YTBEPXAAHIO
"eHepanbHbIi AUPEKTOP
000 «MHTEJIBNO»

AJl. TanvH
2020 .
M. T1.

MHCTPYKUWNA
MO0 NPUMEHEHWNIO MEANMUMNHCKOIO N3AENNA
MnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXHBIA B MEAONHEHNAX VISCOLINE® LIGHT, VISCOLINE®
BALANCE, VISCOLINE® DEEP, VISCOLINE® VOLUME no TY 32.50.50-005-03127020-2020

\ 1 HAMMEHOBAHWE MEAVNUMNHCKOIO N3AENTNA
IMnnaHTaT BA3KO-31aCTUYHBIA BHYTPUKOXHbIN B MeAonHeHnsax VISCOLINE® LIGHT, VISCOLINE® BAL-
ANCE, VISCOLINE® DEEP, VISCOLINE® VOEUME no TY 32.50.50-005-03127020-2020.

2 KOMIMJIEKTHOCTb
1 MMnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXKHBIN B ucrnonHeHnn VISCOLINE® LIGHT:
1) wnpwuy o6bemom 1,0 Ma - 1w,
2) urna 30G 1/2” -2 wr.,
3) MHCTPYKUmMs - 11T,
4) Haknerka- 2 L.

2. IMnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXHBIN B ncnonHeHnn VISCOLINE® BALANCE:
1) wnpuy o6vemom 1,0 M- 1wr.,

2) urna 30G 1/2” - 2 wr.,

3) MHCTPYKUmMSA - 1.,

4) Haknelika - 2 WT.

fc. iImMnnaHTaTt BA3KO-3/1aCTUYHbIA-BHYTPUKOXHBIA B ncnonHeHnn VISCOLINE® DEEP:
1) wnpuy o6bemom 1,0 Ma - 1T,
2) nrna 27G 1/2” - 2 wr.,
3) MHCTPYKUMA - 1 LwT.,
4) Hakneika- 2 .

4.\MnnaHTaT BA3KO-3/1aCTUYHbIN BHYTPUKOXHbIN B cnoHeHun VISCOLINE® VOLUME:
1) wnpuy o6bemom 1,0-ma - 1.,

2) urna 25G 1" ~2wt.unn 26G 1/2” -2 wr., nm 272G 1/2” -2 wr.

3) UHCTPYKUMSA - 1 Wit

4) Haknenka- 2 W,

3 CBEAEHWA O MPOMN3BOAUNTEAE MEANUMNHCKOIO U3AENTNA
Mpown3soanTeb-MeANLNHCKOTO U3Aenus:
OO6LLEeCTBO € OrpaHMyeHHon 0TBETCTBEHHOCTBI. «VIHTEJTIBNO» (OO0 «NHTENBNO»)
142802, Poccus, MockoBckasi 06n1acTb, r. CTynuHo, yn. [loctoeBckoro, 4.1, ojuc 4
Ten.: 8(495) 924-15-99
Email: info@intelbio.org, cait: intelbio.org
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€CTo nponssoacTea MeANLIMHCKOI 0 n34enmAa

000 «CUMA NAB», 143026, r. MockBa, TeppuTOpns MHHOBALMOHHOIO LieHTpa CKOMKOBO, “BONbLUOW
|ByrnbBap, 4. 42, cTp. 1, aT. 3, nom. 785

4 HA3HAYEHWE MEANUMNHCKOI O U3AENNA

IMNnaHTaT ranypoHOBbIN BSAKO-3/1aCTUYHBIA BHYTPUKOXHBIN NpeAHa3HaueH Ans UCHoAb30BaHMS B
|aCTETUYECKOI MeANLIMHE U KOCMETONIOTM C LIENbIO KOPPEKLMN HEJOCTATKOB 1 1eieKTOB KOXKI, BO3PACTHbIX
[M3MeHeHWIA KOXW, BOCCTAHOB/NEHUS NOTEPSIHHOTO 06beMa KOXKI, BOCCTAHOBNEHNS TMAPaTaLin KOXMN.

MmnnaHTaT npuMeHAETCA TO/IbKO B neqe6Ho-npqu|/maKT|/|quK|/|x yypexxaeHusx.

