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OcTopoXHO Emergo Europe
Caution Molenstraat 15,2513 BH The Hague
The Netherlands
Virnbl vmetoT mapkuposky CE: / c E
CM. MHCTPYKLIO NO NPUMEHEHMI0 The needles are CE marked 0123
Consultinstructions for use
MNp Tenb npenap po banaHc /
Manufacturer of BELOTERO Balance Lidocaine:
He ncnonb3osatb B Clyyae NoBPeXAeHNA YNakoBKN
Do not use if package is damaged «AHTEUC CA»
18 LWem>H pe3 Onb,
CH-1228 MnaH-nes-Yar,
KeHeBa, lisenuapus
[inA oiHOKPaTHOro NpuMeHeHuA. He ncnonbsosatb
NOBTOPHO
Single use product. Do not re-use ANTEIS SA
18 Chemin des Aulx
CH-1228 Plan-les-Ouates
YT106bI OTKpbITb 6I'II/ICTep, NOTAHUTE NOKPbITUE N3 MaTepuana G Swit land
TailBeK B HaNpaBneHN, yKa3aHHOM CTPENKON eneva, switzerian
Open the blister by pulling the Tyvek lid following the arrow
Moctasnsertca:
CrepunbHo. CTEpUNN30BaHO BNaXHbIM xapom. CTepuneH Inctpubbiotop / Distributed by:
TONbKO refib, HO He BHELWHAA YacTb Wwnpuua.
Sterile. Sterilized by moist heat. Only the gel is sterile, but
not the outside of the syringe. 000 «Mepy apma»
125040, ropoa Mocksa,
CrepunbHo. CrepunusoBaHo paguauvein. CrepunbHa TONbKo ynuua Amckoro nona 3-1,
cama 1rna, Ho He BHELWHAA YaCTb yNaKoBKU UIbl. AOM 2, CTpOeHve 26
Sterile. Sterilized by irradiation. Only the needle itself is Ten:+7(495)653 8 555
sterile, but not the outside of the needle packaging.
Mpepnensl Temnepatypbl xpaHeHus: 2 °C - 25 °C Merz Pharma LLC
Temperature limit of storage: 2 °C - 25 °C 3rd street Yamskogo Polya 2 bld.26
125040, Moscow
Tel +7(495)6538555
http://merz.ru
Kop cepun
Batch code [lata MHCTPyKuUUMK No npumeHeHuio: 13 anpena 2015 roga
Date of the instructions for use: 2015-04-13
Cpok rogHocTr
Use-by date
Mapkuposka CE cornacHo [lupektuse 93/42/EEC
OTHOCUTENbHO 7 Koro . Mocne
FlaHHOvI MapKUpOBKW cnegyet HOMep ynosIHOMOYEeHHOro
opraHa.
CE mark in accordance with Directive 93/42/EEC relating to
medical devices. This mark is followed by the notified body
number.
[ata npoussopcTea
Date of manufacture
MpounssoanTens
Manufacturer
(&
Mp tenb urn: / Manufacturer of the dl
«TudcKeit Jlabopatopu finoHus»
2-1-5 XvipaaHaru-yo, Tounru-LLin,
Toumnrn-KeH, 328-0012 fAinoHus;
TSK Laboratory, Japan,
2-1-5 Hirayanagi-cho, Tochigi-Shi,
Tochigi-Ken, 328-0012 Japan;
MpeacraButenbcTeo B EBponeiickom Coobuectse /
European Community Representative:
«3mepro Opon»
MoneHcTpaar 15, 2513 BH, Faara 2
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anBVIﬂhHaH ¢IIIKCBI.|VIR OrpaHu4yuTensa xoaa NopLIHA Npu BBeAeHUN.
Backstop in the right position during injection

