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HHCTPYKIUA
MO NIPUMEHEHHIO MEJHIIHHCKOI'O U3AEJINA
HMNIaHTAT MArKHX TKaHeH IS HHTHMHOH KOHTYPHO#H NJIACTHKH
VISCOLINE® INTIMO no TV 32.50.22-015-06997856-2022

HAUMEHOBAHUE MEJUIIHHCKOI'O U31EJINA
WmMnnanTar MArkux Tkasei uis HHTHMHOM KoHTypHO#H mactuki VISCOLINE® INTIMO no TY
32.50.22-015-06997856-2022

KOMILIEKTHOCTDb
1. UMnuianTaT MArKHX TKaHeH UIA HHTHMHO# KoHTypHO#H niuactukd VISCOLINE® INTIMO
~ wmmpHi odveMom 1,0 M ¢ HanotHeHHeM 1,0 ma — 1 wit.,
— wurna 27G 1/2” unu 30G 1/2” - 2 .,
— HHCTPYKUHSA — ]| wT.,
— HakJje#ka — 2 10T.
2. UMnnaHTaT MATKHX TKaHe# JUIa HHTHMHO#M KoHTYpHO#M muactuki VISCOLINE® INTIMO
— mnpHl 06beMoM 2,25 M ¢ HanosiHeHHeM 2,0 M — 1 wT.,
- wurna 27G 1/2” wnun 30G 1/2” - 2 wr.,
— HHCTpyKuHA — 1 wT.,
— HakJe#ka — 2 wmr.
3. UMnnaHTaT MArKHX TKaHe# JUIa MHTHMHO#M KoHTYpHO#H miacTiku VISCOLINE® INTIMO
— wnpuuy o6bemoM 3,0 mii ¢ HanonHenuneM 3,0 mit — 1 T,
— wurna 27G 1/2” unun 30G 1/2” — 2 wir.,
—  HMHCTPYKLHA — | wT.,
— HakJeHka — 2 wr.

CBEJAEHHA O IMTPOM3BOAUTEJIE MEJUILIHHCKOI'O H3AEJIUA

[IpousBoaxTEIb MEAULIMHCKOTO H3/ICIIMS:
O61ecTBo ¢ orpannyeHHo# otBercTBeHHOCTBIO « THTEJIBUO» (OO0 « MHTEJIBHUO»)

142821, MockoBckas 0611., r.o. Crynuno, a. lliMaroBo, yn. Unaycrpuanshas, Bia. 2
Ten.: 8 (495) 924-15-99
Email: info@intelbio.org, caiit: intelbio.org
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HA3SHAUYEHVE MEANUWNHCKOI O U34ENNA

ViMnnaHTaT MArKMX TKaHeil AN UHTUMHOW KOHTYpHoi nnactkm VISCOLINE® INTIMO
npefHasHayeH AnA KOPPeKUMU U BOCMOSIHEHMSA 06BEMOB 60/bLUMX MOMNOBbLIX Y6, CAN3UCTON
060/104KM Baranuiia, 061acT KNMTopa, NnapaypeTpasibHOM 30HbI.

OBJNIACTb NPUMEHEHWUA
"MHEKON0rns, KOCMETO/I0MMA 1 YPOsOrus.

MNOTEHUMANbHBLIN MOTPEEUTE/b
Bpau-ruHekonor, Bpay-yposior, Bpay-KoCMeTOsI0r, Bpay-xmpypr.

NMOKA3AHVA ANA NMPUMEHEHWA MEAVMUNHCKOIO N3AENTNA
- Koppekuus 601bLUMX MNOM0BLIX Y6 Npy rMnonaasuum, annasmm namM aCuMMeTpun;
- BocnonHeHue o6bema 60/1bLLNX NOMOBbLIX Iy6;
- BocnosiHeHWe 06bema 1 KOPPEKUUA CN3UCTOM 060/104KN BRarayiniLa;
- BocnonHeHne o6bema 1 KOppPeKLNs 061acTn KNNTOPA,;
- BocnonHeHne o6bema 1 KOppPeEKLMS NapaypeTpasibHOM 30HbI;
- YnyduweHue CTPYKTYpbl TKaHeld 60AblWKWX MOMOBbIX T[y6, CAM3NCTOM  0060/104KMK
Bara/nLa, KNnTopa, napaypeTpasibHoM 30HbI.

MPOTUBOMNOKA3AHINA

- ToBbIWweHHasA YyBCTBUTE/IbHOCTb K KOMIMOHEHTaM MEeAULIMHCKOTO U3LeNns.

- bepemeHHOCTb.

- Mepwvog rpyfHOro BCKapM/IMBaHuS.

- BospacTt meHee 18 neT.

- OcTpble BOCManUTeNbHble 3a60/1eBaHNA WM MPOSABNIEHNA XPOHUYECKUX  KOXHbIX
3a60neBaHUIi B 30He NpegnonaraemMmbiX UHBHEKLUMWIA.

- VHoeKunoHHbIe 3a60neBaHuS.

- Hannumne ayToMMMyHHbIX 3a60/1€BaHUn WM MPOXOXKAEHWE Kypca ayTOMMMYHHOM
Tepanuu.

- 3aboneBaHUs yporeHUTaIbHOro TpaKTa B OCTPOW hase.

- CucTeMHble HapyLLeHWA, BNUAIOLLME Ha 3a0KUBJIEHWE PaH.

- KoXHble 3a601eBaHNA UM aHOMaJIbHble COCTOSIHUS KOXKM B MeCTe BBeAeHUS IMniaHTara.

- Mopdmpus.

- 3nunencus.

OrNMMCAHINME

OCHOBHOW KOMMOHEHT [aHHOro W3Aenns HaTpusi ruanypoHaT. OH LUMPOKO NpPeACTaB/ieH B
9KCTPALE/IONAPHOM MaTPUKCE KaK Y XXUBOTHbIX, TaK 1 Y Ye/ioBeKa.

Bnarogapsi cBoei TeKy4yecTu Mof AaBfieHVWeM VIMnnaHTaT Nerko BBOAUTCS Yepes WUy Masioro
AvaMeTpa M PaBHOMEPHO PacnpefensieTcs B KOXHbIX TKaHSX U CAMSUCTbIX. [pu OTCyTCTBUM
HanpsbkeHWid casura VIMnnaHTaT npuo6peTaeT BbIpaXeHHble BSA3KO-3/1aCTUUHble cBoiicTBa ©
coxpaHsieT hopMy, NPUOBPETEHHYO NPY BBEAEHWUN.

HaTpusa rmanypoHaT nony4yeH nyTeM hepMeHTauum 6akTepmii poga CTpenTOKOKKOB rpynnbl C no
J13HCUNbAY 1 TWATENbHO OUNLLEH.

Crnocobs NPMMEHEHNA MEAVNLIMHCKOI O N3AE/TNA

VmMnnaHTaT [o/ikeH BBOAMTBLCS BpayvyoM, WMEKLWMM Ha 3TO NpaBO B COOTBETCTBUM C
AeCTBYIOLLMM MEeCTHbIM 3aKOHOAAaTeNIbCTBOM. C LeNbi0 MUHMMM3ALUMM PUCKOB BO3HUKHOBEHUS
BO3MOXXHbIX OC/IOXXHEHWUI A W BBMAY TOro, 4YTO A1 YCMeLHOCTX Mpoueaypbl OYeHb BaXHa
TOYHOCTb. IMNNaHTaT 4o/1KeH BBOAWTL TO/IbKO Bpad, NpoLleaLnii COOTBETCTBYHOLLEe 06yYeHMe,
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NMEIOLLMIA COOTBETCTBYHOLLMIA OMbIT U XOPOLLIO pa3buparoLmincs B aHaTOMUYECKMX 0COBEHHOCTAX
MecTa UHbEKL WA,

Mepea Havanom npoueaypbl Bpad AO0/HDKEH NPOMH(OPMMPOBaTb MauyeHTa 0 MOKasaHUsAX W
NPOTUBOMOKA3aHMAX K MNPUMEHEHMIO MMnnaHTaTta, ero HecoBMECTUMOCTU C PSLOM ApYrux
npenapartoB 1 0 BO3MOXHbIX NO60YHbIX 3(hheKTax/pucKax, CBA3aHHbIX C BBeAeHMEM VIMnniaHTaTa,
a TaKxe YA0CTOBEPUTbCS, YTO NaUMEHTY W3BECTHbl MPU3HAKM M CMMMATOMbI BO3MOXHbIX
OCNOXKHEHW M NOMYYMTb NOANUCH NauMeHTa B popMe MHDPOPMUPOBAHHOIO COracus.

Ecniv  MmnnaHTaT XpaHwics npy  TemnepaType HMKe KOMHAaTHOW, TO Heo6XoAuMo [0
MCMOMb30BaHUA BblAEPXKaTb U3aene NpyM KOMHaTHOM TeMnepaType He MeHee 40 MUHYT.

Mepea HavyaoM MHBLEKLMM MIMnnaHTaTa crnegyeT TuwaTe/lbHO NPoAe3svHPUUMPOBaTb MECTO ero
BBefeHMs. B yacTHocTu, npu 06paboTKe 3HAUUTE/NIbHOW MOBEPXHOCTU CrefyeT Y4uTbIBaTb
HeobX0ANMOCTb Ae3NH(EKLNM BCero obpabaTbiBaeMoro yyacTka.