5 OBJTACTb MPMUMEHEHWA
KocmeTonorus, fepmaronorus.

6 I'IOTEHLI,I/IAI'IbeII7I MOTPEBNTESDb
Bpay-KoCMEeTO/Ior UK CpeaHuii MeAVLIMHCKIA NepcoHan, NoyymBLLMIA AORONHUTEbHOE NPOgecc-

OHa/lbHOe 00pasoBaHMe Mo crieymanbHOCTM "CeCTPMHCKOE fefl0 B KOCMeToNnormy" (No HasHauyeHWo Bpada-
KOCMETO/10ra).

7 NOKASAHNA ONA MPUMEHEHNA MEAVWLIMHCKOTI O USAENNA
I3MeHeHVe aHaTOMUM COCTapUBLLIEMCS KOXM, BOCCTAHOB/IEHME OOLEMOB, 3arO/IHEHVE KOXHbIX fie-

MPeccul M MOPLLIMH, BOCCTAHOB/IEHNE KOXHOW ruapataumu.
- [na ncnonHenna VISCOLINE® EIGHT
VIMnnaHTaTt npyMeHseTcs 419 paBHOMEPHOr0 3aro/IHeHNA CPEAHMX 1 MOBEPXHOCTHBIX MOPLUMH, Mefi-
' KX MOPLLVHOK M KOXHbIX 3a/10MOB, KOPPEKLY 30H, 06e3BOXEHHON N YTPaTUBLLEN TOHYC KOXM B 061aCTU
;JWLp, LWen 1 aekonbTe. OH TakxKe MpefHasHaueH 415 3aro/IHEHNA MOPLLMH U KOXKHBIX CKafoK.
, - [Ana ncnonHexnnsa VISCOLINE® BALANCE
* mnnaHTaT npumeHseTes Ans 3anoiHeHUs MOPLUMH Ha'IULLE, KOXHbK CK/IaZloK, Hanpumviep, Hernybo-
K/X 1 CPESHWX HOCOTY6HbIX CKAAOK, MOPLUMH B 0611aCTh pTau Mexay 6poBeid. Ero Takxe -npuUMeHsIoT ais
' yBe/MYeHMA 06bema ry6 1/vam KOppekLMmn Ux KOHTYpa.
- [Ana ncnonHeHnnsa VISCOLINE® DEEP
mnniaHTaT NpUMEHSETC 418 3aMONHEHWA TNY6OKUX NULEBLIX MOPLUWH, HAMpMMep, HOCOTYOHbIX
CKaZoK, «MOPLLUMH CKOpOW», rny6oKuX CKNafoK, a Takke A5 YBeNMYeHus LWeK 1 oBana nvua. Ero takke
MPUMEHSKOT 415 YBEIMYeHNs 06bema ryb n/mnv KoppekLmm nx KOHTypa.
Ana ncnonHedna VISCOLINE® VOLUME
MnnaHTaT nprMeHseTca 415 yBenveHus-Lek, 061acTv CKy/ Y PeMOLEANPOBAHUA KOHTYPOB /1L,
[/F KOPPEKLM_CAe3HbIX 60PO03L4 M He3HaUMTEMbHbIX MTO30B, a TAKXKe /14 3arM0HeHNS rNyO0KMX CKNaLoK B

TO/ICTON KOXEe-NLLa.
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8 MPOTUBOINMOKA3AHUA

O6LLVe NPOTUBOMOKa3aHUs A5t BCEX UCMOMHEHWIA

» BBegeHune B 0651acTb BOKPYT rna3 (B 061acTb NOA rnasamun Ui B BEKK).

* bepemeHHOCTb, Neproa NnakTauuw.

e IHTpaBacKynsapHoe BBeLeHMe.

* Vicnonb3oBaHve MeAULMHCKOrO U3AeNNs B COMETAHUN C Na3epHOIA Tepanneid, MUHTEHCUBHBLIM Ny b-
CUPYHOLLMM CBETOM, XMMUYECKUM MUIMHIOM WK flepMmabpasneit.

e Bospact go 18 ner.

