNPULbI Y UMbl ANA MHBEKLUN
MOTyT 6bITb 6MONOTMYECKM ONACHBIMI U MOTOMY AOSXKHbI
paccMaTprBaTbCA U YTUAM3UPOBATbCA B COOTBETCTBUM C
CaHlnH 2.1.3684-21 «CaHnUTapHO-3NNAEMUONIOTNYecKme
TpebOoBaHWA K COAePKaHNI0 TEPPUTOPUIA FOPOACKMX 1
CeNbCKMX MOCENEHNI, K BOAHBIM 06 bEKTaM, MMTbEBON BOAE U
NUTbEBOMY BOAOCHABKeHMI0, aTMOChepHOMY BO3AYXY, MOYBaM,
XKWNbIM MOMELLEHMAM, SKCMyaTaLuy NPOU3BOACTBEHHDIX,
06LLeCcTBEHHBIX MOMELLEHWIA, OpraHn3auun n NPoBefeHnio
CaHUTapHO-NPOTUBO3NMUAEMUYECKUX (MPOGUNAKTNYECKIIX)
MepPONPUATAIN» Kak OTHOCALLMECA K KNaccy onacHocTu b.

Tpe6oBaHUA K OXpaHe OKpy»KatoLuei cpefbl
Mpw Hagnexalen yTunusauum Bpea oKkpyatoLen cpefe He
HaHoCUTCA.

GB INSTRUCTIONS FOR USE FOR MEDICAL DEVICE

WViscoelastic implant based on cross-linked sodium
hyaluronate Belotero® Revive”

Product name

Viscoelastic implant based on cross-linked sodium hyaluronate

Belotero® Revive, consisting of:

- implantable gel, in a 1.0 ml syringe - 1 pc.;

- sterile needle 30G ¥2"(0.30 x 13 mm) (MA No. FSZ 2011/11116
manufactured by TSK Laboratory, Japan ) - 2 pcs.;

- traceability label - 2 pcs.;

- instructions for use - 1 pc.

Intended Use

Belotero® Revive is intended to restore skin quality by revitalizing
facial skin through rehydration, improvement of skin elasticity
and firmness, and smoothening of superficial fine lines.

Intended User
Belotero® Revive is designed to be used in medical and
preventive treatment institutions.

Target treated population
Adult patients (older than 18 years) regardless of gender who do
not meet contraindications.

Description

Belotero® Revive is a sterile, viscoelastic, colourless, transparent
cross-linked sodium hyaluronate gel of non-animal origin in a
physiological phosphate buffer, containing glycerol.

Belotero® Revive is an injectable biodegradable implant.
Belotero® Revive degrades gradually in the body. The

full degradation of Belotero® Revive following injection
(implantation) in the human body is around 6-8 months.

Presentation

Belotero® Revive is presented as a single-use pre-filled glass
syringe of 1.0 ml containing 1.0 ml of implantable gel, sterilized
by moist heat in an autoclave. Belotero® Revive is packaged

in a cardboard consumer pack. Each consumer pack includes
one instructions for use leaflet and one sealed semi-rigid
blister, containing one syringe with sterile implantable gel, two
traceability labels and two sterile CE-marked needles for single
use.

Composition

Sodium hyaluronate: 20.0 mg/ml
Glycerol Phosphate Buffer pH 7: g.s.p. 1.0 ml
Glycerol Phosphate Buffer composition:

Glycerol (C3HgO3): 19.0 mg/ml
Disodium hydrogen phosphate

dodecahydrate (Na,HPO, x 12H,0): 5.5 mg/ml
Sodium dihydrogen phosphate

dihydrate (NaH,PO, x 2H,0): 1.5 mg/ml
Water for injections (H,0): g.s.p. 1.0 ml

The concentration of glycerol in the gel is 17.5 mg/ml.
Belotero® Revive does not contain any cells, tissues, organs or any
other derivatives of animal or human origin.

Indications

Belotero® Revive is indicated to restore skin quality by
revitalization of facial skin, characterized by decreased skin
hydration, loss of elasticity and firmness, and presence of
superficial fine lines.

Posology and Administration Method

Belotero® Revive is designed to be injected into mid- to deep
dermis by authorized practitioners who have appropriate
training, experience, and who are knowledgeable about the
anatomy at and around the site of injection to minimize the risk
of potential complications.

Inject Belotero® Revive slowly and not too fast to apply the least
amount of pressure necessary, according to the appropriate
injection technique using the provided needles.