PekomeHAyeTCA NPOBOAUTL MHBEKLUK MpK nomown urnbl 27G nnn 30G.

UyBCTBUTENBHYH KOXY MOXHO NpeaBapuTesibHO NOABEPIHYTb MECTHOM aHecTe3nmn. Heobxoanmo
06paTTb BHWMaHWe, 4TO aHecTesns MOXeT BbI3BaTb MeCTHOe MOKPacHeHWe Wn
rMNepyyBCTBUTENBHOCTb. MHDMAbTPaUMOHHas aHecTe3nsi 06n1acTyM BBeAeHMA VMnnaHTaTa He
peKoMeHAyeTCcs, TaK Kak caMa MH(UNbTPaLusa aHeCTeTUKA MPUBOANT K UCKAXKEHMIO K/TMHMUYECKO
KapTUHbl M MOBbILWAET PUCKM BO3HUKHOBEHUS (HACTYM/IEHWUS) a/l/iepruyecknx peakumii.
Heob6xoAMMO OLEHUTb Le1eco0bpasHOCTb MPUMEHEHMST Y NauMeHTa MeCTHOW aHecTe3uwu,
0COGEHHO B C/lyyae HaMuns annepruyecknx peakumii B aHaMHese.

NMOoPAAOK PAEOTbI CO LWMNPULEM
BckpoiiTe 61McTep cO LUMNPMLUEM B acenTUYecKMx YcnoBusx. s onTUManbHOrO BBeAEHUS
MIMnnaHTaTa BaXkHO, YTOGbl Urna 6blna ycTaHOB/IEHA Ha LUMPULE B COOTBETCTBUM C 3Tanamu,
noKasaHHbIMW Ha cxeme (CM. PUCYHKK 1-5).
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CHuUMUTE NpefoXpaHnTesbHbIN KO/Inavyok co
o= wnpuua, NoTsHYB 3a Hero, Kak nNokasaHo Ha
pucyHke 1.

Bo3bmuTe KO/IMa4vyokK C Urnoii, 3aTeMm BCTaBbTe
Kpali urabl C lWarom Hapeskn B OTBepcTue
- wnpuua (puc. 2)

3akpyTuTe Urny no 4acoBoOW CTpesike,
coxpaHsasa Hebo/blUOe faB/ieHNEe MexXay
nrnom v wnpuuom (puc. 3).

MpoposmkaliTe 3akpyumBaTtb 40 TeX nop,
noka Kpan Kkonnayka urfibl He 4OCTUTHET
umnavHAapa wnpuua. Mexay aTumm 2
3/1eMeHTaMmn He JO/IHKHO OCTaBaTbCA MyCTOro
MecTa (puc. 4). HecobnogeHne aToro
YCNOBUA MOXET NPUBECTU K BbITA/IKWBAHUIO
Urabl /MNK BbITEKAHWIO Npenaparta U3 Urbl
Ha ypoBHe Luer-Lock

3aTeM CHUMUTE NPeAOXPaHUTE bHbIN
KOIMa4yoK C ur/ibl, NOTAHYB 3a Hero
O4HOI PyKOW 1 gepxxa Apyron pykon
umnnHap wnpuua (puc. 5)

MepeA HayasioM MpoLedypbl HaJaBUTE Ha MOpPLUEHb LUMPULA A0 MOSIBIEHUS MasieHbKO Kansu
renist Ha KOHUYMKe UI/bl.

VIMnnaHTaT BBOAUTCA PaBHOMEPHO WHTPagepMasibHO, TUNoAepMasibHO U MOACAU3UCTO B
MoANeXxallyro KOppeKLun 30Hy. TexHVWKa BBeAeHWst 60/tocHas, NMHeliHo-peTporpagHast uam
«BeepHasi», B 3aBUCMMOCTU OT MecTa BBeEHUSI.

VIMnnaHTaT cnefyeT BBOAMTbL MeASIEHHO, OKasblBas MUHMMaNbHO Heo6X04MMOe faBfieHue. He
BBOAUTE VIMMNAHTAT CIULLIKOM F1y60KO0, MOCKO/IbKY 3TO COKPATUT CPOK pe3op6ummn MmnnaHTaTa,
a cnefoBatesibHO - CPOK ahheKTa NpoLeaypbl.

He BBOAMTE VIMNnaHTaT CAMLWIKOM G/IM3KO K MOBEPXHOCTM, MOCKO/IbKY 3TO MOXET MPUBECTU K
BO3HMKHOBEHWNIO 3aMeTHbIX GYropKoB U (UNM) M3MEHeHWUo LBeTa KoXu. MeaneHHo BBOAWUTE
MmMnnaHTaT B filepMy, OTTAMMBasi UMy Hasaf. 3aBeplunTe UHBLEKLMIO 3a napy MWUIIMMETPOB [0
TOUKM BBOAA UMbl B KOXY, YTOObI NPeA0TBPATUTL BbiTeKaHVe VIMniaHTaTa U3 TOUKM UHBEKLIMNA.
B cnyyae 3aKynopKu UMbl He cieflyeT YCUIMBaTb AaB/IeHNe Ha MOPLLHEBO LUTOK. BMecTo aToro
cneflyeT NpekpaTuTb BBeAeHME VIMniaHTaTa v 3aMeHUTb UTy.

Heco6ntoaeHre 3TUX NPesocTOPOXHOCTEN MOXET NOB/eYb 0TCOeAUHEHME UMbl U/WNN YyTeUKy
MmnnaHTaTa, W/unm noBbllLEeHNE PUCKa NOBPEXAEHNS COCYfO0B.

Hencnonb3oBaHHbIM 40 KOHLUA VIMNAaHTaT He NOAMNEXUT XPaHEHUIO.

B cnydae ouyuieHMa 3aKynopKu UW AaBfeHMsl BO BPeEMS BBEAEHUS UHBLEKLMW MPUOCTAHOBUTE
BBEAEHWNE M 3aMEHUTE UTNY.

MPNMEYAHWE: [MpaBunbHasd TexXHUKa WHBLEKUUM WMEeeT peLlaloLliee 3HadeHue And ycnexa
npouenypbl 1 yL0B/IeTBOPEHHOCTN NaLMeHTa.
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lMocne ncnonb3oBaHUA WAPUL, U UMbl JO/KHbI 6bITb 06pa60TaHbI N yTnnn3npoBaHbl corsiacHo
NPUHATbIM MEANLIMHCKMM METOAMKaM U B COOTBETCTBUU C HOpMaMW, YyCTaHOB/1IEHHbIMW 3aKOHOM
N MECTHbBIMW MOJTIOXKEHNAMMN.

MEPbBI NMPEAOCTOPOXXHOCTW

* B TeueHue 10 gHel usberaiiTe nepeoxnaxneHWs, neperpeBa M BNXHbIX MeCT (6acceiHbl,
cnopT3asbl, TypeLKue 6aHun, [Kaky3v 1 1.4,).

* [locne NpoxoXpaeHWA npouefypbl cnefyeT CTPOro BO3AePXUBATbCA OT MOJIOBbIX aKTOB B
TeyeHune 5-7 gHen.

* PeKOMeHAyeTCA MCKUYUTb YyNnoTpebieHMe asikorons, akTUBHOW (PU3MYECKOlM Harpysku B
TeYeHne Hefenm Nocse NPOXOXKAEHUSA npoLesypbl.

* Ecnn ecTb 60/1b B MeCTe WHbEKUMM WM TPYAHOCTM C MOYEUCNyCKaHUeMm, KOTopble
npogonkarotcs 6onee Hegenn, obpaTuTeCchb K Bpady.

» [loBTOPATH NpoLeaypy MOXHO MO Mepe CHUXeHUA apdeKTa.

* CnycTa 3 Hefenn BO3MOXXHA JOMONHUTEIbHAA KOPPEKLUUS.

o 3anpeLyaetca cMewwmBaTb MMnnaHTaT ¢ ApyrumMuy BellecTBamu. 3anpellaetcs Jo6asnisTb B
VimnnaHTaT Kakue-mbo gpyrue BeLlecTsa.

* MOXeT BO3HMKHYTb HebO0/IbLLOE KPOBOTEYEHME NOC/Ie MPOoLeLypbl.

* Coob6LwunTe cBOEMY Bpayy, ec/iv Bbl MPOXOANTE aHTUKOAryIAHTHOE SIeYeHWe UK ec/iv Bbly Bac
eCTb NOBbLIMMEHHbIN PUCK BO3HUKHOBEHWSI TEMaTOMbI.

* He nogBepraiTe NOBTOPHON CTepuan3aLnn.

* He wmoguguunpyiite wnsgenuve, W3MeHeHWS MOryT TMOB/MATb Ha €ro CTEPUIbHOCTb W
6e30nacHoCTb.

* He ucnonb3yiiTe, ecnu B MIMnnaHTaTe BUAHbI YacTuLbl, N3MeHeHa OKpacka UM npucyTcTByeT
MYTHOCTb.