* Hannuve y naymeHTa KOXXHbIX 3a60/1€BaHWI, BOCNA/IEHWI, MHPULMPOBAHHBIX Y4aCTKOB B 06/1aCTU
npegnonaraemMoi UHbEKLMM U NPUNEratoLLein K Held.

e [pn N3BECTHO rMnNepyYyBCcTBUTENBHOCTU N HJIMYNA aJ1Neprnyecknx peaKu,mVl K-KOMIMNOHEeHTaM NM-
nnaHTara.

e Tpwv M3BECTHOI FMMNepYyBCTBUTENBHOCTY U HANMYKS aNNeprmyecknx peakuyid K NaoKamHy w/vnm
MECTHbIM aHeCTeTVKaM aMiAHOr0 TUNa.

e TauyeHTbl C ayTOUMMYHHBIMI HapyLLEHVSIMU U NPOXO0ASLLME MMMYHOTEpPanuIo.
e HapyuieHuns Koarynsuym unm aHTUKoaryasHTHas Tepanusi.

9 OINMMCAHWE

[aHHOe MeauuMHCKOe n3fenve npeacTasnseT coboii 6Uonormyeckn COBMEeCTUMBIN, MHBELMPYEMBI
rmaporenb, OCHOBaHHbIA Ha GMOPe30pPOUPYEMOI PETUKYNAPHOW TMaslypoOHOBOM KUCNoTe ¢ AobaB/ieHVem
HepeTKynspHon rnanypoHoBoin KucnoTbl (VISCOLINE® LIGHT) wimn Ha 6rope3opbupyemoin peTukynsp-
Ho ruanypoHoBoi kucnoTe (VISCOLINE® BALANCE, VISCOLINE® DEEP, VISCOLINE® VOLUME),
npeAHa3HauYeHHbIN 4Ns KOPPeKLMM HeAOCTaTKOB KOHTYPOB MArKUX TKaHEN NyTeM KOXHbIX MHBEKLWIA, Coaep-
xawwii 0,3 % nMaoKavMHa rmapoxnopnuaa, 06ecnedmBaroLLero aHeCTe3UpyHoLLee feiCTBIe.

Mo COCTOAHMIO MONEKY/ Pa3/iMyatoT HePeTUKYNAPHYIO (HECTabUNN3NPOBAHHYIO, HATUBHYO;. HECLLV-
TYI0) U PETUKYNAPHYIO (CTabUNM3NPOBaHHYO, CLUATYIO) MMaslypOHOBYIO KUCNOTY. HepeTuKynspHas ruany-
POHOBas KMCNOTa He MoaBepraeTrest 06paboTKe A4/ (DOPMUPOBAHMA CBA3EN MEXAY ee MOJeKyiammn, OTinYa-
eTCs CNOCOBHOCTLHO BbICTPO NPUTArMBaTL MOJEKY/ bl BOAbI, YCKOPATbL MPOLLECCHI HAa KNETOUHOM YPOBHE - 3TO
[2eT BO3MOXXHOCTb MONMYYMTb.MaKCUMasbHbIN 3DEKT G1OPEBUTAIN3ALMM - He NPOCTO YBNaXKHEHWE, a 3anyCK
MPOLLECCOB OMOJIOXEHWSA, CUHTE3a CO6CTBEHHOIO KO/I1areHa, yyuyLleHre COCTOsSHNE COCY0B, BblpaBHVBaHME
TEKCTYpbI U LiBETA INLA.

PeTuKynspHas -~3T0 rvaslypoHoBas KuC/oTa, CUlMTas C MOMOLLbI0 CLUMBAKOLLEFO areHTa 1,4-6yTaH-
[VION AUrMumnannoBoro. spupa (BDDE).

PeTukynaumsg (€rabunmsaums) ruanypoHOBOM KUCIOTbI - 3TO NpoLecc 06pa3oBaHUsA MPOYHbIX CBA3EN
MEXIy MOSIEKyamMu)raypoHOBOI KUCIOTbI ANA-YBEIMYEHUS NPOLO/MKUTENBHOCTM AeNCTBUA rens. Takue
CBSI3N HAa3bIBAKTCH «CLUMBKAMU» WM «MOCTUKaMU», N1 UMEHHO OHM 3allyLLaOT FMaypOHOBYH KUCMOTY OT
paspyLUaroLLero-AencTems (hepMeHTa ruanyponnaasbl. bnarogaps aTuM «CLUMBKam» (DepMeHTbI paspyLuatoT

rManypoHOBbII refb He cpasy, a MOCTENEHHO, «OTLLWMNbIBAs» OT A/IMHHOA MONEKY bl ManypoHOBOI KUCIOTbI
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Goree KOPOTKYe (hparmMeHTbl B TeUeHUe ANMTeNbHOTo BpeMeHn (0T 3 10 12 mecsueB). Bonee KopoTkue dhpar-
MEHTBI I'Via/lypOHOBO KNCNIOTbI 06/13[1a10T PEBUTAIN3NPYIOLLIMM AEACTBMEM U CTUMY/IMPYHOT BbIpabOTKY KO/l-
nareHa, NO3TOMY Ai@XKe Noc/e MOIHOrO paccachbiBaHWS KOHTYPHOTO refsi, Koxa B 06/1aCTI ero BBEAEHNS Co-
[EPHUT BONBLLIOE KONMMYECTBO KOMMAreHOBbIX BOMIOKOH, YKPEN/SIOLLMX €e.

