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HAMMEHOBAHUE MEAULIMHCKOIO U3AENUA
VIMnnaHTaT MArkux TKaHel A1t IHTUMHOW KOHTYPHO NNacTyKn
VISCOLINE® INTIMO no TY 32.50.22-015-06997856-2022

KOMMJIEKTHOCTb

1. UMnnaHTaT MArkux TKaHemn Assi UHTUMHOV KOHTYPHOIA
nnactuku VISCOLINE® INTIMO

- wnpwuy, o6bemom 1,0 Mn ¢ HanonHeHnem 1,0 ma — 1 wT.,
-wurna 27G 1/2” wnn 30G 1/2” - 2 wr.,

- MHCTpYKumsa — 1 wr.,

- Haksenka — 2 Wr.

2. UmnnaHTaT MArkKux TKaHeun A UHTUMHOV KOHTYPHOIA
nnactuku VISCOLINE® INTIMO

- wnpwy, o6bemMom 2,25 M ¢ HarnonHeHvem 2,0 mn — 1 wr.,
-wurna 27G 1/2” wnn 30G 1/2” - 2 wr.,

- MHCTpYKumsa — 1 wr.,

- Haknenka — 2 Wr.

3. mnnaHTaT MArkux TKaHemn A UHTUMHOV KOHTYPHOIA
nnactuku VISCOLINE® INTIMO

- wnpwy, o6bemom 3,0 M ¢ HarnonHeHnem 3,0 ma — 1 WwT.,
-wurna 27G 1/2” wnn 30G 1/2” - 2 wr.,

- MHCTpYKumsa — 1 wr.,

- Haknenka — 2 Wr.

CBEOEHUS O NPOU3BOAUTENE MEANMUMHCKOIO U3AENUA
MpoussoauTenb MEAVLIMHCKOro U3aenus:

O6LLecTBO C orpaHnyeHHol oTBeTcTBEHHOCTbIO «VIHTEJTBNO»
(OO0 «MHTENBWO»)

142821, Mockosckas 067., r.o CTynuHo, aepesHsi LLimaToBo,

yn. inpyctpuaneHas, Bng. 2

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

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

MecTo np AcTBa KOro

O6LLecTBO C orpaHnyeHHol oTBeTCTBEHHOCTbIO «VIHTEJTENO»
(OO0 «MHTENBWO»)

142821, MockoBckas 067., r.o CTynuHo, aepesHsi LLimaToBo,
yn. inpyctpuaneHas, Bng. 2

HA3HAYEHUE MEAULIMHCKOIO U3AENUA

MnnaHTaT MArkux TkaHen ANs HTVIMHOWM KOHTYPHOW NNacTuKu
VISCOLINE® INTIMO npepgHa3HaueH 151 KOPPEKLWW 11 BOCTIONTHEHSt
06bemMoB 60/bLINX MONOBbLIX Iy, CIN3NCTON 060N0YKM BnaranuLla,
o06nacTu KnuTopa, NepuypeTpanbHON 30HbI.

OBNIACTb NPUMEHEHUS
[MHekonorns, KOCMeToNorus 1 yponors.

MOTEHUWANbHbIA NOTPEBUTESb
Bpau-ruHekornor, Bpay-yposor, Bpay-KoCMeTosor, Bpay-xmupypr.

NMOKA3AHMUS ANns NPUMEHEHUA MEOAULIMHCKOIO U3AENUS
- KoppeKLu/m 60NbLUNX NOOBbIX ry6 npwv rmnonnasun, anniasnm nnn
accumeTpu;

- BocnonHeHne o6bema 60/1bLWNX NONoBbIX ry6;

- BocrionHeHne o6bema n KoppeKunsa CU3NCTON 060SI0UKM Bnaranmuia;
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- BocrionHeHune o6bema n KoppeKkuus obnactu KnnTopa;

- BocnonHeHne o6bema 1 KoppekLms napaypeTpanbHON 30HbI;

- YnyuleHune CTpyKTypbl TKaHe 601bLUMX NONOBbIX ry6, CIN3UCTON
060/104KM BRnaranuLia, KnmTopa, napaypeTpanbHON 30HbI.

NMPOTUBOMOKA3AHUSA

- MoBbileHHas 4yBCTBUTENBHOCTb K KOMMOHEHTaM MEANLIMHCKOro
nagenus.

- bepemeHHOCTb.

- Mepviop, rpyAHOro BCKapMIMBaHWS.

- BospacT meHee 18 ner.

- OcTpble BoCManuTe/bHble 3a601eBaHs UV NMPOSIBIIEHNIS XPOHMYe-
CKUX KOXHbIX 3a60/1eBaHUin B 30He MpeAarnosiaraeMbiX MHbEKLWIA.

- NHbekumoHHble 3a6onesaHms.

- Hanuuune aytonMmyHHbIX 3a60neBaHunin U NpoxoXaeHne Kypca
ayTOMMMYHHOI Tepanuu.

- 3abonesaHusi yporeHnTanbHOro TpakTa B OCTpoii hase.

- HapyLueHusi onopo>XHeHisi MOYeBOro My3bIpsi.

- Hannuve nHbIX MMNNaHTaToB, B T.4. MOCTOSIHHBIX U HA OCHOBE CLUM-
TOW ranypoHOBOI KICOTbI B 30HaX NpepnonaraeMoin KoppekLumn.
- CuCTeMHble HapyLLeHVs, BNVSIIOLLIME Ha 3aXKVBEHUE paH.

- KoxxHble 3a6os1eBaHyst NN aHOMasTbHbIE COCTOSIHUS KOXW.

- Mopdupusi.

- Onunencus.

OMUCAHUE

OCHOBHOI KOMMOHEHT [AaHHOro U3fenus HaTpus ruanypoHat.OH
LUIMPOKO NpeACTaB/ieH B 9KCTPALENIONSAPHOM MaTPUKCe KaK Yy SK1BOT-
HbIX, TaK 1y YenoBeka.

Bnarofapsi cBoell TeKy4ecTu nof AaBneHuem ViMnnaHTar nerko BBo-
[VTCS Yepes Ury Masoro AuameTpa v paBHOMEPHO pacnpenensercs
B KOXHbIX TKaHAX 1 CIM3UCTLIX. [Py OTCYTCTBUM HanpsikeHuin casura
VMiMnnaHTaT nprnobpeTaeT BbipaXKeHHbIE BA3KO-3M1aCTNYHbIE CBONCTBA
1 coxpaHsieT hopMy, NProbpeTeHHYIo Npu BBEAEHUN.