WHCTPYKUMA MPUMEHEHWIO BEJIOTEPO BAJTIAHC IMAOKAUH

OnucaHue
Benotepo banaHc JlufokanH ABNAETCA CTEPUbHBIM anMpPOreHHbIM

TUUHBIM becly NpPO3payHbIM refiem nepeKpPecTHO CBA3aHHOTO
HaTpUA r1anypoHaTa HeXMBOTHOTO MPOUCXOMKAEHNA B GU3NONOrYECKOM
docdpatHom Gydepe. benotepo banaHc JinpokanH cogepxut 0,3% nupokanHa
ruapoxnopuaa.
Dopma Bbinycka
Benotepo banaHc JlnaokanH BbiNyckaeTcs B NpeaBapyUTesbHO 3aMoiHEHHOM
CTEKNAHHOM LINPULE 717 OAHOKPATHOMO NPUMEHEHNA, CTEPUNN30BaHHOM
BN2XHbIM XapoMm. B Kax0/1 Nauke cofepKUTCA 0fiHa MHCTPYKUMA MO
MPUMEHEHWIO, OAIMH LWINPULL, 1BE STUKETKN ANA NPOC. " ABe cTep!
Wbl ANA OAHOKPATHOTO NPUMeHeHUA C MapkupoBkoii CE. Pasmepbl UM yKasaHbl
Ha BHelLHelN ynakoBKe.
Coctas
MepeKpecTHO cBA3aHHbIN HaTPUA rManypoHarT: 22,5 mr/mn
JlnpokanHa ruppoxnopua: 3,0 mr/mn
DocdatHbiit 6ydep pH 7, B JocTaTOUHOM KonnyecTBe:  obbem rens
O6bem rens B KaX/1oM LNPULIE yKa3aH Ha BHELHel ynakoBke.
MokasaHua
Benotepo banaHc JlnaokanH ABNAETCA MHBEKLMOHHbIM paccacbiBaloLLMMCa
VIMMNNAHTaTOM, NOKa3aHHbIM [1 3aMNOHEHUA YMEPEHHbIX MOPLLVH 1 CKNafioK
Ha nuLie, a Takxe ANA yBennueHus ry6. OH TakKe NpUrofeH Ana Koppekuum
aTpoduyecknx py6LoB Ha nuLe.
Hannuune nuokanHa NoMoraeT CHU3NTL MECTHYI0 60ib, CBA3aHHYIO C BBEACHNEM
rens u ynyuimnTb KomGopT NauuneHTa.
Cnoco6 npumeHeHNs 1 BO3bl
Benotepo banaHc /lnaokanH npeHasHaueH AnA BBEAEHNA B MOBEPXHOCTHbIE
1 CPe/IHME CIION KOXKM, KOTOPOE OCYLeCTBIACTCA NPAKTUKYIOLM BPayoM,
[OMNYLIEHHBIM OPUANYECKN HAANEXALLMM 06Pa3oM.
Benotepo BanaHc JlngokanH MOXeT NPUMEHATLCA MPY BCEX TUMaX KOXK.
[inA ycnewHoro fieyeHna HeobxoANMo, 4Tobbl MPaKTUKYIOLWWIA Bpay nosyumun
cneuyanbHoe obyyeHune no MeToanKke BBEAGHNA ANA 3aM0SHEHNA MOPLNH
1 cknanok. TpebyeTcs xopollee 3HaHVe aHaToMUN 1 GU3MONOTUN PernoHa,
0ofiBEPraeMOoro fieyeHuio.

TERO’

MERZ AESTHETICS
BALANCE LIDOCAINE

Jeuexune AOMKHO OCYLEeCTBNIATLCA B COOTBETCTBYIOLWMNX CTEPUSbHBIX YCNTOBUAX.
Benotepo banaHc JInfokanH cneayeT BBOAUTL B 340POBYI0 HEBOCNANIEHHYIO 1
NpefBapUTENbHO TLATENbHO AE3NHPULIMPOBAHHYIO KOXY.

PekomeHpyeTca NPUMEHATb OfIHY U3 WM, NOCTaBAEMbIX B KOMMEKTe,

[Mnsa obec onTl 0ro np Benotepo banaHc JlngokanH

peKoMeHAyeTCA yCTaHaBNMBaTb Uy COTMAcHO AvarpamMmam, MpUBEAEHHbIM Bbille.

MpakTuKyowWNit Bpay AOMKeH UMETb B BUAY, YTO UCMONb30BaHNe UM Kannbpom

30G1/2" TpebyeT Npu BBeASHW rens GONbLIEro YCUNA, YeM nrna Kannbpom

27G1/2"

Benotepo banaHc JInpoKarH MOXeT MPUMEHATLCA B COUETaHUMN C APYTMUA

npenapatamun EeﬂOTEpO B TEYEHME TOro Xe CeaHca. Heoﬁxopww\o cneposatb

WHCTPYKUWUM Mo NPUMEHEHNIO KaXXAoro npenapara.