JInaoKavH rvApOXNopUA SIBSIETCS MECTHBIM aHECTETMKOM, NpeAHa3HaueHHbIM 15 YMeHbLLeHUs 60-
NIE3HEHHBIX OLLIYLLIEHWIA,

10 Cnocob NPMMEHEHWA MEAVUWNHCKOIO N3AENNA

BBegeHve MHbEKUUIA ViMniaHTaTa 4O/MHKHO NPOBOANTLCA CreuuanncTaMm, 06yHeHHbIMU TEXHKKE BBe-
JeH/s NpenapaToB A4/1s 3aro/IHEHNA MOPLUMH. MMeped HaqasioM npouesypbl HEOOXOAUMO NOMYYUTL Y Nauy-
eHTaIeTa/IbHYH0 MH(hOPMaLMIO O ero npegblaywmnx 3abonesaHnax, NPONHMOOPMUPOBATL O NPeLNONOXKNUTENb-
HoX pesy/ibTaTax AencTBus npenapara u BO3MOXHbIX MOO0UHBIX HeXenaTebHbIX 3gdekTax. PekoMeHayeTcs
BBOMTL Npenapar npu NMoMOLLM WUI/1, COAepXXalmxca B KOpobke. BO3MOXHOCTE ) NpUOErHyTh K aHeCcTe3nn
JO0/DKHA ObITb BbISCHEHA OKTOPOM HENOCPeACTBEHHO Y nauyeHTa. XopoLwo AE3NHpULMPYIATe 30HbI, Nog/e-
Malye Koppekummn. MimnnaHTar Heo6XoAmMMOo, €enosb30BaTh cpasy noc/ie BCKPbITUS.

NmnnaHTat B cnonHeHun VISCOLINE® LIGHT BBOAMTCS B CPeAHWMIACON AepMbl, B 30HY Aernapa-
TaLW /TN KOXKHOT O 3a/10Ma, KOTOpble NOAJIEXAT KOPPeKLUMn. Bblbop TEXHNKM BBEAEHWNSA 3aBUCUT OT peLue-
H/F CNeLmanncTa, NPOBOAALLEro NPoLeaypY.

Ecnn VImnnaHTaT BBEAEH CAMLUKOM rly60KO, TO €CTb B F/TYO0KMIA CNO AepMbl U B MOAKOXKHbIE
TKaHW, KOppeKLums 6yaeT MeHee 3thiheKTUBHOIA.

BBoauMbIii 06beM VIMnnaHTaTa 3aBUCUT OT HEOBXOAMMOW/ETENEHN KOPPeKLMN. PeKomeHayeTcs Bce
%€ He NpeBbILLaTh J03MPOBKY 3 M/I-3a CeaHC. BaXXHO He Npov3BOAUTL N3OLITOUHYHO KOPPEKLMIO:-AKKYpPaTHO

0.MaccMpoBaTb 30HY MHbBEKL MU, MTOObI YOeanTbCA B paBHOMEPHOM pacnpefesieHnn 3arno/HUTeNs B KOppu-
| rvpyeMbIX 06/1aCTAX.