Hatpus ruanypoHat nonyyeH nytem hepmeHTaumuy 6aktepuii poaa
CtpenTtokokkoB rpynnbl C no JIaHCchunbay 1 TLaTeNbHO OYULLEH.
CMNocob NPUMEHEHNSA MEAULUUHCKOIO U3AENUSA
VIMnnaHTaT fosKeH BBOAUTLCS BPAYOM, VMEIOLLMM Ha 3TO NpaBo B CO-
OTBETCTBUM C AENCTBYIOLLIVIM MECTHbIM 3akoHofaTenbcTeoM. C Lenbio
MWHVMM3ALMN PUCKOB BO3HUKHOBEHISI BOSMOXKHBIX OCTIOXHEHUI 1
BBIAY TOr0, YTO [JIs YCMELWHOCTY NPOoLieAypbl O4eHb BaXKHA TOYHOCTb,
VIMnnaHTaT fo/mkeH BBOAWTL TOMLKO BpaY, MPOLUE/LLNA COOTBETCTBYIO-
Lee obyyeHune, MEOLLIMI COOTBETCTBYIOLLMIA OMbIT 1 XOPOLLO pa3brpa-
IOLLMIICS B @HATOMUYECKUX OCOBEHHOCTSIX MECTa UHBEKLI.

Mepepn Havanom npoleaypbl Bpay JOMKEH NPOnHHOpMIpoBaTh
naumeHTa o nokKasaHusix 1 MPOTUBOMOKA3aHNSIX K MPYMEHEHUIO
ViMnnaHTaTa, ero HeCOBMECTUMOCT C PSAOM APYrX NMpenapartos 1 O
BO3MOXHbIX MOBOYHBIX 3adhheKTax/prcKax, CBsSI3aHHbIX C BBEAEHNEM
VMnnaHTata, a TaK>Ke yA0CTOBEpUTLCS, YTO MaLVEHTy USBECTHbI MpU-
3HaKW 11 CUMMTOMbI BO3MOXHbIX OCTTOXXHEHUI 11 MOSTy4YUTb MOANMCH
naumeHTa B popmMe NHPOPMMPOBAHHOIO COrNIacHsi.

Ecnu MiMnnaHTaTt xpaHuics npu Temnepartype Huke KOMHaTHOM, TO
Heo6X0VMO A0 UCTIONbL30BaHUS BblAEPXXaTb U3Aenne npu KOMHaTHOM
TemnepaType He MeHee 40 MUH.

Mepepn Havanom nHbekuun ViMnnaHTaTa cnegyeT TlaTenbHO Npoae-
3UHMLMPOBaTL MeCTo ero BBeAeHus. B yactHocTu, npu o6paboTke
3HaYNTENLHON NMOBEPXHOCTY CNEAyeT yYUTbiBaTb HEO6XOAMMOCTb
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Ae3unHbekumn Bcero obpabatbiBaeMoro yyactka.

PekomeHyeTcst NpoBOAUTE MHBEKLMN NP noMoLLm urnbl 27G nnm 30G.
YyBCTBUTENBHYIO KOXY MOXHO NpefBapuTebHO MOABEPrHYTb MECT-
Holt aHecTe3un. Heob6xoanMmo 06paTnTb BHUMaHWE, YTO aHecTe3ns
MOXET BbI3BaTb MECTHOE MOKPACHEHUE WM FMMNepyyBCTBUTENBHOCTb.
VHdunbTpauroHHas aHecTe3uns obnacTty BBefeHns VimnnaHrara He
peKkoMeH[IyeTCs, Tak Kak cama UHUbTPaLWs aHecTeTUKa NpuBoanT
K MICKaXKEHUIO KITMHUYECKOI KapTVHbl 1 MOBBILLAET PUCKM BO3HUKHO-
BeHUs (HacTynneHys) annepruyeckux peakumin. Heobxonmmo oLeHNTb
Lienecoo6pasHOCTb NPYMEHeHUs y naLyeHTa MECTHOI aHecTeauu,
0COBEHHO B Crlyyae Halmuus annepryeckux peakumii B aHaMHese.
NOPAAOK PAEOTbI CO LUNPULIEM

Bckpoiite 6a1cTep Co WnpuueM B acenTuyeckux ycnosusx. Ons
onTumarnbsHoro BBeAeHus VimnnaHTara BaxkHo, YTobbl urna 6eina
yCTaHOB/eHa Ha LUMpYLE B COOTBETCTBU C dTanamu, NokasaHHbIMU
Ha cxeme (CM. pucyHkm 1-5).

CHumute I'Ipe,CLOXpaHI/ITe}'IbeII;I KOMnayok co wnpuua, NoTaHyB
3a Hero, Kak nokasaHo Ha pUCYyHKe 1.

9 BosbmuUTe KONMMa4yoK C Wr/oil, 3aTeM BCTaBbTe Kpaill Wrmbl C
LiaroM Hapesku B oTBepcTre Wwnpuua (puc. 2)

3akpyTuTe urny Mo 4acoBOW CTPeNike, COXpaHsisi Hebosbliuoe
[aBneHne Mexay Urion u wnpuuom (puc. 3).

MpopomkaiiTe 3akpy4yrBaTh [0 Tex Mop, rMoka Kpai Konnadvka
UMbl He [OCTUrHeT uuavHApa wnpuua. Mexay oatumm 2
arleMeHTaMn He [O/MKHO OcTaBaTbCsl MyCTOro MecTta (puc.
4). HecobniofeHne 3TOro YCNOBUSI MOXET MNPUBECTUM K
BbIT/IKUBAHWIO UMbl /UMW BbITEKAHWIO Mpenaparta U3 Wribl Ha
ypoBHe Luer-Lock.

3arem CHUMWTe NpefoXPaHNTENbHbINA KOMMAaYoK C UMbl, NOTSHYB 3a
Hero ofHoW PyKOW 1 Aepyka ApYroi pyKow LMnMHAP Wwrpumua (puc. 5)

Mepepn Hauanom npoLeaypbl HaAaBKTe Ha MopLUEHb LINpuLa [0 NosiB-
JIeHUs1 MasieHbKO Karu resisi Ha KOHYMKe Wbl

VIMnnaHTaT BBOAUTCS paBHOMEPHO UHTPafepMasibHO, rmnoAepMasibHO
1 MOACNM3UCTO B MOAJIEXALLYI0 KOPPEKLMN 30HY. TexHVKa BBeAeHUs
6ontocHast, IMHeHO-peTporpaaHas nnn «BeepHasi», B 3aBUCUMOCTY OT
MecTa BBeLEHUS.

VIMnnaHTaT cregyeT BBOAUTb MEATEHHO, OKasblBas MUHUMAIIbHO He-
obxoaumoe paeneHvie. He BBoguTe VIMnnaHTaT cnuwkoM rny6oko,
MOCKOJIbKY 3TO COKpaTWUT CPOK pe3opbuun MMnnaHTara, a creposa-
TenbHO - Cpok ahekTa NnpoLenypsbl.

He BBoAUTe MIMnnaHTaT CAmKoM 6IM3KO K MOBEPXHOCTH, MOCKOSIbKY
3TO MOXET MPUBECTU K BO3HUKHOBEHMIO 3aMETHbIX GYropkoB v (1nn)
n3MeHeHuto LseTa Koxu. MeaneHHo BBoguTe ViMnnaHTat B fepmy, oT-
TArMBas Urny Hasad. 3aBeplunTe UHLEKLVIO 3a Napy MUIMMETPOB A0
TOUKU BBOAA Uikl B KOXY, YTOGbI MPEAOTBPATUTL BbiTekaHue imnnan-
TaT 13 TOYKU VHBEKLMN.