Ecnuwrna 3acopAeTca 1 AasneHne Npwn BBeAeHNU ABNAETCA C/IMWKOM BbICOKUM,

CneflyeT NpeKpaTUTh BBE/IEHWE U1 3aMEHUTb NMy.

Benotepo banaHc JinfokanH cnesyeT BBOAUTL MeANeHHO. KONMYecTBo BBOAMMOTO

renA 3aBUCUT OT 30Hbl, NOABEPraemMoNt IeYEHWIO, 11 XKEeNAeMON CTENeHN KoppeKLui.

He cnepyet fonyckatb YpesmepHOi KoppeKLui.

Mocne BBeeHNA 06PaBbOTaHHyIO 30HY CieflyeT NOABEPTHYTb IErKOMy Maccaxy Ana

paBHOMEPHOTO pacnpe/eneHns npenapara.

MpotnBonokasaxus

Mpumererne npenapata benotepo banaHc JInaokanH NpoTMBOMNOKasaHo:

-B cnyyvae V3BECTHOW MOBbILLEHHOW YyBCTBUTENIbHOCTN K OAHOMY 13 KOMMOHEHTOB
npenapara, B 0CO6eHHOCTY, K HaTpUA TianypoHaTy, IMAoKarHa rugpoxnopuay
nnn mecTHoaHecTesnpyowmm cpeacTeaMm ammaHoro Tuna,

«Y 6ep W KOPMALUX TPYAbIO LLUWH,

- Y nauyveHToB B BO3pacTe monoxe 18 ner,

Y nauneHToB ¢ UmetoLyeiicsa obLen nHpekumeil.

« He cnenyet BBoanTb Benotepo banaHc JInoKanH B KPOBEHOCHbIE COCY/ibl.

« He cnepyert BBoauTb Benotepo banaHc JIoKanH B 30HaX, IMEIOWNX KOXKHbIE
npPoGaeMbl BOCMANNTENBHOTO UM UHGEKLIMOHHOTO XapaKTepa (yrpesas Cbifb,
repnec...).

He cnepyet BBoanTL Benotepo banaxc JlupokanH B 30HY, Kyaa paHee BBOAUIN

MOCTOAHHBI AepManbHbIn usnep.

Mepbi npepocTop TV NPY UC

I'Iepe/.'l neyeHnemM nayneHT OomKeH 6bITh VIH¢OpMVIpOBaH 06 unsgenuu, ero

NPOTUBOMNOKAa3aHUAX U BOSMOXKHbIX HeXenaTeNbHbIX ABNEHUAX.
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B OTCYTCTBME AOCTYMHbIX KIMHNYECKUX AaHHbIX MO NepeHOCMMoCcTn 1

¢ dpekTrBHOCTM BBefleHus Benotepo banaHc JlngokanH y nauveHToB, CTpajaloLmx
ayTo y 3a6¢ nnn B CEMeliHOM

QAYTOMMMYHHbIEe 3360ﬂeBaHVIﬂ, Wnu 'y nayMeHToB, UMeLWMX B aHaMHe3e TAXeNyo
MHOXeCTBEHHYI0 annepruo nnn aHad)IAJ'IaKTIAHeCKMVI WOK, I'IpaKTI/IKyIOLuVII;I Bpay
[IOMKEeH PeLnTb B KaX/A0M KOHKPETHOM Clyyae, BBOAWTb i Benotepo banakc
Jnpokauk, np BO XapakTep 3a6¢ A 1 conyTcTaylollee
NeyeHne. PekoMeHaYyeTCA NPeANOXMTb TaKUM NaLeHTaM NpesBapuTeNbHbIii
[IBYKPaTHbIV TECT 11 He OCYLLeCTBAATL BBEAIEHNA, €CNM 60Ne3Hb NPorpeccupyer.
Take pekoMeHAyeTcA TlaTenbHoe HablogeHe 3a TaKMMK NaLneHTamm noce
BBeAEHUA.

PEKOMEHA)’ETCR He BBOAUTb BenoTepo banaHc nI/IF[OKaVIH nauveHTam C Hannymem
B 3a60! u, CTPENTOKOKKOM, 1 NauneHTam, nmermnm
npeapacnonoXeHHOCTb K 06p330B3HMK) I'I/II'IEprO(I)VNeCKVIX Wnn KeNONgHbIX
py6uos.