WmnnaHTat B ucnonHernm VISCOLINE® BALANCE ‘MeanieHHO BBOAWTCS B CPEAHWIA CNOI AepMbl C
CMO/b30BaHMEM TEXHUKU-JVHEAHO-TPacCMpyoWwed UHbEKLMN. ECM MHBEKUMS 0eNnaeTes CAULIKOM [/y-
BOKD, TO eCTb B MOAKOXHYIO TKaHb, KOPPEKLUMA He ByAeT-METb OXMAAeMOro ANTENbHOIO adekTa. Cnnw-
KoM rNly00Kas MHbEKLMSA Pacro3HaeTcs Ccrefytowmm 0bpa3oM: Npy BBOAe npernapata B NOAKOXHYHO TKaHb
OTCYTCTBYET CONPOTUBIEHME, OLLyLLaeMOe NPy UHBLEKLMN B fepMy. Ecnn BUAeH UBET UMbl NOA KOXeW BO
BPEVA VHBEKLMM, 3T0 03HAYaeT, YTO AaHHas NHBbEKUMS SBNSETCSA C/IMLLKOM NOBEPXHOCTHON. Takol MHbEKLMN
CcreqyeT n3berathb; [OCKO/bKY Pe3y/ibTaT KOPPEKUMMOXET ObITb HecTabuneH. O6beM MHBEKLMM 3aBUCUT OT
TpebyembIX TUNOB KOppeKunn. TemM He MeHee, peKOMeHAYeTCs He NnpeBbIaTs:06beMa 3 M 3a O4HY MNpoLie-
oypy. BaxkHo'u3beratb runepkoppekumm. MNaocie NHbeKUMN He06X0AMMO XOPOLLIO nomMaccupoBaTb 06pabo-

TaHHbE YUaCTKM 151 06ecneyeHmns paBHOMEPHOTO pacrpefieNieHs NpenapaTa B 0TKOPPEKTUPOBAHHbIX 30HaX.
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MmnnanTat B ucnonHeHnn VISCOLINE® DEEP meanieHHO BBOAMTCA B INYyO6OKWIA CNOW AepMbiiC UC-
bornb30BaHeM TEXHUKW IMHENHO-TPACCUPYIOLLEN MHBEKLMN. ECNIM MHBEKUUA AenaeTcs CNULLIKOM Ty60Ko,
P €CTb B NMOAKOXHYIO TKaHb, KOPPeKUuUs He ByaeT UMEeTb OXULAEMOr0o ANTENIbHOTro adiekTa.. CrmLKoMm
Ty60Kasd MHBEKLMA PACNO3HAETCA CNeayoLwyM 06pa3oM: Npy BBOLE MpenapaTa B NOAKOXHYHO TKaHb OTCYT-
CTByET CONPOTUB/IEHNE, OLLYyLLIaeMOe MPU UHBEKL UM B AepMy. ECnM BUAEH LBET Wbl NOL KOXEN BO BpeMS
VHBEKLYW, 3TO O3HAYaeT, YTO JaHHas MHBEKLMA ABNSETCS CNLIKOM MOBEPXHOCTHOMN. TakoW MHbBEKLMN Cre-
A\eT n3beratb, NOCKO/bKY Pe3y/bTaT KOPPEKLUUM MOXET ObiTb HecTabuneH. O6beM MHBLEKLM 3aBUCUT OT
TpebyeMbIX TUMOB KOPPeKUUnN. Tem He MeHee, peKOMeHZYyeTCa He NnpeBbilwath 06bemMa 3'Ma 3a OAHY npoLie-
oypy. BaxkHO m3beratb runepkoppekummn. Mocne NHbEKLMM HeO6X0AMMO XOPOLIO NomaccnpoBaTb 06pabo-
TaHHbE YUYaCTKM A1 06ecrneyeHns paBHOMEPHOI0 pacrpeeneHns npenapara B OTKOPPEKTUPOBAHHBIX 30HaX.

WmnnaHtat B ncnonHeHnn VISCOLINE® VOLUME BBoguTCA MeAsleHHO, HafnpaBnaa Urny no Hyx-
HOA TPaeKTopMK, NpU 3TOM CBOGOAHASA pyKa KOHTPOAVPYET MOJSIOXKEHWE UT/bl MOA KOXel 1 perynupyet Ko-
JM4ECTBO BBOAMMOTO Npenapara.

TexHVKa BBeIeHNS MOXET MEHATLCA B 3aBUCUMOCTU OT 30HbI 06PabOoTKM M KOIMYECTBA NPONUCAHHOTO
nperapara, CfiefoBaTe/NIbHO, KBA/IMMKALMS Bpaya No TEXHUKE yBeNUYEHUS [IOAKOXHBIX TKaHel nuua aBns-
€TCA CYLLLeCTBEHHbIM (DaKTOPOM.

MpeKpaTUTb MHBEKLMIO 3340/1T0 0. U3BIEUEHNS UTTIbl U3 KOXKW, YTOObLI Npenapar He nepenosiHu Me-
CTOBXXVB/IEHMS.