The risk of an intravascular injection can be reduced by different
strategies, including aspiration prior to injection, utilizing lower
volumes and serial injections in high-risk areas, treating one
side at a time, pinching/tenting the skin to provide more space
superficial to the branches of the main arteries, and manual
occlusion of the origin of the supratrochlear vessels with the
non-dominant finger. Blunt cannulas may reduce, but not
eliminate the risk.

General recommended injection techniques are for example:
linear or serial threading, fanning, cross-hatching or serial (micro)
puncture. The quantity of product to be injected depends on the
area to be corrected.

Belotero® Revive must be injected under appropriate aseptic
conditions into healthy, non-inflamed skin. Before injection,
thoroughly disinfect the area to be treated.

To ensure optimal use of Belotero® Revive, it is recommended to
assemble the needle according to the diagrams below. Improper
assembly may lead to a separation of the needle and syringe
and / or leakage of the gel at the Luer lock connection during
injection and may cause injury to the patient and/or physician. If
during the injection, needle disengagement or a gel leak occurs,
discard the syringe and the needle and restart the procedure
with a new product.

If the needle becomes obstructed and the injection pressure is
too high, stop the injection and change the needle. Never try to
straighten a bent needle; instead throw it away and replace it.
The quantity of the gel to be injected depends on the area to be
treated and the correction to be achieved. Do not over-correct.
The graduations on the syringe label are only intended for
orientation for the user.

Gently massage the treated area after the injection to distribute
the product uniformly.

Before treatment, the patient’s suitability for the treatment and
the patient’s need for pain relief (topical anaesthetics, ice packs,
distraction techniques, local anaesthetic injections, or nerve

blocks depending on the injection site and size of needle used),
should be assessed.

The maximum application volume for Belotero® Revive must
not exceed 4 mL per session. Belotero® Revive can be injected
under a treatment regimen of 1 to 3 injection sessions. The
shortest possible reinjection interval is 4 weeks. This treatment
regimen can be renewed at earliest after 6 months, resulting in a
maximum annual dose of 24 ml.

Contraindications

Belotero® Revive is contra-indicated:

- In case of known hypersensitivity to one of the product’s com-
ponents, especially to sodium hyaluronate or to glycerol or
BDDE,

- In pregnant and breast-feeding women,

- In patients under 18 years old,

- In patients presenting a general infection.

- In patients presenting an active auto-immune disease.

« Do not inject Belotero® Revive into blood vessels. Do not inject
Belotero® Revive into skin areas presenting active cutaneous
inflammation or infection due to e.g. immunological, allergic,
bacterial, fungal or viral causes.

Do not inject Belotero® Revive into an area previously treated

with a permanent dermal filler.

Do not inject Belotero® Revive into the glabellar or nose region.

Precautions for Use

Health care practitioners are encouraged to discuss all potential
risks of soft tissue injection with their patients prior to treatment
and ensure that patients are aware of signs and symptoms of
potential complications.

In the absence of available clinical data on tolerance of the injec-
tion of Belotero® Revive in patients presenting a history of severe
multiple allergies or anaphylactic shock, the practitioner must
decide whether to inject Belotero® Revive on a case-by-case basis
depending on the nature of the disease as well as the associated
treatment as it may worsen the existing patient health condition.
It is recommended to propose a prior double test to these pati-
ents and not to inject if the disease is evolving. It is also recom-
mended to carefully monitor these patients after injection.
Belotero® Revive can be used in combination with other
Belotero® products during the same session but in different facial
areas. Instructions for use of each product should be followed.
No clinical data is available on the injection of Belotero® Revive
into patient with a Fitzpatrick skin type V/VI.

No clinical data are available on the injection of Belotero® Revive
into the hands.

It is recommended not to inject Belotero® Revive in patients with
a history of streptococcal diseases and in patients pre-disposed
to hypertrophic scars or keloids.

Belotero® Revive can be used in combination treatments such as
with botulinum toxin and/or calcium hydroxylapatite (Radiesse)
only if injected in different facial areas. Practitioners should be
experienced, and patients appropriately selected as not only
benefits but also adverse events can be cumulative, and cau-
sality of adverse events could become difficult to determine.
Instructions for use, depth of injection and appropriate recom-
mendation of each product should be followed. No clinical data
are available on the injection of Belotero® Revive into an area
already treated with other aesthetic products or procedures.
Belotero® Revive must not be used in association with other aes-
thetic techniques such as peeling, dermabrasion or any type of
laser treatment before complete healing after the last treatment.
In any case, even if the healing occurs earlier, Belotero® Revive
must not be used earlier than 2 weeks after the last treatment.
No clinical data is available on the combined use of Belotero®
Revive with the above-mentioned treatments.