BeoaunTb Benotepo banaHc JInpgokarH B MeXX6POBHYI0 0611aCTb MOTYT TONIBKO
npoweawne OGyHeHMe OfbITHbIE NPaKTUKYyOLW e Bpayn C ITIyGOKI/IM 3HaHnem
aHaTomuu. BeefileHne nepmanbHbix GUINepoB B 3Ty 30HY NOTEHLMaNbHO MOXeT
NPUBECTN K MECTHbIM Hapy KpoBOOG6P 3 1 HEKpO3y.
BsoauTb Benotepo banaHc JinfokanH B nepuop6uTanbHyto 061acTb MOFyT TONbKO
npoweawne OéyHeHl’Ie ONbITHbIE NPAKTUKYIOLWNeE Bpayn ¢ I'ﬂy60KI/IM 3HaHnem
aHaTomMuu. BBeaeHvie AepmarbHbIX GUINEPOB B 3Ty 30HY MOXET GbITb CBA3AHO C
yBennyeHnemM HacToTbl N TAXKECTU HeXenaTeNbHbIX ABNEHUNA.

He cnepyet npumeHaTb Benotepo banaHc JlngokanH B couetaHum ¢ apyrummn
mMeTognKkamm 3CTeTUYECKON MeAUUNHbI, TAKUMU Kak MUANHIE (OTLLIe"IyLUVIEaHI/Ie),
Aepmabpasus (wnndoBKa KoXu) nnn nasepHas obpaboTka no6oro Tuna Ao
MOJHOTO 3aXMBJIEHNA NoCe nocneaHei 06paboTku. B niobom cnyyae, paxe

eCN 3aXVBNeHMe NpounsoLwso paHee, benotepo banaHc JinfokanH He cnepyet
NPUMEHATL MeHbLLe, YeM Yepes 2 Heflenn noce nocneaHern 06paboTku.
KnuHnueckue faHHble No couetaHHOMY npuMeHeHuio benotepo banaHc JinaokanH
1 BbllLEYMNOMAHY TbIX METOAUK OTCYTCTBYIOT.

KnuHuyeckne aaHHble no BefeHuio benotepo BanaHc JIngokauH B 30Hbl, yxe
06paboTaHHble APYriMI NpenapaTamy-HanoIHUTENAMM, OTCYTCTBYIOT.

I'Iepe,q ncnonb3oBaHWem cnefyeT NpoBepuTb LIENOCTHOCTb BHyTpeHHeﬁl ynakoBku
N CPOK roAHOCTM Wnpuua v vrnbl. He ucnonb3osatb npenapar, ecin CpoK rogHoOCTN
npesbllWeH Un ynakoska 6bina BCKpbITa U noBpexaeHa.

y NauneHToB, NPUHUMaLWKNX aHTl’ITpOMﬁOTVNECKVIe CpeacTBa, Takne Kak acnupuH
nnn HecTeponaHble NPOTUBOBOCNANNTENbHbBIE MPenapaTbl, MOXeT HaﬁﬂwanhCﬂ
NOBblWEHHAA peakuna B BUAE remaTom, y3e/IKOB NN KpOBOTEYEHUA B MecTe
BBE/IEHNA.

Ecnv naumeHTbl CTpafaloT anusencueil, HapyLeHNAMN CepieyHoN AeATeNbHOCTH,
TAXKENbIMA HaPYLIEHNAMN GYHKLMMU NEUEHN UMW TAXENbIMUA HapyLLIEHUAMM
dYHKUMM Noyek unn nopupren, NPakTUKYIOLNI Bpay AOMKeH PelnTb B KaXAoM
KOHKPEeTHOM cnyyae, BBOAUTb N1 benotepo banaHc JInpokanH, 0CHOBbIBAACh Ha
XapakTtepe 3a60ne3ava, a TaKXe CBA3aHHbIM C HAM NleYeHnem.

ﬂElIaLI.WIe Bpaun 1 CNOPTCMEHbI AO/KHbI Y4YUTbIBATb, YTO INAOKANH MOXKeT
OﬁyCJ'IOB"II/IBaTb NONoXuUTesNbHbIE pe3ynbTaTbl aHaNM30B Ha AONWVHI.