[na [OCTMXEHWS ONTMMa/IbHOFQ pe3y/ibTaTa NoMacCcUpoBaTh 30HbI MHBEKLMMW, YTOObI Y6eanuTbCA B
paBHOMEpPHOM pacnpeeneHuy npenapara B 30Hax, NOAJIeXaLlnX KOppeKunn.

B cnyyae cnvWKOM NOBEPXHOETHOW UHBEKLMM, YEro cneayet. n3beratb, pesybTaT KOppekumMm MoXeT
Obllb HEMpPaBW/bHLIM. B ciydyae JEFKON NPUNYX/IOCTM, NOSBUBLLENCA HA MeCTe Cpasy >Xe Noc/ie-UHbEKLNN,

JT0>KHO Ha KOPOTKOE BpeMs MPUAOKNUTL Tasblid Nef.
I O6beM MHBEKLMN 3aBNEUT OT TPebyeMbIX TUMOB KOPPEKLMW. TeM He MeHee, PeKOMEHAYeTCs He rpe-
BbILLETL 06bEMa 4 M/T 33 OAHY. npoLeypy. BaxHO n3berary rmnepkoppekLmn.

[na ontumanbHOro BBefeHNs ViMnniaHTata BaXXHO;-4TOObI Ura Oblna yCTaHOB/IEHA HA LUMpULE B CO-

OTBETCTBAM C 4-M# 3Tarnamu, nokasaHHbIMM Ha cxeme (CM. pucyHku 1-5). B cnydae OLuyLLEeHNS 3aKyMOpKu

wnpaBnedHna Bo BpeMa-BBeAEHNA UHBEKLUUN NPUOCTaHOBUTE BBEAEHNE U 3aMEHNTE WULAY.
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CHUMMWTE NpeaoXPaHUTESIbHBIA KOMNa4YoK co
LUNPUMLA, NOTSAHYB 3a Hero, Kak NokKasaHo Ha
pucyHke 1.

Bo3bmuTE KOMNAYOK C Ur/IOM, 3aTeM BCTaBbTe
Kpaii Urfbl € LIarom Hapesku B 0TBepCTUe
wnpuua (puc. 2)

3aKpyTuTe Ury No YacoBOW CTPESIKe,
COXpaHsAs HebOo/bLLOE AaBNeHNE MeXay
UrOov v wnpuuom (puc. 3).

MpoponmkaiiTe 3aKpyumBaTh [0 TeX AOp;
flIOKa Kpail konnayka urnbl He JOCTUrHeT
unnnHapa wnpuda. Mexay stumm.2
aneMeHTaMu He [O/MHKHO OCTaBaTLCA NYCTOro
MecTa (puc. 4). HecobnogeHne @roro
YC/IOBWS MOXKET NPUBECTU K BBITA/IKUBAHUIO
WUrMbl UMW BbITEKAHUIO Npenapara 13 Uribl
Ha ypoBHe Luer-Lock

3arem CHUMUTE NpefoXPaHUTE TbHBIA
KOMMa4OoK C Ur/bl, MOTSHYB 3a HEro
O[IHOIi PYKOW 1 fiepka ApYroii pyKoii
LMAMHAP Wnpuua, (puc: 5)

Mepep, Ha4aloM Npoueaypbl HaaaBWTe Ha NOPLUEHb LIMNPULA A0 MORBIEHNS MasIeHbKOIN Karv rens Ha
KOHYVKE Wb

Ecnv BO Bpems MHbEKLMM KOXa b6eneeT (nobniefHeHWe), CefyeT HeMeL/IeHHO MPeKpaTuTb BBeLeHUe
MEOULMHCKOrO MU3Aennst U MaccupoBaTb 061acTb NO6efHeHMS JO<TeX Mop, MOKa KoXa He BePHET-CBO HOp-
"WerbHbIA OTTEHOK.

He Tporatb 06/1aCTb MHBEKLMW B TeUeHWe 12 YacoB MOCAEe YKONa, U3berats NPAMbIX COMTHEYHbIX Jly-
Wi, yNbTpaurorneTa, a TakKe-0YeHb HU3KMX M OYeHb BbICOKUX-TEMMNepaTyp.