* He BBOAMTE BO BpemMsi MEHCTPYaLUN.

» He BBoanTe 60nbLIe 20 M Ha 60 Kr Maccbl Tena B rog,.

* CnefyeT UCNOMb30BaTb C OCTOPOXHOCTbIO Yy MauMEHTOB, KOTOpPble B HacTOsLLee Bpems
NPUHUMAKOT UMMYHOZAEMNpPEeCcCcaHTbI.

e l36eraiite MHLEKUNIA Yepe3 pyoOLOBYIO TKaHb M /UM 3HAUMTENIbHO NOBPEXAEHHYIO TKaHb.

MOBOYHBIE ABJTIEHNA

[0 Hayana neyeHMA nauueHT [O/DKEH OblTb MPOMHMOPMMPOBAH O BO3MOXHbIX MOBGOYHBIX
peakuusIX, CBA3aHHbIX C MPUMEHEHNEM MPOAYKTa, KOTOPbIe MOTYT BO3HUKHYTb He3aMeL/INTe/TbHO
NN Yepe3 HEKOTOPOe BPems rocne UHbeKuuwn. ocne npuMeHeHUA MeLULUHCKOro u3genuns
MOryT BO3HMKHYTb MeCTHble peakuuu B BuAe: 0TeKa, 6011, 3yfa, 4YyBCTBa pacnmpaHus,
rmnepeMmunu, 60/1€3HEHHOCTM B MECTE BBeieHMS, KOTOPble 00bIYHO KYMUPYIOTCA B TeUeHUe NepBbIX
Tpex CyTOK Moc/ie umnnaHTaumm. Bo3mMoXXHO (hopmMmpoBaHMe remaToM B MecTe WMHbeKUUd. U3
PeLKMX OC/OXHEHUI BO3MOXEH HEKpPO3 B MeCTe BBefeHMs WMMAaHTaTa, WMH(pULUMPOBaHKeE,
(hopMmpoBaHmne rpaHynembl, (UMO6PO3HONM Kamncynbl, aniepruyeckne peakuuMyv Ha KOMMOHEHTbI
MEANLMHCKOIo u3genuns. dopmMmpoBaHMe [aHHbIX OC/IOKHEHUI BO3MOXXHO MpU HapyLUEHUN
TEXHUKW BBeAEHWUS MaTepuasia, Kak pesy/bTaT HapyLUeHUs acenTUKM U aHTUCEMTUKN UNN Kak
pe3ynbTaT MMMYHO/TOMMYECKOM peakumm opraHMama Ha umniaHTaTt. B peaKux cny4dasx B nepBble
CYTKM Noc/ie npoueaypbl BO3MOXKHO pa3BUTUE OCTPOIN 3afepXXKM MOYM, BCEACTBUE BbICOKOM
rnmapotMIbLHOCTU FMasypoHOBOro rens, Tpebytowei KaTeTepmsauun. Cnepyet
NPONH(pOPMMPOBaTL NaLneHTa 0 He06X04MMOCTU COOOLLMTL CBOEMY Bpady O IH06bIX NOBOYUHBbIX
JeCTBMAX, Npofo/mKalwmxes 6onee O4HOM Heaenwn, ANA MPOBeAEHUS COOTBETCTBYHOLLEINO
neyeHuns. CnegyeT coobLLaTb ANCTPUOBLIOTOPY W/ HEMOCPEACTBEHHO MPOU3BOANTEO 060 BCEX
HeXenaTeNbHbIX U MOG0YHbIX [AECTBUAX, CBA3AHHbLIX C MHBEKUWEA AaHHOro MeAUMLUHCKOro
n3genus.
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BsammopaeiicTBre c ApyrmmMmuy npenaparamm

XO0poLLOo M3BECTHA HECOBMECTMMOCTb MEXAY FMaslypoOHOBOI KUCNOTOM N CONSAMN YeTBEPTUYHOIO
aMMOHMS, TaKUMW, HaNpUMep, KakK X/10puj 6eH3a/TIKOHUS. YUnTbiBas 3TO, HUKOrAa He cnefyeT
JonycKaTb KOHTakTa VMMnnaHTata € TakMMUM  COeAMHEHUSIMUM, a Takke MeAULUNHCKUAM
XUPYPruyecKUM MHCTPYMeHTapuem, 06paboTaHHbIM UMW,

NMPNHUNM PABOTbI MEAVMLUWNHCKOIO N3AENTNA

MManypoHoBas KucnoTa SBNSETCHA COefAMHEHUEM, KOTOPOe MPUCYTCTBYeT B Pas/IMYHbIX TKaHAX
opraHusma, B TOM YMC/e 1 B KOXe. B pe3ynbTaTe npoLecca eCTeCTBEHHOMO CTapeHNs cogepXKaHume
rMasypoHOBOW KNC/IOTbI B KOXKE CHMKAETCS, YTO NPUBOANT K YXYALLEHUIO YNPYro-31acTUYeCKNX
CBOWCTB MOKPOBHbIX TKaHeN.

B npeacTaBieHHbIX MEAULMHCKUX U3eNNAX NCNO/b3YeTCA rMaslypoHoBas KUCA0Ta, NoslyyYeHHas
nyTem epmeHTauumn 6aktepuii poga CTpenTOKOKKOB rpynnbl C no J1sHchunbay. OddekT
Hano/IHNTENen Ha OCHOBE PETUKYNSAPHOM rMasnypoOHOBOIN KUCAOTbl HEXXMBOTHOIO MPOMCXOXKAEH WS
Ha WHBO/IIOLUMOHHbIE W3MEHEHUA WMEET Hecneunuyecknii 1 cneunuyecKnMin xapakrepbl.
Hecneundgunyecknini  apceKT 06ycnoBfieH 3anosiHeHMeM 061acTM € HeaoCTaTKOM  TKaHu
refieobpasHbIM PeTUKYNSAPHBLIM HarnosHWUTeNleM, B pe3y/ibTaTe 4Yero LOCTUraeTcs BusyasibHas
KoppeKuusi gedeKTa B TeyeHMe OnpeAesieHHOro MpoMeXxyTKa BpemeHW. Bnarogapsi BbICOKOM
NNaCTUYHOCTKN, HaMoSIHUTE/IM PaBHOMEPHO pacrnpefensaloTca B 30He BBeAeHWUA, obecreymsast
3CTETUYECKUIA pesynbTaT CcTpa3y nocse npoueaypbl. Crheundmnyecknin  ahdeKT B 30HaX
WHBOJTIOLMOHHBIX WU3MEHeHW 06yC/oBneH (U3MON0rMYeCKMMIN  3pdeKTamn  rranypoHOBON
KncnoTbl. Pacronarascb BO BHEK/IETOYHOM MPOCTPAHCTBE, MaslypoHOBas KUCI0Ta, SBNSSCH
BbICOKOrnMAponbHbIM COEANHEHNEM, CO34aeT AOMOMHUTE/bHbIA 06beM 3a CHET MPUTArMBaHUSA
N CBA3bIBAHMA MOJIEKY BOAbI; BOCMOHAET Ae(hLMT MPOMEXYTOUYHOr0 BeLecTBa - CO6CTBEHHOM
rManypoHOBOW KMWC/OThbI B lepMe, Co3haBasi «KapKac» /1 BOCCTAHOB/IEHUSI CTPYKTYPbl BO/IOKOH
AEPMbI.

MepaneHHas U paBHOMepHas 6uogerpagauns peTUKYNSPHOM FMaslypoHOBOM KUCIOTbI MO3BONSET
n3bexxatb Pe3Kor noTepm o6beMa B TeUYEHME HaxXOXAEHWS MMMNNaHTaTa B TKaHAX. B mpouecce
brnogerpagaummn ocBoboXaatnTCA MOSIEKY/Ibl CBOGOAHOMN rMaslypoOHOBOI KMUCNOTbI, HEO6X0AUMbIE
ANS YBNKHEHNSA KOXMN.

TEXHUNYECKOE OINnMCAHME MEONUNHCKOI O N3OE/TNA

VIMnnaHTaT MArKux TKaHein AN MHTUMHOM KOHTypHoW nnactukn VISCOLFNE® INTIMO
npegHasHayeH N5 BHYTPUKOXHOro BBefeHUA. lMpeAcTaBneH B BUAe CTEPWUIbHOIO pacTBopa,
npegBapuTeNIbHO HaNOIHEHHONO B CTEK/ISIHHbIE LUNPULbI, 4158 04HOPAa30BOro UCMosib30BaHUS.