B cnyyae 3aKynopku Urfibl He CrefyeT yCunvBaTe AaBeHne Ha MopLu-
HeBOW LWITOK. BMecTo aToro cnepyeT npekpaTtuTb BBefeHue Vmnnan-
TaTa v 3aMeHUTb Ury.

HecobrniofeHne aTux NPeAOCTOPOXKHOCTEN MOXET MOBJeYb OTCOeAU-
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HeHve 1rbl W/vnu yTeuky Vimnnadrara, u/vnm nosbilleHne prcka no-
BPeX[EHWsi COCY0B.

Hevicrnonb3oBaHHbIN [0 KoHUa VIMnnaHTaT He MOANeXuT XpaHeHwio.

B cnyyae oLLyLeHUsl 3aKynopKu Un AaBneHnst BO BPeMsi BBEAEHUS
VHBEKLWN MPUOCTAHOBUTE BBEAEHNE 1 3aMEHUTE UrITy.
MPUMEYAHMUE: MNpaBunbHas TeXHWKA MHBbEKLMU UMEET peLuaioLlee
3HaueHVe 415 ycrexa npoLeaypbl 1 YA0BNETBOPEHHOCTY NalmueHTa.
Mocne “cnonb3oBaHUS WNPWL, U UMbl JOMKHBI BbiTb 06paboTaHbl 1
YTUNN3NPOBaHbI COMMACHO MPUHATLIM MEAVLMHCKMM MeToaukam 1 B
COOTBETCTBUM C HOPMamu, YCTaHOBJIEHHbIMU 3aKOHOM 11 MECTHbIMN
MONOXEHUSIMU.

MEPbBI MPEAOCTOPO>XXHOCTHU

« B TeueHvie 10 gHein nsberarite nepeoxnaxneHvs, neperpesa 1 Bnax-
HbIX MecT (6acceliHbl, cnopT3asbl, Typeukue 6aHn, AKakysu 1 T.4.).

« Mocne npoxoxaeHusi NpoLeaypbl CleayeT CTPOro BO3AepXnBaThes
OT MOJIOBbIX aKTOB B TeYeHne 5-7 gHeil.

+ PekomeHayeTcsi WCKIIOUNTL YMOTpeGneHve ankoross, akTUBHON
hU3NYECKON Harpy3ku B TeYeHNe HeAenm noce MPOXOXAEHNs Npo-
ueaypbl.

+ Ecnu ecTb 607b B MeCTe UHLEKLMU UM TPYAHOCTW C MoYencnycKa-
HMeM, KOTopble NpoposKatoTest Gosiee Hepenm, o6paTuTech K Bpady.

« MoBTOPSATL NpoLEAYypPY MOXHO MO Mepe CHIKEHUs addexTa.

» CnycTa 3 Hepeny BO3MOXHA AOMONMHUTENIbHAA KOPPEKLS.

+ 3anpelyaetcs cMmelmBath ViMnnadtar ¢ gpyrumun Bellectsamu. 3a-
npetlaeTcsi 4o6aBnsTb B VIMnnaHTaT kakue-nnéo Apyrue BeLiecTsa.

» Mo>eT BO3HVKHYTb HEGO/bLIOE KPOBOTEYEHUE MOCe NPOLeAypbI.

+ CoobwuTe cBOEMy Bpayy, €Cnv Bbl MPOXOAUTE aHTUKOAarynsHTHoe
NleYeHne NN ecnt Bbl Y Bac €CTb MOBbILIEHHbIN PUCK BO3HNKHOBEHNS
remaTtombl.

* He nopgepraiite NoBTOPHOM CTEPUA3aLMN.

» He moguduumpyiiTe nspenve, n3MeHeHNst MOryT MOBAUSITb Ha ero
CTepUILHOCTb 1 6e30MacHOCTb.

» He ncnonbayiite, ecnn B VIMnnaHTate BUAHbI YacTuLbl, N3MeHeHa
okpacka Unm nNpUcyTCTBYET MyTHOCTb.

+ He BBoAUTe BO Bpemsi MEHCTpyaLyi.

« He BBOAWTE Gonblue 20 Mn Ha 60 Kr Macchl Tena B rof.

+ CnepyeT UCMonb30BaTh C OCTOPOXHOCTBLIO Y NALMEHTOB, KOTOPbIE B
HacTosiLLiee BpeMsi NMPUHMAIOT MMYHOAENPECCaHTbI.

* M36eraiiTe nHbekUMn Yepes pybLOBYIO TKaHb W /UK 3HAYNTENBHO
MOBPEX/AEHHYIO TKaHb.

MOBOYHbIE ABJIEHUA

[o Hauana neveHnsi NauneHT AoMKeH 6biTb NPONHMOPMUPOBaH O BO3-
MO>HbIX MOBGOYHbIX PeakLyIsiX, CBS3aHHbIX C MPYMEHEHeM NpPoayKTa,
KOTOpble MOMyT BO3HUKHYTb HE3aME[IUTENLHO MK Yepe3 HeKoTopoe
BpeMsi Mocsie NHbeKLuK. [ocne NprMeHeHUs: MeauLIMHCKOro uspenus
MOTyT BO3HUKHYTb MECTHbIE peakuuu B BuAe: oTeka, 6onu, 3yaa, Yys-
cTBa pacnvpaHusi, rurnepemun, 601e3HEHHOCTU B MecTe BBEeAEHUs,
KOTOpble 0BbIYHO KYNUPYIOTCS B TEYEHVE MepBbIX TPeX CyTOK rnocre
uMnnaHTaumn. BosmoxHo thopmMrpoBaH/e reMaTtoM B MeCTe UHBbEK-
Lmii. V3 pefKyx OCNOXHEHU BO3MOXEH HEKpPO3 B MecTe BBEAEHUs
vMmnnaHTara, nHbuumposaHue, hopmMpoBaHue rpaHynemMsl, pubpos-
HOW KarcyJsbl, annepruyeckue peakunn Ha KOMMOHEHTbI MEAULIVIHCKO-
ro usgenus. PopmMrpoBaHne AaHHbIX OCNOXHEHUA BO3MOXHO Npu
HapyLIeHUN TEXHVKW BBELleHUsi MaTepuarna, Kak peaynbTaT HapyLleHus
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acenTVKN 1 aHTUCENTUKN WK Kak pesysbTaT MMYHOMOrMYeckoi pe-
aKuMn opraHusma Ha UMmnnaHTat. B pegkux cryyasix B nepsble CyT-
KU Mocrie npoLenypbl BO3MOXHO pa3BUTME OCTPOI 3afepyKKu Mouu,
BC/IEACTBME BbICOKON MAPOMUILHOCTA TManypOHOBOrO refisi, Tpe-
Bytouent kateTepusauun. CnegyeT nNpouHopMMpoBaTh nauveHTa o
Heob6Xx0AMMOCTY COOBLLMTL CBOEMY Bpady O Jitobbix MOGOYHbIX Aei-
CTBUSIX, MpoAoKatolmxcs 6onee opHoi Hefenu, 4SS NPoBeAeHUs
cooTeeTcTBYyloLero nevexuns. Cneagyet coobuiatb AMCTprbbLIOTOPY U/
WM HenocpeACTBEHHO MPOV3BOAUTEN0 060 BCEX HeXXenaTesNbHbIX 1
NOGOYHbIX AENCTBUSIX, CBS3aHHBIX C MHbEKLMEN JaHHOrO MeAULIMHCKO-
ro usgenus.