Patients using anti-coagulation, anti-platelet, or thrombolytic
medications (e.g. warfarin), anti-inflammatory drugs (oral/injec-
table corticosteroids or non-steroidal anti-inflammatory drugs
(NSAIDs; e.g. aspirin, ibuprofen)), or other substances known to
increase coagulation time (vitamins or herbal supplements, e.g.
Vitamin E, garlic, Ginkgo biloba and St. John’s Wort), from 10 days
pre- to 3 days post injection may have increased reactions of
hematomas, nodules or bleeding at the injection site.

Injection of Belotero® Revive into patients with a history of previ-
ous herpetic eruption may be associated with herpes reactivation
and HHV related diseases, (e.g. pityriasis rosea).

In cases of patients suffering from epilepsy, impaired cardiac
conditions, severely impaired hepatic function or severe renal
dysfunction or porphyria, the practitioner must decide whether
to inject Belotero® Revive on a case-by-case basis depending of
the nature of the disease as well as the associated treatment.
Check the integrity of the inner packaging and the expiry date
for both the syringe and the needle prior to use. Do not use
these products if the expiry date has lapsed or if the inner packa-
ging has been opened or damaged.

Do not transfer Belotero® Revive into another container and do
not add other substances to the product.

Only the gel is sterile, but not the outside of the syringe.

Discard the syringe, the remaining product and the needles in
the appropriate container after use.

Do not re-sterilize and do not reuse due to the associated risks
including infection.

The patient must avoid applying makeup (including skin care
products) for at least 12 hours after treatment as well as avoid
saunas, peeling, Turkish baths and prolonged exposure to the
sun, UV rays, extreme heat and cold for 2 weeks after the treat-
ment. Patients should also avoid putting pressure on and/or
handling the treated area and should avoid strenuous physical
activity following treatment.

The patient must avoid drinking alcohol for 24 hours before and
after treatment. Alcohol may cause the blood vessels to dilate
and cause more bruising.

The gel should not be injected into the area where another
absorbable implant is located, for example, biodegradable
threads for lifting.

Warnings
Sodium hyaluronate precipitates in the presence of quaternary
ammonium salts (such as benzalkonium chloride). It is therefore

recommended that Belotero® Revive does not come into contact
with such substances.

Rare but serious adverse events associated with the intravascular
injection of soft tissue fillers in the face have been reported

and include temporary or permanent vascular complication,
vision impairment, blindness, cerebral ischemia or cerebral
hemorrhage, leading to stroke, skin necrosis, and damage to
underlying facial structures. Practitioners should immediately
stop the injection if a patient exhibits any of the following
symptoms, including changes in vision, signs of a 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 health care practitioner
specialist should an intravascular injection occur.

Removal or change of the implant is not possible. For accelerated
resolution injection of hyaluronidase or longidaza ferments can
be used according to the treating physician’s choice.
Visualization by MRI and/or ultrasound diagnostics is not
possible.

Side Effects and Adverse Events

Patients must be informed by the practitioner about possible
side effects and adverse events before treatment.

Side Effects:

Injection site reactions may occur following injection into

the skin but disappear spontaneously within a few days. This
includes swelling, nodule or lump/bump, bruising/purpura,
hematoma, ecchymosis, induration, erythema/redness,
tenderness, pain, discoloration and pruritus/itching, tingling,
paresthesia, numbness, hypoesthesia, scabbing, needle mark
and discomfort or irritation. These injection site reactions are
generally of mild or moderate intensity. A transient bleeding may
also occur at the injection site and usually stops spontaneously
as soon as the injection is finished.

Adverse Events:

In occasional cases, one or more of the following may occur in
conjunction with the use of products of the Belotero® portfolio
either immediately or as a delayed reaction: acne cystic, milia,
skin dryness (rough facial skin, exfoliation), injection site
erosion, inflammation, shivering, fatigue, lymphatic system
disorder, rash, burning sensation, injection site sore/warmth/
fever, pruritus/itching, urticaria, hematoma, telangiectasia,
ecchymosis, edema (including lymph edema), headache/
cephalgia, tumefaction, tension, swelling (including persistent
swelling), hyper- or hypo-pigmentation, angioedema, induration,
blister, vesicle, papule, lump/ bump (visible and/or palpable
material) or nodule (including inflammatory nodules), mass,
granuloma (including inflammatory signs and foreign body
reactions), necrosis, ischemia, vascular occlusion, embolization,
infarction, Tyndall effect (including translucent chords),
hypersensitivity, allergic reactions (including asthma attack,
Quincke’s edema, anaphylactic shock or throat tightening)