COCTAB
McxogHble BellecTBa KoHueHTpauus, mr/mn KoHUeHTpauusa, %

"'manypoHaTt HaTpus 21,0 2,1
Mapodocat HaTpus 14,2 1,42
HaTpusa gurngpodocdgat gurugpat 2,8 0.28
Xnopwna HaTpus 5,3 0,53
MmppocynbgaT HaTpus 1,9 0,19
Boga 4na nHbekumin 954,8 9548
OcTaToyHOoe cofep>KaHune CLLUNBAIOLLIero
areHTa 1,4-6ytaHgnon gurnuungnnoBoro <1 ppm <1 ppm
atmpa (BDDE)
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NHOPOPMALMA O JIEKAPCTBEHHbIX CPBACTBAX, COAEPXALLUUXCA B

McxofHble dyHKuMoHasibHoe  CAS-HoMep
BeLlecTBa Ha3HauveHWe
AKTUBHbIIA
MManypoHat HaTpus KOMMOHEHT, 9067-32-7
reneobpasoBatesib
Boga Ana PacTBopuTe/b 7732-18-5
NHbEKLMI

MponssogmTenb

BLOOMAGE BIOTECHNOLOGY
CORPORATION LIMITED, Kutai,
@®C-001305 o1 11.01.2016 r (cpok
JleficTBUA: 6eCCPOYUHO)

O6LLEeCTBO C OrpaHNYeHHOM
OTBETCTBEHHOCTbIO «["poTeKke» (OO0
«["poTekc»), Poceus, J1M-002529 ot
08.07.2014 (paTa nepeothopMNeHNS:
09.06.2021) (cpoK LeicTBMA: 6ECCPOYHO)
(C.2.2.0019.18)

TEXHNYECKWE XAPAKTEPUCTUKN MEONUMNHCKOIO U3OENNA

Ne HanmeHoBaHMe nokasaTtens

n/n

1 pH

2. M3BneKaemblii 06 beM pacTBopa B LLUNPULE, M/

3. BHewHWI BUg,

4. CopgepxaHue 6akTepua/ibHbIX 3HLOTOKCUHOB,
E3/mn

5. OcmonanbHOCTb, MOCM/KI

6. JnHamMmnyeckasa BA3KOCTb, MIMa ¢

7. Ycunuve, Tpebyemoe A1  NPUBELEHUA B
LBV>KeHne LUTOK-MOPLUHA wnpuua,
3anofiHeHHoro MimnnaHtartom, H

8. Cpok buogerpagaunm, mec.

9. MakcmasibHas paspeLLeHHas fo3a
MmMnnaHTata gna ogHOro 4esioBeka 3a 0fHYy
npouesypy, mn

10. MpouncxoxaeHne rmanypoHoOBOA KUCIOTbI

n. CopfepxaHue benka, %

12. CTeneHb pPeTUKYNIAUNN FMasypoHOBOro rens,
%

13. MnoTHOCTL rens, r/mn

14. ["'epMETUYHOCTL LLNPULIEB

15. CTepunbHOCTb

LLInpuubl
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|

TpeboBaHuA

6,8- 7,6

1,0 (£0,2) mn, 2,0 (x0,2) mn, 3,0 (£0,2)
M

Npo3payvHbIn resib 0T 6GecUBETHOro Ao
CBET/NI0-XKENTOro uBeTa, 6e3 3anaxa, 6e3
NOCTOPOHHUX BK/IOYEHUIA

He 6onee 0,5

200-400
5000-25000
<45

9-12
[Nna KaX[oro ydactka MHbeKUUU - 2 MAN

MeTogom  aspo6HoOii  (hepmeHTaLMK
6akTepuii poga CTPenTOKOKKOB rpynnbl
C no J1aHcunbay

<0,1

1,0-5,0%

1,0-1,3
I epMETUYHbI
CTepuibHbI



HanmeHoBaHMe

LLInprubl MegMUNHCKNE 6ecyBETHbIE
N KOPUYHEBbIE N3 CTEKNOTPYOKN
émKocTblo 0,5 - 50 mni ¢
NPUHALNEXXHOCTAMUN U 6€3 HUX.

LLInpuubl cTeknsaHHble BD Hypak
CTEPUNbHbIE U HECTEPUSIbHBIE, C
urnow n 6e3 nrnbl, 06Lemom ot 0,5
M 4o 20 mn.

LLnpuybl ans npeaBapuTenibHONo
HanosIHeHWSA 04HOPa3oBble
CTepubHble o6bemamun 0,5; 1; 1
long; 1,5; 2,25; 3; 5; 10; 20 mn.

LLnpuubl MegnLUMHCKME BECUBETHbIE
N KOPWYHEBbIE N3 CTEKNOTPYOKU 1-r0
rMapoNNTNUYECKOro Knacca
émKocTbto 0,5 — 20 mn ¢
NPUHAANEXXHOCTSAMU N 6e3 HUX

MponssoanTenb

«WOTT CBu3 Al »,
LLIBelinapms

«BeKkToH JUKNHCOH
®p3Hc C.A.C.»,
PpaHUnA

«LWaHbayH Baiirao
Tpyn
Megukan NMonnmep
KomnaHn JIumMnTag»,
KuTaii
«CteaHato "pynn
C.n.a.», Ntanuda

Homep permcTpaymoHHOro
YAOCTOBEPEHUSA/HOPMATUBHOIO
AOKYMeHTa
®C3 2009/04195 ot
28.09.2020
(CpoK gencTBuA: 6eCCPOUHO)

®C32011/11237 o1
26.12.2011
(cpok pencTBumsi: 6ecCpoOYHO)

P3H 2013/764 ot
26.03.2018
(cpoK pencTBus: 6eccpoYHO)

®C32012/12068 ot
29.05.2017
(cpoK aencTBuUS: 6eCCPOYHO)

Nrnbi
HanmeHoBaHWe nsgenusa MpoussoanTenb Kannbp
WHCTpyMeHTbI cTepuibHble  «PU.MOC.
0ZHOPAa30BOro C.p.n.», Ntanna G27
1Cnosb30BaHNA 41N
Me3oTepanuun cepumn
ME3OPAM (MESORAM) G30
Wrna pns MUKPOMHbEKLWT
Nrna MESO-RELLE «BNOTEKHE
G27
cTepunbHasa 4 C.P.J1.», Ntanna
Me3oTepanum (Gallini S.r.1)
G30
bl NHBEKUMOHHBIE BD «BbeKToH
. G27
Hypoint ogHopa3oBble JOMKNHCOH
CTepU/bHbIe Megumkan (C) Mre
N1a», CuHranyp G30
rna nHbekLMoHHasA «Tepymo HOpon
0flHOpa3oBas cTepusibHas H..B.», Benbrua =
K-Pack Il Needle

G30
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Pa3mepbl Homep
perucTpaumoHH
oro
ynocToBepeHus/
HOPMaTMBHOI0
[JOKYMeHTa
0,4x12 mMmm ®C3
(1/2") 2011/09452
27.08.2019
(cpok pencTeus:
0,3x13 MM  6eccpo4HO)
a2
0,4x12 mm  PC3
¥z 2011/10175 ot
11.02.2021
0,3x12 MM (CPOK AencTBMS:
(a2 6eccpoyHo)
0,4x13 Mmm DC3
(/2™ 2008/03143 ot
03.12.2008
0,3x13 MM (cpok fpelicTBuS:
(172") 6eccpoUHO)
0,4x12 mm P3H 2018/7086
(a2 0T 26.04.2018
0,4x20 mm  (CPOK AeicTBus:
0,3x12 mm  0ECCPOYHO)
2™



Wrnbl runogepmasibHble € «TCK 04x13 mm PC3

3aKpYr/eHHbIM KOHLIOM B NabopaTopwu», G271 /2" 2011/10609 ot
CTEPUNbHOI YyNaKoBKe s AnoHunsa (TSK) 15.09.2011
BBefeHMA npenapaToB Ha (cpok pencTeus;
OCHOBE riaslypoHOBOA G30 0,3x13 mm  6eccpoyHO)
KNCNOTbI a2z

TPEBEOBAHNA BE3OINMACHOCT MEANLUMHCKOIO N3AENTNA

MimnnaHTaT He TOKCMYEH U He OKasblBaeT BPEAHOro BO3AEMCTBMSA Ha OpraHm3M 4YesioBeka Mnpu
paboTe C HUM.

MmnnaHTaT He o6pa3yeT TOKCUYECKMX COeAMHEHMIA B BO3AYLLHONM Cpefe M B CTOYHbIX BOAax, He
NPUBOAUT K CAHUTAPHO-0MACHbIM 3arpA3HEHNAM OKpPY>XXatoLLen cpeabl.

MmnnaHTaT [o/HKEH COOTBETCTBOBATb TpeboBaHWAM  GMOMIOrMYEcKoM 6e30MacHOCTU B
cootBetcTBUM ¢ FOCT P 52770, TOCT P CO 10993-2 u cepuun ctaHgaptos FOCT I1SO 10993 u
[0/KEH ObITb HETOKCUYHBIM.

CBEAEHUNA O CTEPUTN3ALUNN

Bce KOMMOHEHTbI VIMniaHTaTa CMeLLMBaKOT M (hacyroT B LUNPpULbI. HanonHeHHbIe WNpuLbl janee
CTEPUIN3YIOT MeTOAOM MapoBOi cTepunmMsauMm B aBTOKMIaBe B cooTBeTcTBUM ¢ TOCT P
MNCO 17665-1, TOCT P 56893/ISO/TS 17665-2. Mocne cTepunusaumm MimnnaHTaT AO/KEH ObITb
CTEepWIeH. YMaKOBKOW, CO3AaloLleil CTepunbHblii 6apbep Ansa VmnnaHtaTa, CAYXWUT TONbKO
LUNPWLL,.