[0 Tex nop, Noka OTeK M NOKPaCHeHVE OT MHBEKLMMN HE NPOAJYT, Heb3A NoABeprart-061acTb MHbEK-
LW CUIbHOMY TErI0BOMY BO3AENCTBUIO (HanpyMep, CONAPWIA, COMTHEYHbIe BaHHbI) WX CANIbHOMY XOJOAY.

NMPNMEYAHWE:-T1paBnnbHaa TEXHNUKa NHBbEKLUUM MMEET peLuatoLLiee 3HaYeHUE-A1A ycrexa npowe-
[yPbl N YA0BNETBOPEHHACTM MaumeHTa. IMnnaHTaT A0MKeH BBOAUTLCSA CNeLManncTom ¢ HeobXo4umoii Kea-
mtvKaLwiein, NpeLyCMOTPEHHOM MeCTHbIM 3aKOHOLATENIbCTBOM M CTaHAapTaMu.

Mocne ncnomb3oBaHWA LLNPWL, U UMbl 4O/DKHBI ObITb 06pab0oTaHbl M YTWUIM3MPOBaHbI COMMacHO Npu-
HATbM MEAVULMHCKAM MeTOLMKaM W B COOTBETCTBMN C HOPMamW, YCTaHOB/IEHHbIMM 3aKOHOM U MECTHbIMU

MONOXKEHNAMMN.
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1 MOBOYHbIE ABTEHNA

JNevawnii Bpay fo/MKeH COO6LWNTb NALNEHTY O TOM, YTO CYLLEeCTBYHOT MOTeHLMaNbHbIE NOBOYHbIE -
CKTbl, CBA3aHHbIE C MMMNNaHTaLMen JaHHOro CpeAcTBa. AT NOBOYHbIE 3PdeKTbl MOTYT BOZHUKHYTb Cpasy
K NOC/ie UHBEKLMMN MW CNYCTA HEKOTOpoe BpeMs. OHM BKAKOYAKOT (Cpean Mpoyunx):

MeCTHble NPOSAB/IEHUA: BOCNA/INTE/IbHbIE peakuumn (3puTemMa, 0TeK, 60/1b B TOUKE-MABEKLUN),

BeVATOMbL, 3Y[], BDEMEHHYHO MOTEPH0 YYBCTBUTENIbHOCTM B 061aCTU UHBEKLMM WU MO6IN30CTI;” [UCXPOMUS,
|6cuecchl, ynnoTHeHWe, y3enKy (BO3MOXHO, TpaHyneMbl), HEKPO3 KOXU, MUTPaLuIo uMnianTaTa.

- OO6LiMe NPOSBNEHUS: TUNEPYYBCTBUTEIbHOETD HEMEAIEHHOrO TUNa BNIOTh A0 aHaUNaKTu-
YECKOro LLIOKaA.

MauneHT AOMKeH COOBLWNTD NevalleMy Bpady 0 /il060M NO60YHOM 3 (eKTe, ecIn TaKoe HapyLleHue
3[0POBbSA HE OMMCAHO BbllLE, & TaKXe 060 BCeX HapyLLUEHUAX, KOTOpble NPOA0/MKATCA)001ee OAHOW Heaenu.

B cBoto ouepefb, nevawyuii Bpay B Kpatyaiillivie Cpoku 0653aH COOOWMTL 3TY MH(OPMALMIO NnLaM,

KOTOpble 3aHMMatTCA PO3HUYHOW NPoAaXel NPOAYKTa.

12 B3AUMOJIENCTBWE C APYF/MU MPEMNAPATAMU

X0poLo M3BECTHA HECOBMECTUMOCTbL.MEX/Y rManypoHOBOM KNCNOTOWU CONAMN YeTBEPTUYHOIO am-
MOHUA, TAKUMW, Hanpumep, Kak Xnopug 6eH3ankoHMA. YuutbiBas 370, HUKOrja He cnefyet A0ONyCKaTb KOH-
TakTa ViMnnaHtaTa C TaKUMWU COEAVHEHUAMU, a TaKXKe MeAULMNHCKUM XUPYPTrUYECKUM WUHCTPYMeHTapuem,