B3AUMOJENCTBUE C APYIMMU NPEMNAPATAMU

XOpOoLLO N3BECTHA HECOBMECTUMOCTb MEXY ManypOHOBOW KUCNOTOM
1 CONAMU YETBEPTUYHOMO aMMOHWSI, TaKUMU, HaNpUMepP, Kak XIopug
6eH3ankoHUs. YunTbiBas 37O, HAKOrAA He CredyeT AOomycKaTb KOH-
TakTa VIMnnaHTara ¢ TakuMn COefuHEHNSMU, a TakkKe MEeOULMHCKIM
XUPYPrYECKUM UHCTPYMEHTapuem, 06paboTaHHbIM NMI.

MPUHUUMN PABOTblI MEAULUHCKOIO U3AENUSA

[anypoHoBasi KucroTa sIBNISIeTCSl COeAUHEHNEM, KOTOpoe MpucyT-
CTBYET B Pa3NyHbIX TKaHsX opraHuama, B TOM 4uclie U B Koxe. B
pesynbTaTe npolecca eCTECTBEHHOro CTapeHnsi Coaep XXaHue rvuany-
POHOBOI KUC/OTbI B KOXE CHUXKAETCS, YTO MPUBOAUT K YXYALIEHO
YMpYro-anacTyeckux CBOMNCTB NMOKPOBHbIX TKaHeN.

B npefcTaBneHHbIX MEAVLMHCKAX U3OENUSX WCMoMb3yeTcs ruany-
poHoBasi KUCMOTa, MoslydeHHas nMyTeM cdhepMeHTauuy GakTepuin pofa
CrpenTtokokkos rpynnbl C no JIaHcchunbay.

O heKT HanonHNTenNe Ha OCHOBE PETUKYNSPHON FManypoHOBOW KMC-
JIOTbl HEXXMBOTHOIO MPOVCXOXAEHNS Ha VHBOIOLMOHHbIE U3MEHEHNS
VMeeT Hecreumduyeckuii n cneuuduydeckunii xapaktepsl. Hecneuundu-
yeckuii achchekT obycnoBneH 3anosiHeHvem obnacTv ¢ He[OCTaTKOM
TKaHN refieobpasHbiM PETUKYNISIPHBIM HAMoNHNUTENEM, B peaynbTate
Yero [OCTUraeTcsi BU3yarbHasi KOppeKkLuus aedekta B TeUeHe onpe-
[EeNeHHoro NpomMexyTka BpemeHU. bnaropgapsi BbICOKOW MnacTU4HO-
CTV, HarMoSIHUTENN PaBHOMEPHO PacrpefensioTcs B 30He BBEAEHNS,
obecneunBasi 9CTETUYECKWIA pe3y/bTaT CTpasy Mocne npoLeaypb.
Cneundunueckunin apeKT B 30HaX VHBOJIIOLMOHHbIX U3MEHeHUIn 0by-
crnoBneH usnonornyeckumy addekTamm rmanypoHOBON KWUCMOTbI.
Pacronarasicb BO BHEKJIETOYHOM MPOCTPaHCTBE, rManypoHoBasi Kuc-
10Ta, SIBMSSICh BbICOKOTMAPOMUILHLIM COEAVHEHNEM, CO3AaeT [o-
MONTHUTESNbHBIN 06bEeM 3a CHET MPUTArMBaHUS U CBS3bIBAHUS MOJEKY
BOfbl; BOCMOJHSET AethULUT NPOMEXYTOUHOIO BELLECTBa — COGCTBEH-
HOWA riaypoHOBOW KUCOThI B IepMe, co3paBasi «kapkac» Ass BoccTa-
HOBINEHWS CTPYKTYPbl BOJIOKOH AEPMbl.

MepneHHas 1 paBHOMepHas Guoferpagaums PeTUKYSIPHON ranypo-
HOBOW KMNCNOTbI NO3BONSET 13bexarb pe3kol notepu obbema B Teve-
H1e HaxOX[eHVsl UMMNnaHTaTa B TkaHsix. B npouecce 6rnogerpapaun
ocBob6oxaatoTes Monekynbl cBoboaHo MK, Heobxoavmble ans pesu-
Tanmsauum 1 yBRaxHeHUs KoXu.

TEXHUWYECKOE ONUCAHUE MEANLUMHCKOIO U3JAENUs
IMnnaHTat MSrknx TKaHei Ons WHTUMHOW KOHTYPHOW MNacTvKu
VISCOLINE® INTIMO npepHasHaueH AN BHYTPUKOXHOIO BBEAEHNS.
MNpencrasneH B BUAe CTEPUNBHOTO pacTBopa, NpeABapuTesibHO Harnom-
HEHHOTO B CTeK/IsIHHbIE LUNPWLbI, A5 OAHOPa30BOro NCMOMIb30BaHNS.
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COCTAB

UcxopgHble KoHueHTpauus, KoHueHTpauus, %
BellecTBa mr/mn
Mmanyporat HaTpust 21,0 2,1
Mmppodocar 14,2 1,42
HaTpust
Hatpusa
aurugpococdar 2,8 0,28
pvrugpar
Xnopupg HaTpus 5,3 0,53
M'vppocynbdart 19 0,19
HaTpust
Bopa ons uHbekumin 954,8 95,48
OcTatouHoe copep-
>KaHvie CLUMBaIoLLEro
areHTa 1, 4-6ytaHgu- | <1 ppm <1 ppm
o AUrMULMANIOBOro
acmpa (BDDE)
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WH®OPMALNSA O NIEKAPCTBEHHbIX CPELCTBAX,
COOEPXALLMNXCS B MEAUUUHCKOM U3AENUN

DyHKUM- _
cemecron | onanehoe | (AL | Mpowssoputons
BLOOMAGE
Fuany- AKTUBHbIN 9067- BIOTECHNOLOGY
poHar KOMIMOHEHT, 307 CORPORATION LIMITED,
HaTpus reneo6pa- Kurair, ®C-001305 ot
3oBarenb 11.01.2016 . (cpok pencTaus:
6eccpoyHo)
OBLLECTBO C OrpaHNYeHHo
OTBETCTBEHHOCTBIO «[ POTEKC»
(OO0 «["poTekc»), Poccus,
Bopa ans PacTBopu- 7732- | JIN-002529 ot 08.07.2014
VHbEKUA | Tenb 18-5 (nata nepeocopmneHmns