CneAyeT OTMETUTb, YTO Hann4yne NMaoKanHa MOXET Bbi3blBaTb MECTHOE
NOKpaCHeHWEe UK NMOBbILEHHYIO YyBCTBUTENbHOCTb.

300pOBbIM B3POC/IbIM MaLieHTaM PEKOMEHAYETCA, YTOBbI MaKC obujan
A03a NUaoKanHa rupgpoxnopuaa (6e3 agpeHanvta) He npesbiwana 300 mr (v 4,5
Mr/Kr) 3a ceaHc. [Mepejo31poBKa NNAOKaNHa rMAPOXI0PIAa OBbIYHO NPUBOANT

K NPU3HaKaM TOKCUYHOCTY LieHTPanbHO HEPBHO UNN CepAleYHO-CoCyANCTO
cncTembl.

Mpu coBMeCTHOM NprMeHeHUN (MeCTHOe NPUMEHeHMe. ..) CneayeT yunTbiBaTh
061yt 403y BBEI@HHOTO IAoKanHa. Takke CriefyeT yunTbiBaTb COYeTaHHOE
npyMeHeHne C pYrumMn CpeficTBamMm MeCTHOI aHecTe3nu unn cpeacTsamu,
CTPYKTYPHO POACTBEHHbIMU C MeCTHOAHeCTe3npyLWnMn cpeacTsamm ammaHoro
TVNa, NOCKOJIbKY CUCTEMHOE TOKCNYeCcKoe F[el;ICTBVIe MOXeT 6bITb apaAnTUBHbDIM.
CJ'Ie[ILyK)T NPOABNATb OCTOPOXHOCTb y NALUNEHTOB C EpO)quHHOPI
MeTremorno6uHemuiei, AeGpuUNTOM rioKo30-6-pocdaTaernaporeHassl u'y
NaLVeHTOB, MOJyYaloLMX COMYTCTBYIOLLEE NeYeHe CPeACTBaMYA, BbI3bIBaIOL|MM
MeTreMornobrHemuio.

He cnepyet nepeHocutb Benotepo banaHc JInokauH B Apyroii KOHTEHEpP U He
cnenyet n06aBnATbL K Hemy ipyrue BellecTsa.

CTEpVI"IbeIM ABNAETCA TONbKO reflb, HO He BHEeLWHAA YacTb Wwnpuua.

Benotepo banaHc JlupgokavH He cneayeT NPUMEHATb C aBTOMaTUYECKNMIA
cMcTemMamm BBefIeHUA, He peKoMeHA0BaHHbIMK KomnaHwuen «MEPL»/«AHTEUC».
Ecnu aBTOMaTuueckas cuctema ncnonb3yeTca, pekomeHayeTcs, 4TO6bI
NPaKTUKYIOLWUI Bpay NpefjBapuTenbHO NPOYUTan MHCTPYKLMIO MO ee NPYMeHEeHMIo
nnpowen Oﬁy‘-leHVle NO NCNONb30BAHUID CUCTEMDI.

Mocne ucnonb3oBaHua wnpuuy n OCTaK)U.[I/II;iCﬂ npenapar BblﬁpaCbIBaIOT.

He cnepyeT npoBoAuTb NOBTOPHYIO CTEPUNM3aLIMIO U MOBTOPHO UCMONb30BaTh
npenapar B CBA3M CO CBA3AaHHbIMWN C 3TUM pUCKamMu, B TOM 4ncne, VIHd)EKL[VIVI.
MauveHT fomkeH u3beratb NCMONb30BaHNA KOCMETUKN B TeUeHIe, No KpaiHei
Mepe, 12 yacos nocsie 06paboTky, a Takxe u3beratb NOb30BaHNA CayHOIA,
TypeLKUMmM 6aHAMM 1 ANUTENbHOTO NPebblBaHNA NOA CONHeUYHbIMK 1n YO
Nyyamu B TeueHme 2 Hefenb nocne 06paboTku. MauymeHTbl TakKe [OMKHbI n3beratb
[iaBneHus Ha 06paboTaHHbIe 30HbI /UK UX 06paboTKM.