to one of the product’s components (e.g. hyaluronic acid,
BDDE), oral and dental disorders, nervous system impairment,
impairment of the otorhinolaryngological system (e.g. nasal
congestion, oropharyngeal pain, dysgeusia, rhinorrhea, epistaxis,
sinusitis, transient hearing loss), mastication pain, parotid

gland enlargement, muscle twitching, muscle injury/disorder,
nausea, vomiting, circulatory collapse, presyncope, peripheral
venous disease, hot flush, anxiety caused by trypanophobia,
patient dissatisfaction and disappointment (due to lack of or
reduced performance, decreased firmness/response, undesirable
aesthetic effect), injection site discharge, device migration,
product distribution issue (e.g. product accumulation), injection
site indentation, superficial vein prominence, overcorrection or
cranial nerve disorder (e.g. cranial nerve paralysis, facial paralysis,
trigeminal neuralgia).

Rare cases of the following adverse events have been reported with
hyaluronic acid products such as infection (e.g. erysipelas, phlegmon,
cellulitis, including open or draining wounds and (dental) abscess,
impetigo, pustules) chronic infection (including biofilm formation),
scarring, persistent skin discoloration, sensory dysfunction, non-
thrombotic lung embolism as well as sarcoid granuloma formation
in subjects with hepatitis C and interferon treatment, cerebral injuries
(e.g. intracranial penetration, subarachnoid hemorrhage), strabismus,
ophthalmoplegia, iris adhesions, cataract, conjunctival hemorrhage,
eyelid ptosis and lacrimation.

The risk of granuloma, ischemia, necrosis and vascular occlusion is
higher with deep injections and high volumes.

Isolated cases of visual impairment or blindness following
unintentional intra-arterial injection have been reported in literature.
Patients with lighter skin types are more likely to develop
injection-related adverse events. However, patients with

skin of colour are more likely to develop post-inflammatory
hyperpigmentation and / or hypertrophic scar/keloid formation
following injection procedures. Patients with specific ethnic
characteristics, e.g. Asian population, should be informed of a
higher risk of tissue reactions, e.g. itching, swelling, erythema,
inflammation.

There is no known interaction with local or loco-regional
anesthetics.

Circumstances in which the patient should consult a health care
professional

Patients should be instructed to report any side effects which
last for more than one week and any adverse event as soon as it
occurs to his/her practitioner, especially if patient has changes
in his/her vision, signs of a stroke (including sudden difficulty
speaking, numbness or weakness in his/her face, arms or legs,
difficulty walking, face drooping, severe headache, dizziness, or
confusion), white appearance of the skin, or unusual pain during
or shortly after treatment. The practitioner may then refer the
patient to the appropriate treatment.

Assembly of needle to syringe

For optimal use of Belotero® Revive, it is important that the

needle is properly connected to the syringe. See diagrams 1, 2,

3and 4.

1. Firmly hold the glass cylinder of the syringe and the Luer lock
adaptor between the thumb and the index fingers.

2. Grasp the protective cap with the other hand and unscrew it.

3. Push and twist the needle on the syringe until a resistance is
felt. Do not over-tight. Over-tightening of the needle may lead
to the Luer lock moving and dislodging from the syringe.

4. Keep holding the Luer lock and remove the sheath from the
needle.

Transportation, storage and use

Store at temperature between 2 °C to 25 °C. Protect from light
and freezing. Avoid mechanical shocks. The manufacturer has
no requirements to humidity and atmospheric pressure. It is
recommended to perform injection under room temperature
(from 15 °C to 25 °C).

The implant is intended for use in the internal environment of
the body. The products are exploitable during operation when
exposed to temperatures from 32 °C to 42 °C.

Transportation is carried out in cardboard boxes loaded with
consumer packs inside. Shipping by any modes of transport
at temperature between 2°C to 25°C does not affect product
properties.

Disposal

In the territory of the Russian Federation used and partially

used syringes and needles for injection can be biologically
dangerous and therefore should be considered and disposed

of in accordance with SanPiN 2.1.3684-21 ,Sanitary and
epidemiological requirements to the maintenance of the territory
of urban and rural settlements, to waterbodies, to drinking water
and water supply of citizens, to atmosphere air, to soils, to living
areas, to exploitation of manufacturing and communal areas,

to organization and realization of sanitary and anti-epidemic
(preventive) events” as belonging to hazard class B.

Requirements for environmental protection
With proper disposal, there is no harm to the environment.
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