09.06.2021) (cpok aencTeus:
6eccpoyHo) (C.2.2.0019.18)




TEXHUYECKUE XAPAKTEPUCTUKU MEAULIMHCKOIO N3AENNA
OCHOBHbIE TEXHNHYECKME XapaKTepUCTMKK uspenus

HaumeHoBaHune
nokasarensi

Tpe6oBaHus

pH

6,8-7,6

/3Bnekaembiit 06bem
pacTBopa B Wwnpuue, M

1,0 (+0,2) mn, 2,0 (+0,2) mn, 3,0
(x0,2) mn

BHewwHwuin BuA,

Mpo3payHsblii renb oT 6ecuBeT-
HOrO [10 CBETNO-XENTOro LiBeTa,
6e3 3anaxa, 6e3 NOCTOPOHHMX

BKJTOYEHUI
Copep>xaHvie 6akTepuanbHbIX He Gonee 0,5
BHOOTOKCUHOB, EQ/Mn
OcmonaneHocTb, MOCM/KI 200-400
[vHamnyeckas BaskocTb, MMa-c | 5000-25000
Ycunue, Tpebyemoe anisi
npviBefeHsi B ABUXKEHNE <45
LUTOK-MOPLUHS WnpunLa, 3a-
nonHeHHoro Vimnnaxrtarom, H
Cpok 6uoperpagaumm, mec. 9-12

MakcumanbHas paspeLleH-
Has gosa NmnnaHTaTta ana
OfHOro 4yenoseka 3a ogHy

npouenypy, M

[ns Kaxxporo y4acTtka
VHBEeKLUMN - 2 M

MpovicxoxpeHne
r1anypoHOBOIi KNCMOTbI

MeTopom aspobHoii hepmeHTa-
ummn 6aktepuin popa CTpenToKoK-
koB rpynnel C no JIaHchunbay

CopepxxaHue 6enka, % <01

S pemmormats, | 10-s0%

MnotHocTb rens, r/mn 1,0-1,3

FepMeTUYHOCTb LWNpULEB FepMeTnyHbI

CTepunbHOCTb CrepusibHbl
11
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winPuUbl

Howmep peructpauyu-
OHHOrO yAOCTOBEpe-

HaumeHosaHue MpoussoguTtens HIA/HOPMATHBHOTO
AOKYMeHTa

LUnpuubl MeamumHeKkme «LIOTT Csus ®C3 2009/04195

6ecuBeTHbIE 1 KOpUY- Al», LLiBeliuapus oT 28.09.2020

HeBble U3 CTEKIOTPYGKM (cpok pericTaus:

émkocTbio 0,5 - 120 mn 6eccpoyHo)

C NPUHAANEXHOCTAMMN 1

6€e3 HnX.

LLINpuLpbl CTEKNISHHbIE «BeKkToH dC32011/11237

BD Hypak ctepunbHble 1 | JUKUHCOH oT 26.12.2011

HecTepunbHbIE, C UTOoi ®paHc C.A.C.», (cpok penctaus:

1 6e3 urnbl, o6bemom oT | PpaHuus 6eccpoyHo)

0,5 mn go 20 mn.

LLnpwvubl Ans npensapu- «LLlaHbayH P3H 2013/764

TeNIbHOro HanoNHeHNs Baiirao Npyn 26.03.2018 r.
opfHopa3oBble CTepunb- Megukan Monun- (cpok penctaus:
Hble o6bemamm 0,5; 1; 1 Mep Komnanu 6eccpoyHo)
1ong; 1,5; 2,25; 3; 5; 10; NumnTag», Kutan
20 mn.
LLINpurubl MeguUMHCKre «CTeBaHaTo ®dC3 2012/12068
6ecuBETHbIE U KOPWY- Fpynn C.n.a.» 0T 29.05.2017
HeBble 13 CTEKII0TPY6KMN (cpok peicTBust:
1-ro rugponMTNHECKOro 6eccpoyHo)
Knacca émkocTbto 0,5 - 20
M1 C MPVHAAIEXXHOCTSIMI
1 6e3 HI1X
urnbl
Homep
peructpa-
Haunme- n LIMOHHOrO
HoBaHue pousBoAu- Kanu6p | Pasamepbl | yaocrose-
nspenuns Tenb peHusi/Hop-
MaTUBHOro
AOKYMeHTa
VIHCTpYMEHTbI 0.4x12 MM
CTepusibHble G27 ’ (1727
0[1HOPa30BOro »C3
1CMONb30BaHUs 2011/09452
AN Me3oTe- EPV"MOC' 27.08.2019
panun cepum -p-1>, (cpok
ME3OPAM Viranns Gao | O3XISMMI neiicrans:
(MESORAM) (@27 6€CCPOUHO)
Wrna pna mu-
KPOVHBEKLWIA.




0,4x12 Mmm | dC3
G27 1/07
Urna MESO- EVMOTEKHE (1727) 2011/10175
RELLE cre- CPJI, or
pvnbHas gns Utanus 0.3x12 MM (101 ‘252021
mesoTepanuun (Gallini S.r..) G30 (/2% /:LepI7ICTBMH'
6eccpoyHo)
Go7 0,4x13 mm | ®C3
Wrnbl nHb- «BeKToH (1/27) 2008/03143
EKUMOHHbIE LIMKUHCOH oT
BD Hypoint Meavkan (C) 03.12.2008
OAHOPa30oBbIe | [re flTg», @30 0,3x13 mm | (cpok
cTepunbHble CuHranyp (1/2”) neictemns:
6eccpoyHO)
0,4x12
Wrna nHb- ()1(/2")MM P3H
eKLMOHHas! G27 2018/7086
opHopagsosast «Tepymo 0,4x20 mm | OT
cTepunbHast tOpon H..B.», T 26.04.2018
K-Pack Il Benbrus 0,3x13 mm | (OPOK
Needle G30 ! " LencTens:
(1/27)
6eccpoyHo)
Wrnel runope-
pManbHble ¢ Go7 | 0413 Mm
3aKpyrneHHbIM (727 dC3
KOHLOM B . 2011/10609
CTepuibHON «TCK NNa- oT
ynakoske ans 6opatopi», 15.09.2011
BBEAeHS SAnoHus (TSK) 0,3x13 mm | (CPOK
npenaparos G30 ’ (/2% LencTeus:
Ha ocHose 6eccpoyHo)
rnanypoHoBom
KUCNOTbI

TPEBOBAHUS1 BE3ONACHOCTU MEAULIMHCKOIO U3JENNS
VIMnnaHTaT He TOKCWYeH U He OKa3biBaeT BPeHOro BO3AEVCTBUS Ha
opraHusM Yenoseka npu paboTe ¢ HUM.