TPAHCIMOPTUPOBAHVE N XPAHEHUNE

TpaHcnopTupoBaHue Lwwnpuues ¢ VIMnaaHTatom MpPoOM3BOAAT BCEMU BUAAMWM TPAHCMOPTHLIX
CPeACTB B COOTBETCTBUMN C TPebOBaHMSIMU U NpaBuIaMn NepeBO3KN rPy30B, AENCTBYIOWMMN Ha
COOTBETCTBYIOLLEM BUAe TpaHcropTa, nNpu cobnofjeHnn TemnepatypHoro pexuma (ot +2 ®C 1o
+25°C), He 3aMopaxunBaTb.

Bua oTnpaBKWM - NMOYTOBOW MOCbLIIKOW, aBTOMALLUMHaMW, KoHTeliHepamy no MTOCT 20435 wnm
FOCT P 53350.

ViMnnaHTaT B yNakKoBKe XpaHAT nNpu TemnepaTtype oT +2 RC o +25 °C, B MecTe, 3alULLEHHOM OT
NPsIMbIX COMHEYHbIX Nyyei. He 3amopaxuBaTb. XpaHUTb B HeAOCTYMHOM ANs JeTeil MecTe.
Mepep ncnonb3oBaHeM y6eanTechb B LLEIOCTHOCTY YNakKoBKN. He NpUMEHATbL NOC/1e OKOHYaHUSA
CpoKa rofHoCTu.

ycnosmd rnMIiPMMEHEHUA

VIMnnaHTaT [O/KEH WCNOMb30BaThCA B KAMHMKAX, 60MbHULEAX W APYTUX  MEeAULUHCKMX
yUpexaeHusx.

[lo Hayana npoueaypbl NALUMUEHT JO/KEH ObITb MPOMHKOPMMUPOBAH O NMOKa3aHUAX MeANLMHCKOro
N30eNUsl, a TaKKe O €ro MPOTUBOMOKA3aHUSIX UM BO3MOXHbIX HEXeNaTeNlbHbIX MOGOYHbIX
ABNEHMSIX.

MepeA NpUMeHeHMEM y6eanTechb, YTO YNaKoBKa C MPenapaTom He MoBpeXaeHa U CTePUSIbHOCTb
He HapyLleHa. Y 6eanTechb, UTO CPOK FrOAHOCTU Npenaparta He UCTEK.

MIMNnaHTaT, a TakXe MocTaB/isieMble B KOMIMJ/IEKTE WI/bl, NPefHa3HayeHbl 4151 0AHOPA30BOr0
NCMoNb30BaHNA. He ucnonb3oBaTb MOBTOPHO. [py MOBTOPHOM MCMNO/b30BaHWM €CTb PUCK
MH(ULMPOBAHUSI U 3apadkKeHUs1 Yepes3 KPOBb.

MecTo MHBLEKLMN AO/HKHO ObITh TLLATEILHO NPOAE3VHMULMPOBAHO.

IMNnaHTaT He JO/IXKEH MUCMOMb30BaTbCS A5 YBE/TMUEHUS TPYAN UNW 4151 BBEEHWS B CYXOXKUNS,
CBSI3KW WM MbILLLbI.

Ecnu y nauveHTa B aHamHe3e 6b1/11 NPOSIB/IEHMs reprieca B UHTVMHOW 30HE, TO MPOKO/Ibl UIJbl BO
BPEMSI MHBEKLUM MOFYT CMPOBOLMPOBATb HOBbIE BbICbINaHUs repreca.
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NMPpUMeEHEHNE acnnpuHa, HECTEPOUAHbIX MPOTMBOBOCMA/INTE/NIbHbLIX MpenapaTtoB, MnpernaparoB C
BbICOKNM coflep>XXaHeM BUTaMUHa E nepep I/IH'bEKLI,VIeI7I MOXXET YBEJ/INYUTb PUCK KPOBOTEYHEHUA U
nosABMEHNE TEMaTOM B MECTE YKO/1a.

CPOKropgHocTwH
rapaHTUIHBIA CPOK rOAHOCTU VMnnaHTaTa - 24 MecsiLa co JHS CTepuam3aLnm.

FAPAHTUVIN N3FOTOBUTENA

MpeanpusATe-N3roToOBMTEb FAPaHTMPYET COXPAHHOCTL IMNiaHTaTa Nnpu co6104eHUIN YCIOBUIA
NPUMEHEHMS, TPAHCMOPTUPOBAHUS U XPaHEHUS!, YKa3aHHbIX Ha YMaKOoBKe.

"apaHTWIHBIA CPOK rofgHOCTU MIMnniaHTaTa - 24 Mecsaua co AHA CTepuansaumm.

MefMLVHCKOE M3aeNne C UCTEKLLIMM CPOKOM FOAHOCTW MPUMEHEHUIO He MOLMNEXMUT.

YTUINSALUNA
Mcnosb3oBaHHbIE MaTeprasbl YTUNU3MPYHOTCA COM1acHO Kaccy onacHoOCTU, YKasaHHOMY B
CaHllunH 2.1.3684.
- B cootBetcTBUM ¢ CaHlnH 2.1.3684 wnpuy, ¢ nrnamm no KnaccugmkaLmm onacHoCTr
oTHocuTCcA K Knaccy B;
- ynaKoBOYHble MaTepurasibl, KAPTOHHAs KOPOOKa 1 6nu1cTep no Knaccugpukaymm
ornacHocTu oTHocuTcA K Knaccy A.

LLinpwvy ¢ urnamu nocse Ucnosib3oBaHNA Heo6X04MMO cpasy YTUIN3NPOBATb, JaXKe B TOM
cryyae, ec/iv COIEPXXUMOE He ObLLO UCMOMb30BaHO MO/THOCTLIO.

MAPKPOBKA
Mapkunposka imnnaHtata gosmkHa cootBetctBoBartb TOCT P 15223-1, TOCT 14192 w
HacToAwum TY.

MapK1poBKa NepBUYHON YNaKOBKN COAEPXKUT:

- pagyvpoBOYHas LUKaa,;

- HauMeHOBaHWe MeAULIMHCKOro U3fenus;

- 00bemM HaMoO/HEHUS LINPULA;

- cumBon «CTtepununsaumsa napom UM Cyxmm Tensiom» *;

- cnMBOJT «OCTOPOXKHO!» *;

- CUMBOJT «3anpeT Ha NMOBTOPHOE MPUMEHEHME» *;

- CUMBON «BepxHAS M HMKHAA rpaHuLa TeMMepaTypHOro agmManasoHa» *.

* - 0603HaYeHNe CMMBO/IA yKasaHo B Tabnuue «CUMBO/IbI, yKasaHHbIe Ha YNaKoBKe»

MapKrpoBKa BTOPUYHOW YNaKOBKM COAEPXKUT:

- HauMeHOBaHMWe MeJULMHCKOro n3aenvs;

- ucnonb3oBaTb A40...%;

- HOMep nmapTun*;

- 00bem HamnosIHeHWs LWnpuua.

* - 0603HauYeHMe CMMBONA yKasaHo B Tabnmue «CUMBO/IbI, YKa3aHHbIE Ha YNaKOBKe»

MapKu1poBKa TPETUYHOW YNAKOBKM COLEPXKNT:

- HaUMeHOBaHVe MeAULIMHCKOr0 U3aenus;
KOMMNeKTaumMs MeAMLMHCKOr0 13genus;

- COCTaB MeJULMHCKOIO M3Lenus;

06beM HanoMHeHNS LNPULA;

KOJINYECTBO HaMoJ/IHEHHbIX LLUMPULIEB B YNaKOBKE;

10
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- HauMeHoBaHWe 1 afpec NPOU3BOANTENS;

- CpOK rogHocTu,

- ucnonb3oBaThb 40...7%,

- YCNOBUA XpaHeHUs;

- HOMep napTuu™;

- cnmBon «CTepunusanmsa Napom Uam CyxXmm Tensom» *;

- CUMBON «He CTepunnM3oBaTb MOBTOPHO» *;

- cumBON «OCTOPOXKHO!» *;

- CMMBON «3arnpeT Ha NOBTOPHOE NPUMEHEHNE» *;

- CUMBON «BepxHAA U HWKHASA rpaHuLa TeMnepaTypHoOro guanasoHa» *;
- CUMBOJN «He 1cnosb3oBaTb NPY NOBPEXAEHUN YNAKOBKN» *;

- cMMBON «3HaK cooTBeTcTBMS PCT AeknapupoBaHust ToBapoB» (MPU He06XoANMMOCTU, B
COOTBETCTBUM C [eNCTBYIOL MM 3aKOHOLATe/IbCTBOM) *;

- LUTPUXKOL;

- QR-kop;

- HOMep perncTpaumMoHHOro yaoCTOBEpPEeHNUS;

- HOMep TeXHUYECKUX YCNOBWUIA;

- cuMMBO/ «He gonyckaTb BO3L4eNCTBUE CO/THEYHOMO CBeTa» *;

- norotun «MHTenbuo»;

- [ONyCcKaeTCcs HaHeceHWe ronorpamMyeckoro 3awmnTHOro 3Haka.