Hecoemectumoctb

HanI/lﬂ rnanypoHar BbinafaeTt B OCAZIOK B MPUCYTCTBUN YETBEPTUYHDBIX
aAMMOHWEBbIX COnen (TaKVIX Kak 6eH3ankoHnsa Xl'IOpVIFl) nOBTOMy pekomeHayeTcs,
4yTO6bI Eeno'repo BanaHc ﬂI/IqOKaI/IH He KOHTaKTupoBasn C TaKMMn BellecTBamu.
BSBVIMOL[QVICTBVIQ C Apyrumu cpeacTsamu MeCTHOW 1 MeCTHO-peI’I/IOHaanOVI
aHecTe3nn OTCyTCTBYeT.

HexenatenbHble aenexns

lMepen neyeHnem NaLuneHTbl JOKHbI GbiTb MPOUHGOPMUPOBAHDI NTEYALLUM BPAYOM

0 BO3MOXHbIX Hexena . Bo Bpems BBes MOeT OTMeuaTbCs

He3HauuTeNIbHOe KPOBOTEUEHME, OHO CaMOCTOATENbHO NpeKpallaeTca cpasy nocse

OKOHYaHUA BBEAEHUA. B @ANHNYHDBIX Clyyanx ofHO unu 6onee 13 NpuBeAeHHbIX

HUXe ABMEHUI MOXET OTMeUaTbCA Cpasy WK B Ka4ecTBe OTCPOUYEHHOI peakLun

(cNUcokK He ABNAETCA NCUYepIbIBaOWUM):

. PeaKLlVIVI, 06bIYHO CBA3aHHbIE C BBe[leHNEM, TaKNe KaK NoKpacHeHne, sputema,
oTeK 1Unu 6onb, NHOTAA CONPOBOX/Jaemble 3yjloM B 06paboTaHHOM 30He. ITn
peakuymMn MoryT NnpoaoKaTbCA B TeHeHne Hegenu.

« lfemaToMbl B 06paboTaHHOI 30He.

« MpunyxnocTb B 06paboTaHHOI 30He.

« YNNOTHEHWA 1N y3enkin B 06paboTaHHO 30He.

« OKpalumBaHVe Uiy yTpaTa oKpackn B 06paboTaHHO 30He.

« Annepruis K OJHOMY 13 KOMMOHEHTOB NpenapaTa, B 0COBEHHOCTY, K HaTpus
rnanypoHaty 1 NaoKanHa ruapoxnopuay.

« B iuTepatype onucaHbl Ciy4an HeKpo3a, abcLeccos Unu rpaHyembl nocne
BBeJeHVe HaTpuA rmanypoHara. el pegkne noTeHynanbHble PUCKKU, TEM He
MeHee, cnefyet UMeTb B BUAY.

MaumeHTbl JOMKHDBI GbITb MPOVHCTPYKTNPOBaHbI COOBLIaTh Nevyallemy Bpady o

NO6bIX HEXenaTenbHbIX ABNEHNAX, KOTOPble ANATCA B TeYeHne 6onee uem OHHOVI

Hegenw. ﬂeqauml?l Bpay MOXeT 3aTeM Ha3HauYnTb NayneHTy COOTBeTCTBYyIoLee

neyeHwue.

YcTaHOBKa Mrnbl Ha Wwnpuy

[na ontumanbHOro NpumeHeHua npenapata benotepo banaHc JlngokanH

BaXHO, YTOGbI MrNa Bbina Haanexalum 06pa3om NpucoearHeHa K wnpuy. Cm.

Avarpammbl 1,2,3 n 4.

1. TINOTHO yAePXKUBAIOT CTEKNAHHDINA LIMAVHAP WAPULA 1 afanTep BUHTOBOrO
coefjuHeHunA Tmna J1|oap mexpy 6onbWwNM 1 YKasaTeflbHbIM Nanbuamun.

2. [ipyroi pyKo 3axBaTbiBalOT U OTKPYUMBAIOT 3aLLMUTHbIN KONMAUoK.

3. HapaBnuBaloT 1 3aKpy4MBaloT MMy Ha LWNPUL JO OLYLLEHNA CONPOTUBIIEHMA.
He nepeTAarneatb. I'IepeTﬂrMEaHme WNrNbl MOXET NPUBECTU K ABUKEHUIO
BWHTOBOIO COeANHEHNA TUNa ﬂ|03p 1 ero CmeLleHunio 13 wnpuua.

4, npOﬂOJ‘I)KaIOT Aep)KaTb BUHTOBOE CcoeinHeHne Tuna ﬂlOSp W CHUMaKT 3aU.|I/ITHbIl7I
KONMNAayoK C urnbl.