VimnnaHTaTt He 06pasyeT TOKCUYECKUX COEAVHEHNIA B BO3AYLIHOM
cpefe 1 B CTOYHbIX BOAAX, He MPUBOAUT K CaHUTapHO-OMacHbIM
3arpsAsHEeHSIM OKpy>KatoLLel cpeabl.

VIMnnaHTaT JOIKEH COOTBETCTBOBATL TPeBGOBaHMSM Grosiornye-
ckoi 6esonacHocTu B cooTtBeTcTBuM ¢ FTOCT P 52770, TOCT P UICO
10993-2 1 cepun ctangaptos FOCT ISO 10993 1 fonkeH 6biTb
HETOKCUYHBIM.

CBEJEHUSA O CTEPUIU3ALUN

Bce komnoHeHTbl ViMnnaHTaTta cmewnsaroT 1 acytoT B WwnpuLbl. Ha-
MOJTHEHHbIE LNPULbI Aarniee CTEPUNM3YIOT METOAOM NapoBoii CTepuu-
3auun B aBToknaee B cootsetctBum ¢ FOCT P ICO 17665-1, TOCT

P 56893/ISO/TS 17665-2. MNocne cTepunuaauny VimnnaHTtat gomkeH
6bITb CTEPUEH. YNakoBKOW, CO3AaloLLe CTepubHbIN 6apbep ans
ViMnnaHTaTa, Crny>XuT TONbKO LMpULL.
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TPAHCMNOPTUPOBAHUE U XPAHEHUE

TpaHcnopTMpoBaHye LNPULIOB C VIMniaHTaToM NpousBoasT BCeMut
BUAAMY TPAHCMOPTHbLIX CPEACTB B COOTBETCTBUM C TPeGOBaHMSMI
npasuiaMy NepeBo3KU rpy30B, AeVICTBYIOLLMMMN Ha COOTBETCTBYIO-
LLieM BuAe TpaHcnopTa, Npy cobioAeHn TeMnepaTypHOro pexuma
(ot +2 °C po +25°C), He 3amopaxkuBaTb.

Bug oTnpaBky - MOYTOBOW MOCHINIKON, aBTOMALIMHAMU, KOHTeiHepammn
no FOCT 20435 vnn TOCT P 53350.

VimnnaHTaTt B ynakoBke XpaHsiT npu Temnepatype ot +2 °C go +25 °C,
B MeCTe, 3aLL/LLEHHOM OT MPSIMbIX COJTHEYHbIX Nyyeil. He 3amopaxu-
BaTb. XpaHWTb B HEAOCTYNHOM Ans AeTel MecTe. [epen ncnonb3o-
BaHueM y6eaunTech B LEENIOCTHOCTY YMakoBKW. He NpuMeHsiTb nocne
OKOHYaHVIsi CPOKa roAHOCTY.

ycnosusi IPUMEHEHUSA

VIMnnaHTaT [OsKeH 1CMonb30BaThes B KNMHMKAX, 60/1bHULAX 1
APYIVX MEAVLMHCKX YUYPEXKAEHNSX.

[o Havana npoueaypsl NauMeHT [OMKEH 6biTb MPOUH(OPMUPOBaH O
roKasaHysix MEAULIMHCKOrO U3AeNnusl, a Tak>Ke O ero NpoTMBoMNoKasa-
HUSIX 11 BO3MOXHbIX HEXeNaTesbHbIX MOBOYHBIX SBMEHNSIX.

Mepen npyMeHeHneM y6eaunTech, YTo ynakoBKa C MpenaparoM He
NoBpPEXAeHa 1 CTEPUNBHOCTb He HapyLueHa. Y6eanTech, Y4To Cpok
rOAHOCTI Npenapara He UCTEK.

VIMnnaHTar, a Tak>e nocTassieMble B KOMMIEKTE WMTibl, MPeAHa3Ha-
YeHbl [/19 OAHOPa30BOro MCMosbL30BaHs. He Ucrnonb3oBaTth NoBTOp-
Ho. Mpy NOBTOPHOM MCMOML30BaHUN ECTb PUCK UH(DULIMPOBAHIS UK
3apaxkeHunst Yepes KPoBb.

MecTo UHbeKLMN AOMKHO BbITb TLATENBHO MPOAE3NHMULMPOBAHO.
VIMnnaHTaT He [OMKeH UCMONb30BaTLCS AN YBENMYEHNS TPYAN UK
ANsi BBEAEHUS B CYXOXUIMS, CBASKN UM MblLULbI.

Ecnu y nauneHTa B aHamHese Gblnin NPOsiBNEHUs reprieca B UHTUMHO
30He, TO MPOKOJIbI UMbl BO BPEMS MHBEKLMU MOMYT CMPOBOLMPOBaTH
HOBbIE BbIChINaHNs repreca.

MpriMeHeHne acnnpyHa, HECTEPOUAHBIX MPOTUBOBOCTANNTENBHbIX
npenaparos, Npenaparos C BbICOKVM COAepXaHneM sutamuHa E ne-
PEeA HBEKLIMEN MOXET YBENNYNTL PUCK KPOBOTEUEHNS U MOSIBIIEHNE
remMatoM B MecTe yKorna.

CPOK rogHOCTH
[apaHTuiAHbBIN cpok rogHocTu MimMnnaHtarta — 24 mecsiua co gHst
cTepuMsaumnm.

FAPAHTUU N3rOTOBUTENSA

MNpeanprsiTe-N3roToBNTENb FrapaHTPYET COXPaHHOCTL VMnnaHTa-
Ta Npu coboAeHNN YCIIOBUI MPUMEHEHNS!, TPaHCNIOPTUPOBaHNS 1
XpaHeHVs1, ykadaHHbIX Ha ynakoBKe.

[apaHTuiHbBIN cpok rogHocTu MimMnnaHtarta — 24 mecsiLa co gHst
cTepuMsaumnm.

MepuuyHcKoe usfenme ¢ UCTEKLLUM CPOKOM FOAHOCTU MPUMEHEHNII0
He MOoANexuT.

YTUIN3ALUA

Vcnonb3oBaHHbIe MaTepuasibl yTUM3UPYIOTCS COrTacHO Knaccy
onacHocTu, ykazaHHomy B CaHlMuH 2.1.3684.

B cootsetcTBUM ¢ CanluH 2.1.3684:

- LUMPYL, C MramMm Mo KaccrdmrkaLmm onacHocTy otHoeuTes K Knacey b;

14



- YNaKoBOYHbIE MaTepuasibl, KapTOHHas Kopobka 1 6ncTep Mo Knac-
cudmrkaumm onacHocTn oTHocuTes K Knacey A.

LLinpwuL, ¢ urnamm nocrie Ncnosib3oBaHnst HEOGXOAVIMO Cpasy yTUN3M-
poBaTb, AaXe B TOM C/lyyae, €C/iu COAEPXXVMOE He GbIIo NCMosb30-
BaHO MOJIHOCTbIO.