* - 0603HaueHMe CMMBO/IA YKa3aHo B Tabnmue «CMMBOSIbI, YKa3aHHbIe Ha YNaKoBKe»

Ha Hakneiike (NapHOM CTUKEpPE) AO/MKHO 6bITb YKa3aHo;

- HavMeHOBaHVe MeULNHCKOro 13Lenus;

- Mcnonb3oBaThb f0...%;

- HOMEp napTuun*;

- 00bem Hano/HEeHUS LWINpULA.

* - 0603HaYeHMe CMMBO/IA YKa3aHo B Tabnnue «CUMBO/IbI, YKa3aHHbIe Ha YNaKOBKE»

MapKu1poBKa TPaHCMOPTHOM YNakoBKW COAEPXKUT 3HAKM, COOTBETCTBYIOLLINE 3HAYEHUSAM:
- cumBon «Xpynkoe. OCTOPOXHO!» *;

- cuMBON «He gonyckaTb BO34eNCTBUS COMTHEYHOIO CBeTa» *;

- cumMmBONn «bepeyb OT Bnarn» *,

- cumMBON «He 3amopaxknsaTtb» *.

* - 0603HayveHre cMmMBOa yKasaHo B Tabnnue «CrUMBO/IbI, YKa3aHHbIE Ha YMaKOBKe»

CunMBO/IbI, yKa3aHHbIe Ha YNaKoBKe:
(D 3anpeT Ha NOBTOPHOE NMPUMEHeHMe

A OcTopoXxHo!

CTtepunusauusa napom uam Cyxmm Tensiom

He gonyckaTb BO34eliCTBMA COTHEYHOro cBeTa ([JepXXaTb Baam oT
NCTOYHUMKOB Tenna)

Wcnonb3osatb Jo...

Lor Homep napTtumn
r XpaHuTb npu Temnepatype ot +2 °C go +25 °C
(8) He ncnonb3oBaTtb Npv NOBPEXAEHUN YNaKOBKU

n
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He cTepunn3oBaTb NOBTOPHO

XpynKoe 06pallaTbCs 0CTOPOXKHO

Bepeyb oT BRaru

I+

He 3amopaxuBartb

MaHMNYNAUMOHHBIE 3HAKM AO/MKHbI HAHOCUTbLCA MO TpadapeTy WAWM LUTEMMeNIeBaHNEM YepHO
BO/JOCTOIKOI Kpackoii. O603HauYeHne YCNoBUIA XpaHeHUst U Apyrue AONONHUTeNbHbIE HaANUcy
JO/MKHbI ObITb HaHeceHbl Ha Tapy WM SpfblK B MecTax, CBOOOAHbLIX OT TPaHCMOPTHO
MapKVPOBKW.

12
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APPROVED BY
General Director
OO0 «INTELBIO»

.L. Galin
2023
L. S.

INSTRUCTIONS
FOR USE OF MEDICAL PRODUCT
Soft tissue implant for intimate contouring
VISCOLINE® INTIMO according to Technical Specifications 32.50,22-015-06997856-2022

MEDICAL PRODUCT NAME
Soft tissue implant for intimate contouring VISCOLINE® INTIMO according to Technical
Specifications 32.50.22-015-06997856-2022

PACKAGE CONTENTS
1. Soft tissue implant for intimate contouring VISCOLINE® INTIMO
- 1.0 ml syringe with 1.0 ml filling - 1pc.,
- needle 27G 1/2” or 30G 1/2” - 2 pc.,
- instructions- 1pc.,
- label - 2 pc.
2. Soft tissue implant for intimate contouring VISCOLINE® INTIMO
- 2.25 ml syringe with 2.0 ml filling - 1pc.,
- needle 27G 1/2” or 30G 1/2” - 2 pc.,
- instructions- 1pc.,
- label - 2 pc.
3. Soft tissue implant for intimate contouring VISCOLINE® INTIMO
- 3.0 ml syringe with 3.0 ml filling - 1pc.,
- needle 27G 1/2” or 30G 1/2”- 2 pc.,
- instructions - 1pc.,
- label - 2 pc.

DETAILS OF MEDICAL PRODUCT MANUFACTURER

Medical product manufacturer:

Limited Liability Company «INTELBIO» (OOO «INTELBIO»)

142821, Moscow Region, town settlement of Stupino, village of Shmatovo, Industrialnaia St.,
premises 2

Tel.: 8(495) 924-15-99

Email: info@intelbio.org, website: intelbio.org

Site of medical product manufacturing
Limited Liability Company «INTELBIO» (OOO «INTELBIO»)
142821, Moscow Region, town settlement of Stupino, village of Shmatovo, Industrialnaia St.,

premises 2

1
TekcT 6bin PYCCKOr0 Ha aHIINIACKMIA A3bIK NepeBogunKoM LLep6eanHckoi EBreHnein KOpbeBHOI
Mognuce: /WepbeanHckasa E.FO./
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INTENDED USE OF MEDICAL PRODUCT
The soft tissue implant for intimate contouring VISCOLINE® INTIMO is designed to correct and
replenish the volume of the labia majora, vaginal mucosa, clitoral area, periurethral area.

ADMINISTRATION
Gynecology, cosmetology and urology.

PROSPECTIVE CONSUMER
Gynecologist, urologist, cosmetologist, surgeon.

INDICATIONS OF USE
- Correction of the labia majora with hypoplasia, aplasia or asymmetry;
- Volume replenishment of the labia majora;
- Volume replenishment and correction of the vaginal mucosa;
- Volume replenishment and correction of the clitoral body;
- Volume replenishment and correction of the paraurethral zone;
- Improving the tissue structure of the labia majora, vaginal mucosa, clitoris, paraurethral
zone.

CONTRAINDICATIONS

- Hypersensitivity to the components of the medical product.

- Pregnancy.

- Lactation.

“ Patients under 18 years of age.

- Acute inflammatory diseases or manifestations of chronic skin diseases in the area of the
intended injection,

- Infectious diseases.

- Presence of autoimmune diseases or undergoing autoimmune therapy.

- Urogenital diseases in the acute phase.

- Voiding dysfunction.

- Presence of other implants, incl. permanent and based on cross-linked hyaluronic acid in
areas of intended correction.

- Systemic disorders affecting wound healing.

- Skin diseases or abnormal skin conditions.

- Porphyria

- Epilepsy.

DESCRIPTION

The main component ofthis product is sodium hyaluronate. It is widely present in the extracellular
matrix in both animals and humans.

Due to its fluidity under pressure, the Implant is easily inserted through a small diameter needle
and is evenly distributed in skin tissues and mucous membranes. In the absence of shear stress, the
Implant acquires pronounced viscoelastic properties and retains the shape acquired during inser-
tion.

Sodium hyaluronate is obtained by the fermentation of Lancefield’s group C bacteria and thor-
oughly purified.

ROUTE OF MEDICAL PRODUCT ADMINISTRATION

2
TeKcT 6bin NiepeBe”Ni6H C PYCCKOr0 Ha aHTIMACKMIA A3bIK NepeBogunkom LLepbeanHckoit EBreHneit KOpbeBHOI
Mognuck: ™M /UWlepbeanHckasn E.HO./
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The implant must be inserted by a specialist with the necessary qualifications required by local
legislation. In order to minimize the risk of possible complications, and since accuracy is very
important for the success of the procedure, the Implant should only be inserted by a doctor who
has received appropriate training, has the appropriate experience and is well versed in the
anatomical features of the injection site.

Before the procedure, the doctor shall inform the patient about the indications and
contraindications for the use of the Implant, its incompatibility with a number of other drugs and
the possible side effects / risks associated with the insertion of the Implant, and also make sure
that the patient is aware of the signs and symptoms of possible complications and obtain the
patient's signature in the form of informed consent.

Ifthe Implant was stored at a temperature below room temperature, then it is necessary to keep the
product at room temperature for at least 40 minutes before use.

Before starting the injection of the Implant, the injection site should be thoroughly disinfected. In
particular, when processing a large surface, the need to disinfect the entire treated area is to
consider.

It is recommended to inject with a 27G or 30G needle.

Sensitive skin can be preliminarily exposed to local anesthesia. Please note that anesthesia may
cause local redness or hypersensitivity. Infiltration anesthesia of the Implant insertion area is not
recommended, since the infiltration of anesthetics itself causes a distortion of the clinical picture
and increases the risk of allergic reactions. It is necessary to evaluate the feasibility of local anes-
thesia application in a patient, especially in the case of a history of allergic reactions.

PROCEDURE FOR SYRINGE HANDLING
Open the syringe blister under aseptic conditions. For optimal implant insertion, it is important
that a needle is mounted on the syringe in accordance with 4 steps shown in the diagram (see
Figures 1-5).
Remove the safety cap from the syringe by pull-
ing it as shown in Figure 1.

Take the cap with the needle, then insert the edge
of the needle with the graduated marks into the
syringe hole (Fig. 2).

Screw the needle clockwise while maintaining
slight pressure between the needle and the
syringe (Fig. 3). Continue to screw until the edge
of the needle cap reaches the syringe barrel.
There should not be any empty space between
these 2 elements (Fig. 4). Non-observance of this

. . requirement may result in the needle being
O e=n(s: pushed out and/or the drug leaking out of the

needle at the Luer-Lock level.
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Then remove the safety cap from the needle by
pulling it with one hand and holding the syringe
barrel with the other hand (Fig. 5).