XpaHeHue

XpaHutb npwv Temnepatype ot 2 °C go 25 °C B 3alMLIEHHOM OT CBeTa MecTe, He

3amoy U3beratb KX yAapoB.

Wcnonb3oBaHHan nuTepatypa

O6HOBNEHHasA JOKYMEHTaLMUA MOXeT GbiTb nosyyeHa B KomnaHuu <AHTENC CA»,

LBeriuapus.

GB  INSTRUCTIONS FOR USE FOR BELOTERO® BALANCE LIDOCAINE

Description

BELOTERO Balance Lidocaine is a sterile, non-pyrogenic, viscoelastic, colour-
less, transparent cross-linked sodium hyaluronate gel of non-animal origin in a
physiological phosphate buffer. BELOTERO Balance Lidocaine contains 0.3 % of
lidocaine hydrochloride.

Presentation

BELOTERO Balance Lidocaine is presented in a single use pre-filled glass syringe
sterilized by moist heat. Each box contains one instruction leaflet, one syringe,
two traceability labels and two sterile CE-marked needles for single use only. The
dimensions of needles are stated on the external box.

Composition

Cross-linked sodium hyaluronate: 22.5 mg/ml
Lidocaine hydrochloride: 3.0 mg/ml
Phosphate buffer pH 7 g.s.: gel volume

The volume of the gel in each syringe is stated on the external box.

Indications

BELOTERO Balance Lidocaine is an injectable resorbable implant indicated to fill
moderate facial wrinkles and folds as well as for lip enhancement. It is also suitable
for correction of facial atrophic scars.

The presence of lidocaine aims to reduce local pain associated with the injection of
the gel and to improve patient comfort.

Posology and administration method

BELOTERO Balance Lidocaine is designed to be injected into the superficial to mid-
dermis by a legally approved practitioner.

BELOTERO Balance Lidocaine can be used for all skin types.

For successful treatment it is essential that the practitioner has received a specific
training on the injection techniques for filling wrinkles and folds. A good know-
ledge of the anatomy and physiology of the site to be treated is required.

The treatment must be carried out under appropriate aseptic conditions.
BELOTERO Balance Lidocaine must be injected into a healthy, non-inflamed and
previously rigorously disinfected skin.

It is recommended to use one of the supplied needles.

To ensure optimal use of BELOTERO Balance Lidocaine, it is recommended to
assemble the needle according to the diagrams above.

The practitioner should note that the use of 30G%: needles requires greater force to
inject the gel than 27GY2 needle.

BELOTERO Balance Lidocaine can be used in combination with other BELOTERO
products during the same session. Instructions for use of each product should be
followed.
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If the needle becomes obstructed and the injection pressure is too high, stop the

injection and change the needle.

BELOTERO Balance Lidocaine should be injected slowly. 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.

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

uniformly.

Contra-indications

BELOTERO Balance Lidocaine is contra-indicated:

«In case of known hypersensitivity to one of the product’s components, especially
to sodium hyaluronate, lidocaine hydrochloride or to amide-type local anesthetics,

« In pregnant and breast-feeding women,

«In young patients under 18 years old,

« In patients presenting a general infection.

Do not inject BELOTERO Balance Lidocaine into blood vessels.

Do not inject BELOTERO Balance Lidocaine into areas presenting cutaneous

problems of an inflammatory or infectious type (acne, herpes...).

Do not inject BELOTERO Balance Lidocaine into an area previously treated with a

permanent dermal filler.

Precautions for use

Before treatment the patient must be informed about the device, its contra-indica-

tions and possible side effects.

In the absence of available clinical data on tolerance and efficacy of the injection of

BELOTERO Balance Lidocaine in patients with antecedents or with an active auto-

immune disease, or in patients presenting a history of severe multiple allergies

or anaphylactic shock, the practitioner must decide whether to inject BELOTERO

Balance Lidocaine on a case-by-case basis depending on the nature of the disease

as well as the associated treatment. It is recommended to propose a prior double

test to these patients and not to inject if the disease is evolving. It is also recom-

mended to carefully monitor these patients after injection.

It is recommended not to inject BELOTERO Balance Lidocaine in patients with a

history of streptococcal diseases and in patients pre-disposed to hypertrophic scars

or cheloids.