MAPKUPOBKA
MapkupoBka ViMnnaHTaTta Jo/mkHa COOTBETCTBOBaThL
FOCT P 15223-1, TOCT 14192-96 v HacTosimm TY.

MapkupoBKa NepBU4HOI YNaKOBKU COQEPKUT:

- rpafyvpoBOYHast LIKana;

- HaMMeHOBaHVIe MeVILIMHCKOrO N3AeNs;

- 06beM HanosIHeHUs Wnpula;

- cumBon «CTepununsauyms NapoM Man Cyxum Tenaom»
- cmBon «OCTOPOXKHO!» *

- cMMBON «3anpeT Ha NOBTOPHOE NPUMEHeHne» *;

- cuMBOS «BepXHAA N HUXKHSIS rpaHuLIa TeMnepaTypHOro AyranasoHar» *.
MapkupoBKa BTOPMYHOIA YaKOBKN COAEPXUT:

- HaMMeHOBaHVIe MEeLVILIMHCKOTO U3LENIs;

- ucrnonb3oBath Ao...*;

- HoMep napTun®;

- 06beM HamosHeHs Wwnpua.

MapkupoBKa TPETUYHOI YNaKOBKU COAEPXKUT:

- HaMMeHOBaHVIe MeVILIMHCKOrO N3[eNs;

- KOMMeKTauvs MeAVNLMHCKOrO N3aenis;

- COCTaB MeAVLMHCKOro n3aenus;

- 06beM HanosIHeHUs Wnpula;

- KONINYECTBO HaMOJIHEHHbIX LUNPULEB B YNaKoBKe;

- HaMMeHOBaHVie 1 afpec NPOVN3BOANTENS;

- CPOK rOAHOCTY;

- ucnonb3osaTtb 40...5;

- YCIIOBUS XpaHeHWsi;

- HOMep napTnn™;

- cumon «CTepununsauyms Napom Man Cyxum Tenaom»
- cumBon «He cTepunnsosaTb NOBTOPHO» *;

- cmBos «OCTOPOXKHO!» *;

- CMMBO «3anpeT Ha NOBTOPHOE NPUMEHeHne» *;

- cuMBON «BepXHAA N HUXKHSIS rpaHuLIa TeMnepaTypHOro ayranasoHar» *;
- cumBoON «He 1cnonb3oBaTh NPU NOBPEXAEHNN YNakoBKm» *;

- cumBon «3Hak cootBeTcTBUA PCT feknapupoBaHyisi ToBapoB»

(Npy HEO6XOAMMOCTU, B COOTBETCTBUM C AEVICTBYIOLLIUM
3aKOHOAATENbCTBOM) *;

- WTPUXKOA;

- QR-kog;

- HOMep PervcTPaLVoHHOIO Y0CTOBEPEHUST;

- HOMep TEXHNYECKUX YCIOBUI;

- cumBon «He fonyckaTb BO3[EVCTBUS CONTHEYHOrO CBETa»
- norotun «/HTenbro»;

- BOMyCKaeTCsi HaHeCeHUe roorpadryeckoro 3alUTHOro 3HaKa.
Ha Haknelike (napHOM CTUKepe) A0MKHO GbITb yKa3aHo:

- HaMMeHOBaHVIe MEeLVILIMHCKOTO N3LENNs;

- ucrnonb3oBath Ao...*;

- HoMep napTun®;

- 06beM HamosHeHs Wwnpua.

*

*.

*u
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MapkupoBka TpaHCNOPTHOI YNaKOBKWN COAEPXUT 3HaKM,
COOTBETCTBYIOLNE 3HAYEHUAM:

- cumBon «Xpynkoe. OCTOPOXKHO!» *

- cumBon «He fonyckaTb BO3LECTBUS COTHEYHOMO cBeTa» *;
- cumBon «Bepeub oT Bnaru» *;

- cumBon «He 3amopaxuBatb» *

CUMBObI, YKa3aHHbIE Ha YNaKoBKe:

3al‘|peT Ha NOBTOPHOE NpuMeHeHne

OcTopoxHo!

CTepunnsauusi Napom Wy Cyxum Temnsiom

//‘Q He ponyckaTtb BO3[eNCTBUS CONHEYHOrO CBETa
[ ] (Oep><aTb B fanu OT UCTOYHVKOB Tenna)
E Wcnonb3osaTtkb Ao...

Homep napTum

25%
e J’ XpaHuTtb npu Temnepatype ot +2 °C po +25 °C
He ucnonb3oBatb Npu NOBPEXAEHNN YNaKoBKu

@ He CTepun3oBaTb NOBTOPHO

! Xpynkoe obpaLLatbcsi OCTOPOXHO

T Bepeub ot Bnaru

He 3amopaxuBaTb

MaHVNyNAUMOHHbIE 3HaKW JOSKHBI HAHOCUTLCS MO TpadapeTy nnm
LUTEMMeNeBaHNeM YepHoO BOJOCTOKON Kpacko. O6o3HaveHne yc-
noBui XpaHeHus n gpyrve aononHUTeNbHbIe HAaANUCK OOKHbI 6bITb
HaHeCeHbI Ha Tapy Wn Spblk B MecTax, CBOGOAHbI.

* - 0603HaYeHNe cumMBoa ykadaHo B Tabmue «CUMBOJIbI, yKa3aHHbIE
Ha yrakoBke»
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INSTRUCTIONS

FOR USE OF
MEDICAL PRODUCT
Soft tissue implant for intimate
contouring VISCOLINE®

INTIMO according to Technical

Specifications 32.50.22-015-
06997856-2022

‘5‘ WHTenbEO




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 — 1 pc.,

- needle 27G 1/2” or 30G 1/2” - 2 pc.,

- instructions - 1 pc.,

- label - 2 pc.

2. Soft tissue implant for intimate contouring VISCOLINE® INTIMO
- 2.25 ml syringe with 2.0 ml filling - 1 pc.,

- needle 27G 1/2” or 30G 1/2” - 2 pc.,

- instructions - 1 pc.,

- label - 2 pc.

3. Soft tissue implant for intimate contouring VISCOLINE® INTIMO
- 3.0 ml syringe with 3.0 ml filling — 1 pc.,

- needle 27G 1/2” or 30G 1/2” - 2 pc.,

- instructions - 1 pc.,

- 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

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 of this 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 insertion.

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

ROUTE OF MEDICAL PRODUCT ADMINISTRATION

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.

If the 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 anesthesia
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 pulling 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 be-
tween the needle and the syringe (Fig. 3).

ringe barrel. There should not be any empty space between these
2 elements (Fig. 4). Non-observance of this requirement may re-
sult in the needle being pushed out and/or the drug leaking out of
the needle at the Luer-Lock level.

0 Continue to screw until the edge of the needle cap reaches the sy-
9 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 of the 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.
If you 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.

- After the procedure, you should strictly refrain from sexual intercourse
for 5-7 days.

« It is recommended to exclude alcohol consumption, active physical
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activity within a week after the procedure.

« If you 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.