Before starting the procedure, press the syringe plunger until a small drop of gel appears on the tip
of the needle.

The implant is injected evenly intradermally, hypodermally and submucosally into the area to be
corrected. The injection technique is bolus, linear retrograde or fanning, depending on the injection
site.

The implant should be inserted slowly, applying the minimum necessary pressure. Do not insert
the Implant too deeply, as this will shorten the resorption time of the Implant and, consequently,
the duration of the effect of the procedure.

Do not insert the Implant too close to the surface as this may result in visible bumps and/or skin
discoloration. Slowly insert the Implant into the dermis by pulling the needle back. Finish the
injection a couple of millimeters before the point of entry ofthe needle into the skin to prevent the
implant leakage out of the injection point.

If the needle is blocked, do not increase pressure on the piston rod. Instead, stop inserting the
Implant and replace the needle.

Non-observance of these precautions may result in needle detachment and/or Implant leakage
and/or increased risk of vascular injury.

Not used-up Implant is non-storable.

Ifyou feel a blockage or pressure during the injection, stop the injection and replace the needle.
NOTES: The right injection technique is critical to the success of the procedure and patient
satisfaction. The implant must be inserted by a specialist with the necessary qualifications required
by local legislation and standards.

After use, the syringe and needles must be processed and disposed in compliance with the accepted
medical procedures and according to the rules established by local legislation and regulations.

PRECAUTIONS

* Avoid hypothermia, overheating and damp places (pools, gyms, Turkish baths, hot tubs, etc.)
for 10 days.

e After the procedure, you should strictly refi‘ain from sexual intercourse for 5-7 days.

e Itis recommended to exclude alcohol consumption, active physical activity within a week after
the procedure.

« Ifyou have pain at the injection site or voiding difficulty for more than a week, see your doctor.

» The procedure can be redone as the effect decreases.

» After 3 weeks, additional correction is possible.

e Itis forbidden to mix the Implant with other substances. It is forbidden to add any other sub-
stances to the Implant.

e There may be mild bleeding after the procedure.

< Tell your doctor if you are undergoing anticoagulant treatment or if you have an increased risk
of hematoma.

* Do not re-sterilize.

» Do not modify the product, changes may affect its sterility and safety.

* Do not use if particles are visible in the Implant, discoloration or turbidity is present.
e Do not inject during menstruation.

* Do not inject more than 20 ml per 60 kg of body weight per year,

» Should be used with caution in patients currently taking immunosuppressants.
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» Avoid injection through scar tissue and/or severely damaged tissue.

SIDE EFFECTS

Before the treatment starts, the patient should be informed of possible adverse reactions associated
with the use of the product, which may occur immediately or delayed after the injection. After
using the medical product, local reactions may occur in the form of: edema, pain, itching, a feeling
of fullness, hyperemia, pain at the injection site, which usually disappear within the first three days
after implantation. Formation of hematomas at the injection site is possible. Of the rare
complications, necrosis at the site ofimplant insertion, infection, formation ofa granuloma, fibrous
capsule, and allergic reactions to the components of the medical product are possible. The
development of these complications is possible if the technique of material administration is
violated, as a result of aseptic and antiseptic violations, or as a result of the body's immunological
response to the implant. In rare cases, on the first day after the procedure, acute urinary retention
may develop due to the high hydrophilicity of the hyaluronic gel, with required catheterization.
The patient should be aware of the need to inform their doctor of any side effects lasting more than
one week in order to receive appropriate treatment. The distributor and/or the manufacturer
directly should be informed about all adverse and side effects associated with the injection of this
medical product.

INTERACTIONS WITH OTHER MEDICINAL PRODUCTS

The incompatibility between hyaluronic acid and quaternary ammonium salts, such as, for
example, benzalkonium chloride, is well known. With that in mind, the implant should never be
allowed to contact with such compounds, as well as with the medical surgical instruments treated
with them,

PRINCIPLE OF MEDICAL PRODUCT ACTION

Hyaluronic acid is a compound that is present in various tissues in the body, including the skin.
Due to the natural aging process, the content of hyaluronic acid in the skin decreases, which results
in the elasticity deterioration of integumentary tissues.

In the presented medical products, hyaluronic acid is used, which is obtained by the fermentation
of Lancefield’s group C bacteria. The effect of fillers based on reticular hyaluronic acid of non-
animal origin on involutional changes is non-specific and specific. The non-specific effect is due
to the filling of the area with involuted tissues with a gel-like reticular filler, which results in a
visual correction of the defect within a certain period oftime. Due to the high plasticity, the fillers
are evenly distributed in the injection area, providing an aesthetic result immediately after the
procedure. The specific effect in the areas of involutional changes is due to the physiological
effects of hyaluronic acid. Located in the extracellular space, hyaluronic acid, being a highly
hydrophilic compound, creates additional volume by attracting and binding water molecules;
replenishes the deficiency of an intermediate substance - its own hyaluronic acid in the dermis,
creating a «fi*amework» for restoring the structure of the dermis fibers.

The slow and even biodegradation of reticular hyaluronic acid avoids a sharp loss ofvolume during
the implant residence in the tissues. In the process of biodegradation, free HA molecules are
released, which are necessary for skin revitalization and hydration.

MEDICAL PRODUCT SPECIFICATION

Soft tissue implant for intimate contouring VISCOLINE® INTIMO is intended for intradermal
administration. Presented in the form of sterile solution, prefilled in glass syringes, for single
use.

COMPOSITION
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Starting substances Concentration, mg/ml Concentration, %

Sodium hyaluronate
Disodium phosphate dihydrate

Sodium dihydrogen phosphate dihydrate
Sodium chloride

Sodium hydrosulfate

Water for injection

Residual crosslinker 1,4-butanediol diglycidyl
ether (BDDE)

21,0 2.1
14,2 1’42
2,8 0,28
53 0,53
19 0,19

954,8 95,48
<1 ppm <1 ppm

INFORMATION ON DRUGS CONTAINED IN MEDICAL PRODUCT

Starting Purpose of use CAS No.
substances
Active

. . t,

Hyaluronic acid compor!er_l : 9067-32-7
gelatinizing

agent
Water for 7732-18-5

Solvent

injection

Manufacturer

BLOOMAGE BIOTECHNOLOGY
CORPORATION LIMITED, China, FS-
001305 dated 11.01.2016

Limited Liability Company «Grotex»
(OO0 «Grotex»), Russia, LP-002529
dated 08.07.2014 (date of reissue
09.06.2021) (date of expiry: perpetually)
(FS.2.2.0019.18)

TECHNICAL SPECIFICATIONS OF MEDICAL PRODUCT

Main technical specifications of medical product

Item Item

No.

1 pH

2. Extractable volume of the solution in the
syringe, ml

3. Appearance

4, Content of bacterial endotoxins, EU/ml

5. Osmolality, mOsm/kg

6. Dynamic viscosity, mPa s

7. Force required to drive the piston rod of the

syringe prefilled with the Implant, N
Biodegradation period, months

Maximum permitted dose of the Implant for
one person per procedure, mi

10. Origin of hyaluronic acid

© ©

Specifications

6,8-7,6
1,0 (£0,2) ml, 2,0 (x0,2) ml, 3,0 (x0,2) ml

Transparent gel from colorless to light
yellow, odorless, free of foreign matter
max. 0,5

200-400

5000-25000

<45

9-12
for each injection site - 2 ml

By aerobic fermentation of Lancefield’s
group C bacteria

11. Protein content, % <0,1
12. Degree of hyaluronic gel reticulation, % 1,0-5,0%
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13. Gel density, g/ml
14, Syringe integrity
15. Sterility

Syringes

Name

Colorless and brown medical
syringes made of glass tubes with a
capacity of 0.5 - 120 ml with and
without accessories.

Glass syringes BD Hypak, sterile
and non-sterile, with and without
needles, with a capacity of0.5 - 20
ml.

Syringes for prefllling, disposable,
sterile, with a capacity of0,5; 1; 1
long; 1,5; 2,25; 3; 5; 10; 20 ml.