BELOTERO Balance Lidocaine can be injected in the glabellar area only by trained

experienced practitioners with a deep knowledge of the anatomy. Injection of der-

mal fillers into this area could potentially lead to local vascular occlusion, ischemia

and necrosis.

BELOTERO Balance Lidocaine can be injected in the periorbital region only by

trained experienced practitioners with a deep knowledge of the anatomy. Injection

of dermal fillers into this area may be associated with an increased frequency and

severity of side effects.

BELOTERO Balance Lidocaine must not be used in association with other aesthetic

medicine techniques such as peeling, dermabrasion or any type of laser treatment

before complete healing of the last treatment. In any case, even if the healing

occurs earlier, BELOTERO Balance Lidocaine must not be used earlier than 2 weeks

after the last treatment. No clinical data is available on the combined use of

BELOTERO Balance Lidocaine with the above-mentioned treatments.

No clinical data is available on the injection of BELOTERO Balance Lidocaine into an

area already treated with another filling product.

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 packaging has been opened or damaged.

Patients using antithrombotic substances such as aspirin or non-steroidal anti-

inflammatory medications may have increased reactions of hematomas, nodules or

bleeding at the injection site.

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 Balance Lidocaine on a case-by-case

basis depending of the nature of the disease as well as the associated treatment.

Practitioners and athletes should consider that lidocaine may produce positive

results to anti-doping tests.

It should be noted that the presence of lidocaine may cause local redness or

hypersensitivity.

For normal healthy adults, it is recommended that the maximum total dose of

lidocaine HCI (without epinephrine) does not exceed 300 mg (or 4.5 mg/kg) per

session. Overdosage of lidocaine HCl usually results in sign of the central nervous

system or cardiovascular toxicity.

When using concurrently (topical administration...), the total administered dose

of lidocaine should be considered. The concomitant use of other local anesthetic

agents or agents structurally related to amide-type local anesthetics should also be

considered since the systemic toxic effects may be additive.

Care should be taken for patients with congenital methemoglobinemia, with

glucose-6-phosphate dehydrogenase deficiencies and patients who are receiving

concomitant treatment with methemoglobin-inducing agents.

Do not transfer BELOTERO Balance Lidocaine into another container and do not

add other substances to the product.

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

BELOTERO Balance Lidocaine must not be used with an automated injection

system not recommended by MERZ/ANTEIS. If an automatic system is used, it is

recommended that the practitioner has previously read its instructions for use and

is trained on the use of the system.

Discard the syringe and the remaining product after use.

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

The patient must avoid applying makeup for at least 12 hours after treatment as

well as avoid saunas, Turkish baths and prolonged exposure to the sun or UV rays

for 2 weeks after the treatment. Patients should also avoid putting pressure on

and/or handling the treated area.

Incompatibilities

Sodium hyaluronate precipitates in the presence of quaternary ammonium salts

(such as benzalkonium chloride). It is therefore recommended that BELOTERO

Balance Lidocaine does not come into contact with such substances.

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

Side effects

Patients must be informed by the practitioner about possible side effects before

treatment. A slight bleeding may occur during the injection, and it disappears

spontaneously as soon as the injection is finished. In occasional cases one or more
of the following may occur either immediately or as a delayed reaction (list not
exhaustive):

« Reactions usually associated with injections such as redness, erythema, oedema
or pain sometimes accompanied by itching in the treated area. These reactions
may last for a week.

« Hematomas in the treated area,

« Swelling in the treated area,

« Indurations or nodules in the treated area,

- Coloration or discoloration in the treated area,

« Allergy to one of the product’s components, especially to sodium hyaluronate and
lidocaine hydrochloride.

« Cases of necrosis, abscesses and granulomas after sodium hyaluronate injections
have been reported in the literature. These rare potential risks must nevertheless
be considered.

Patients should be instructed to report any side effects which last for more than

one week to his/her practitioner. The practitioner may then prescribe the patient

appropriate treatment.

Assembly of needle to syringe

For optimal use of BELOTERO Balance Lidocaine it is important that the needle is

properly connected to the syringe. See diagrams 1, 2, 3 and 4.

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

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

3. Push & 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 dis-
lodging from the syringe.

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

Storage

Store between 2 °C and 25 °C. Protect from light and freezing. Avoid mechanical

shocks.

References

Updated documentation may be available from ANTEIS SA, Switzerland.
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