« It is forbidden to mix the Implant with other substances. It is forbidden
to add any other substances to the Implant.

« 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.

« 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.

« 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 of implant insertion, infection, formation of a
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
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the defect within a certain period of time. 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 «framework» for restoring the structure of the dermis fibers.

The slow and even biodegradation of reticular hyaluronic acid avoids a
sharp loss of volume 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
Starting substances gc;r/\xntration, Concentration, %
Sodium hyaluronate 21,0 2,1
Disodium phosphate
dihydrate 142 1,42
Sodium dihydrogen
phosphate dihydrate 28 028
Sodium chloride 53 0,53
Sodium hydrosulfate 1,9 0,19
Water for injection 954,8 95,48
Residual crosslinker
1,4-butanediol <1 pom <1 ppm
diglycidyl ether PP PP
(BDDE)
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INFORMATION ON DRUGS CO!

NTAINED IN MEDICAL PRODUCT

Startin Purpose CAS
substances | of Use No. Manufacturer
Active BLOOMAGE BIOTECHNOLOGY
Hyaluronic component, | 9067- CORPORATION LIMITED, China, FS-
acid gelatinizing | 32-7 001305 dated 11.01.2016
agent (date of expiry: perpetually)
Limited Liability Company «Grotex»
_ | (00O «Grotex»), Russia, LP-002529
.W.a‘et'. for | soent 32352 dated 08.07.2014 (date of reissue
injection - 09.06.2021) (date of expiry: perpetually)
(FS.2.2.0019.18)

TECHNICAL SPECIFICATIONS

OF MEDICAL PRODUCT

Main technical specifications of medical product

Item Specifications

pH 6,8-7,6

Extractable volume of the 1,0 (+0,2) ml, 2,0 (+0,2) ml, 3,0
solution in the syringe, ml +0,2) ml

Transparent gel from colorless to light

Appearance yellow, odorless, free of foreign matter
Co%ﬁnt of bacterial endotoxins,| max. 0,5

Osmolality, mOsm/kg 200-400

Dynamic viscosity, mPa-s 5000-25000

Force required to drive the

piston rod of the syringe <45

prefilled with the Implant, N

Biodegradation period, months | 9-12

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

for each injection site — 2 ml

Origin of hyaluronic acid

By aerobic fermentation of
Lancefield’s group C bacteria

Protein content, %

<0,1

Degree of hyaluronlc gel
reticulation, ¢

1,0-5,0%
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Gel density, g/ml 1,0-1,3

Syringe integrity Sealed

Sterility Sterile

SYRINGES
Marketing authorization

Name er y
number

Colorless and brown medical

syringes made of glass tubes «SCHOTT Swiss FSZ 2009/04195

with a capacity of 0.5 - 120 ml
with and without accessories.

AG», Switzerland

dated 28.09.2020
(date of expiry: perpetually)

Glass syringes BD Hypak,

sterile and non-sterile, with «Becton FSZ 2011/11237
and without needles, with a Dickinson France dated 26.12.2011
capacity SAS», France (date of expiry: perpetually)
of 0.5 -20 ml.
«Shandong

Syringes for prefilling,
disposable, sterile, with a
capacity of 0,5; 1; 1 1ong; 1,5;

Weigao Group
Medical Polymer

RZN 2013/764
dated 26.03.2018

LR B 10 Company (date of expiry: perpetually)
2,25;3;5;10; 20 ml. Limiteds, China
Colorless and brown medical
syringes made of glass tubes of «Stevanato FSZ 2012/12068
the flr§t hydrolytic class wl(h a Group S.p.A» dated 29.05‘.2(.31 7
capacity of 0.5 - 20 ml with and (date of expiry: perpetually)
without accessories.
NEEDLES
Marketing
Product name Manufacturer Gauge | Size ::::z::/artelggla-
tory number
Sterile disposable a7 0,4x12 mm | FSZ
MESOPAM 1/27) 2011/09452
instruments for «RI.MOS. dated
mesotherapy S.rl, ltaly 27.08.2019
Needle for @30 0,3x13 mm | (date of expiry:
microinjections. (172”) perpetually)
Go7 0'4(’;1/5,,;"”1 Fsz
MESO-RELLE <BIOTEKNE 2onionrs
sterile needle for SR.L», ltaly 022024
mesotherapy (Gallini S.r1) Gao | OBKIZmm | iy
(727 perpetually)
0,4x13 mm
! ) «Becton G27 apny | 2
Disposable sterile Dickinson 2008/03143
BD Hypoint injection | vedical (3) dated
needles N 03.12.2008
gitséla_;cér,e 0,3x13 mm | (date of expiry:
G30 (1/27) perpetually)
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0,4x12 mm
) RZN 2018/7086
Disposable injection «Terumo G27 (/2") dated
needle K-Pack Il Europe N.Vo», 0.4x20 MM | 55 04 5018
Needle Belgium 0.3x13 mm | (date of expiry:
G30 : 1/27) perpetually)

Hypodermic needles
with a rounded 0,4x13 mm Fsz
end in a sterile TSK G27 (1727 | 2011710609
packaging for the Laboratory», ??gg 2011
idrTmust‘ratwopdof Japan (TSK) 0.5x13 (déte of expiry:

yaluronic acid- G30 »9x13 mm Ve
based preparations (1/27) 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 of shipment — by postal parcel, cars, containers in accordance
with GOST 20435-75 or GOST R 53350-2009.

The implant in the package is stored at a temperature of +2 °C 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.
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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 of a 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» *.
Labeling for secondary packaging contains:

- medical product name;

- use by date*;

- batch code*;

- fill volume of syringe;

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;

- 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 of goods» (if necessary,
in accordance with current legislation) *;

- barcode;

- QR-code;

- Marketing Authorisation number;

- technical specification number;

- symbol «Protect from sunlight» *;

*.
’
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- IntelBio logo;

- holographic security marking is accepted.
The label (double sticker) shall indicate:
- medical product name;

- use by date*;

- batch code*;

- fill volume of syringe;

Transport labels contain symbols which mean:
- symbol «Fragile. Take due care!»*;

- symbol «Protect from sunlight»*;

- symbol «Protect from moisture»*;

- symbol «Do not freeze»*.

Packaging symbols:

@ Do not reuse
A Warning
Steam or dry heat sterilization
Protect from sunlight (Keep away from heat)

Batch code

a
2 Use by date
[toT]

szs"t Keep at a temperature of +2 °C to +25 °C
@ Do not use if package is damaged
@ Do not resterilize

! Fragile, take due care

T Protect from moisture

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.

* - symbols are designated in the Table «Packaging symbols»
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NPON3BOAUTESNb MEAULIMHCKOIO U3LENNS:
O6LLecTBO € OrpaHNHYeHHON OTBETCTBEHHOCTLIO
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MockoBckasi o6nactb, r. CTynuHo, fepesHsi LLimatoBo,
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Ten.: 8 (495) 924-15-99. Email: info@intelbio.org,

canT: intelbio.org
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