Colorless and brown medical

1,0-1,3
Sealed
Sterile

Manufacturer

«SCHOTT Swiss
AG», Switzerland

«Becton Dickinson
France SAS», France

«Shandong Weigao
Group Medical
Polymer Company
Limited», China
«Stevanato Group

Marketing authorization
number/regulatory number
FSZ 2009/04195
dated 28.09.2020
(date of expiry: perpetually)

FSZ 2011/11237
dated 26.12.2011
(date of expiry: perpetually)

RZN 2013/764
dated 26.03.2018
(date of expiry: perpetually)

FSZ 2012/12068

syringes made of glass tubes of the S.p.A» dated 29.05.2017
first hydrolytic class with a capacity (date of expiry; perpetually)
0f 0.5 - 20 ml with and without
accessories.
Needles
Product name Manufacturer Gauge Size Marketing
authorization
number/regula-
tory number
Sterile disposable MESOPAM «RI.MOS. S.r.l.», 0.4x12 FSz
; G27 '
instruments for mesotherapy. Italy mm (1/2") 2011/09452
Needle for microinjections dated
27.08.2019
G30 0,3x13 (date of expiry:
mm (1/2")  perpetually)
MESO-RELLE sterile needle «BIOTEKNE G27 0,4x12 FSz
for mesotherapy S.R.L.», Italy mm (1/2")  2011/10175
(Gallini S.r.1.) dated
11.02.2021
G30 0,3x12 (date of expiry;
mm (1/2"")  perpetually)
Disposable sterile BD Hypoint  «Becton Dickinson G27 0,4x13 FSz
injection needles Medical (S) Pte. mm (1/2')  2008/03143
Ltd», Singapore dated
0.3x13 03.12,2008
G30 ’ o
mm (1/2")  (date of expiry;
perpetually)
Disposable injection needle K-  «Terumo Europe G27 0,4x12 RZN
Pack Il Needle N.V.», Belgium mm (1/2') 2018/7086

C PYCCKOrO Ha aHINIACKNiA A3bIK NepeBogunKom LLlepbeanHckoii EBreHmein KOpbeBHOA
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0,4x20 dated

mm 26.04.2018
G30 0,3x12 (date of expiry:
mm (1/2'")  perpetually)
Hypodermic needles with a «TSK Laboratory», 0 4x13 FSZ
rounded end in a sterile Japan (TSK) G27 m,m (/2" 2011/10609
packaging for the dated
administration of hyaluronic 15.09.2011
acid-based preparations G30 0,3x13 (date of expiry:

mm (1/2")  perpetually)

SAFETY REQUIREMENTS FOR MEDICAL PRODUCT

The implant is not toxic and does not adversely affect the human body while handling.

The implant does not form toxic compounds in the air and wastewater, does not lead to
hygienically dangerous environmental pollution.

The implant shall comply with biological safety requirements in accordance with GOST R 52770,
GOST R ISO 10993-2 and a series of standards GOST ISO 10993 and shall be non-toxic.

STERILIZATION INFORMATION

Implant components are pre-mixed and packaged in syringes. Filled syringes are sterilized by
steam in an autoclave in accordance with GOST R ISO 17665-1, GOST R 56893/ISO/TS 17665-
2. After sterilization the implant must be sterile. The sterile barrier packaging for the implant is
only a syringe.

TRANSPORTATION AND STORAGE

Syringes with an implant are transported by all types of vehicles in accordance with the shipping
requirements and rules, effective for an appropriate mode of transport while observing the
temperature conditions (from +2 °C to +25 ®C), do not freeze.

Type ofshipment- by postal parcel, cars, containers in accordance with GOST 20435-75 or GOST
R 53350-20009.

The implant in the package is stored at a temperature of +2 ®&to +25 ®C in a place protected from
direct sunlight. Do not freeze. Keep out of reach of children. Before use, make sure the packaging
is not damaged. Do not use after the expiration date.

APPLICATION CONDITIONS

The implant should be used in clinics, hospitals, and other medical facilities.

Before the procedure starts a patient should be informed about the indications of the medical
product, as well as about its contraindications and possible adverse side effects.

Before use, make sure that the packaging with the drug is not damaged and sterility requirements
are not broken. Make sure that the drug is not expired.

The implant, as well as the supplied needles, are intended for single use.

Do not reuse. When reused, there is a risk of contamination or infection through the blood.

The injection site is to be thoroughly disinfected.

The medical product should be stored at room temperature for 40 minutes before the procedure.
The implant should not be used for breast augmentation or for insertion into tendons, ligaments,
or muscles.

If the patient had a history of herpes manifestations in the genital area, then needle punctures
during the injection can provoke new herpetic lesions.

8
TekcT 6bIn IBeC PYCCKOro Ha aHIrIMINCKINiA A3bIK NepeBog4mkom LLlepbegmHckoin EBreHmein KOpbeBHOM
Mognucek: /LLep6eanHckasn E.HO./

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



The use of aspirin, non-steroidal anti-inflammatory drugs, drugs with a high content of vitamin E
before injection can increase the risk of bleeding and the appearance o fa hematoma at the injection
site.

SHELF LIFE
The warranty shelf life of the implant is 24 months from the date of sterilization.

MANUFACTURER’S WARRANTY

The manufacturer guarantees the safety of the implant provided the conditions of use,
transportation and storage indicated on the package are observed.

The warranty shelf life of the implant is 24 months from the date of sterilization.

The expired medical product is not to be used.

DISPOSAL

Used materials are disposed of in accordance with the hazard class specified in SanPiN 2.1.3684.
According to SanPiN 2.1.3684:

- syringe with needles belongs to Class B under the hazard classification;

- packaging materials, a cardboard box and a blister belong to Class A under the hazard
classification.

A syringe with needles is to be disposed immediately after use, even if its content has not been
fully used.

LABELING

Implant labeling shall comply with GOST R 15223-1, GOST 14192-96 and these technical
specifications.

Labeling for primary packaging contains:

- syringe scale;

- medical product name;

- fill volume of syringe;

- symbol «Steam or dry heat sterilization» *;

- symbol «Warning!» *;

- symbol «Do not reuse» *;

- symbol «Upper and lower limits of temperature» *.

* - symbols are designated in the Table «Packaging symbols»

Labeling for secondary packaging contains;

- medical product name;

- use by date*;

- batch code*;

- fill volume of syringe;

* - symbols are designated in the Table «Packaging symbols»

Labeling for tertiary packaging contains:
- medical product name;

- package contents of medical product;

- composition of medical product;

- fill volume of syringe;

- number of prefilled syringes per pack;
- name and address of manufacturer;

TekcT 6bin NepeBefebl-C PYCCKOr0 Ha aHTMIACKMIA A3bIK NepeBogUmkom LLlepbeaunHckoin EBreHveli KOpbeBHO
Moanwce: CKOcJ /lWepbeanHckas E.FO./

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



- expiration date;

- use by date*;

- storage conditions;

- batch code*;

- symbol «Steam or dry heat sterilization» *;

- symbol «Do not resterilize» *;

- symbol «Warning!» *;

- symbol «Do not reuse» *;

- symbol «Upper and lower limits of temperature» *;

- symbol «Do not use if package is damaged» *;

- symbol «RST conformity mark for declaring ofgoods» (ifnecessary, in accordance with current
legislation) *;

- barcode;

- QR-code;

- Marketing Authorisation number;

- technical specification number;

- symbol «Protect from sunlight» *;

- IntelBio logo;

- holographic security marking is accepted.

* - symbols are designated in the Table «Packaging symbols»

The label (double sticker) shall indicate:
- medical product name;

- use by date*;

- batch code*;

- fill volume of syringe;
* - symbols are designated in the Table «Packaging symbols»

Transport labels contain symbols which mean:

symbol «Fragile. Take due care!»*;

symbol «Protect fi'om sunlight»*;

symbol «Protect from moisture»*;

- symbol «Do not freeze»*.

* - symbols are designated in the Table «Packaging symbols»

Do not reuse

(D
Warning
X
Steam or dry heat sterilization
Protect from sunlight (Keep away fi'om heat)
Use by date
LOT Batch code
r Keep at atemperature of +2  to +25 @C
(5) Do not use if package is damaged
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TeKcT 6bIn NepeBefle  PYCCKOro Ha aHrNUICKWIA A3bIK Nepesogunkom LLlepbeanHckoii Esrenveii KOpbesHoi
Moanuce: /W ep6epgnHckas E.FO./

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Do not resterilize

Fragile, take due care

Protect from moisture

~+—o

Do not freeze

Manipulation signs should be applied by stenciling or stamping with black waterproof paint. The
designation of storage conditions and other additional inscriptions must be applied to the container
or label in places, freely available.
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Translated from Russian into English

End of translated document

e translation from Russian into English has been made by the certified translator Shcherbedinskaia
geniia lurievna. The translation correctness and accuracy has been certified by me.

peBOA C aHI/IMACKOTO fA3blka Ha PYCCKMIA A3blK BbINO/HEH MNepeBoAuYMKoM LlepbeguHckoi EBreHuein
3beBHOW. MoaTBepXAaln, YTO BbINOJIHEHHbIV MHOW NepeBo ABASeNS NpaBU/bHbIM, TOUHBLIM U MOJIHBIM.

/ Elu/
A Wep6eanHckan E.1O./
5MiI

EBreHus iOjiheena

Poccuiickan deaepaups

"opop KpacHogap KpacHogapckumii Kpaii
[Baauath LecToe anpens ABe TbICAYM ABaauaTh TPETLEro roja

A, Mopos3osB Omutpuii KOpbeBuy, HoTapuyc KpacHOLapCKOro HOTapuaibHOr0 OKpYyra,
CBWAETENbCTBYIO MOAIMHHOCTL NMoAnucy nepesoayunka L epbegmHckoi EBreHun KOpbeBHbI.

Moanwuce cgenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NofgnucaBLUero AOKYMeHT yCTaHOB/1eHa.

3apeructpuposaHo B peectpe: Ne 23/143-H/23-2023r5-117
YnnayeHo 3a coBepLu TBUA: 700 py6. 00 Kon.

[.KO.Mopo3oB
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