06paboTaHHbIM UMW,

13 MNPHUWIM PABOTblI MEAVUWHCKOIO U3AENNA
['manypoHoBas K1cnoTa ABMAETCA COeAVHEHNEM, KOTOPOE-NPUCYTCTBYET B Pa3/IMYHbIX TKaHAX opra-
PHM3Ma, B TOM YMCIe U B KOXKE. Bipe3ynbTaTe npoLiecca eCTECTBEHHOrO CTapeHus CofepXKaHue ruanypoHOBOM
KUC/IOTbI B KOXKE CHUDKAETCS, YTO MPUBOAUT K YXY/ALUEHUIO YAPYFO-3/1aCTUYECKMX CBOMCTB MOKPOBHbIX TKa-
| Hert
B npefctaBneHHbIX/ MEANLMHCKNX U3AENNAX UCMOAL3YETCA rManypoHoBas KUCNO0Ta,sMoNyYeHHas ny-
TeM (hepMeHTaunn 6akTepuii poga CTpenToKokkos rpynfbl C no JIaHchunbay. Cluntas (peTukynspHas) ru-
anypoHoBas KUcnoTa - @F0 nonucaxapup, coctoawmii u3'efuHuny, D-rnioKypoHOBOWA KUENOTbl U N-aueTunr-
NHOKO3aMVHa, COeIMHEHHbIX NOMNepeyYHbIMN CBA3AMK €-1,4-6yTaHanon aurnuunannoseim sgupom (BDDE) B
TPEXMEPHYIO CETb.
S heKT HARONHUTENEN HA OCHOBE PETUKYASPHON TManypOHOBOIN KNCNOTEEHEXMBOTHOIO MPOUCXOX-
[EHVS Ha WHBOJIOLMOHHbIE U3MEHEHNA UMeeT HecneLunuyecknii n cneympryecknii xapaktepbl. Hecneym-
(hnyeckunii athheKT 06yCNOBEH 3anoNHeHNeM 061aCTN C He,OCTaTKOM TKaHW TeneobpasHbiM PeTUKYNAPHbLIM
Hano/HUTeNeM, B pe3y/ibTaTe Yero AOCTUIaeTCcs BU3yasbHas KOPPeKuus feeKkTa B TedeHUe onpeseneHHoro

NPOMEXyTKa BpeMeHUW. bnarogaps BbICOKON NNaCTUYHOCTW, HANOMHUTENN PaBHOMEPHO pacrnpefenstoTcs B
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e BBEfeHNs, 06ecneumBas 3CTETUYECKUIA pe3ynbTaTt cTpasy nocne npoueaypbl. Cneynpuyecknii aggpekT
B30HAX MHBO/IIOLMOHHbIX M3MEHEHWNIA 06yCNOBNEH (hM3N0N0TMYECKMMU 3hEeKTaMM rManypoHOBO KUCNOTI.
Pacrionarasicb BO BHEK/IETOYHOM NPOCTPAHCTBe, rManypoHOBas KMCNoTa, ABASSCb BbICOKOTMAPOPUALHbBIM CO-
e[VHeHVieM, CO3aeT AOMONHUTENIbHbLIA 06beM B 061aCTV MOPLLUH 3a CYET NPUTATMBAHUA U CBA3bIBAHUA MO-
JEKYN BOfbl; BOCNONHAET AeuuMT NPOMEXYTOYHOr0 BellecTBa - COOCTBEHHON rManypoOHOBOIA KUCNOTbI B
[EOVE, CO3[aBasi «KapKac» [/ BOCCTAHOB/IEHUA CTPYKTYPbl BOJIOKOH epMbl.

Mef/ieHHast v paBHOMepHasa 6uogerpajaunsa peTUKyNapHOW rmanypoHOBOW KUCNOTbIN03BONSET n3be-
Malb pe3Koii noTepn o6beMa B TeyeHMe HaxXOXAeHWs mmnnaHtTata B TKaHsX. B npouecce 6buogerpaganmm
0CBOOOXAAKOTCA MOJIEKY bl CBO60AHOMN MK, HeobX0AMMBIe ANA peBUTaNN3aLUn 1 YBNAXKHEHUSA KOXMN.

NngokavH ruapoxnopug obnafaet MECTHbIM aHECTe3NPYOLWUM I deKkTom. [JeCTBYeT Ha YyBCTBU-
Te/lbHbE HEPBHbIE OKOHYaHUA, NMpepbiBas NpPoBeAeHUe MMMYNbCOB C MecTa NoKanu3aumy 60nu, Bbi3biBaeT
obpaTMyt0 BPEMEHHYH0 yTpaTy 601eBOM YyBCTBUTENbHOCTU. MpuMeHseTcs B BULE CONSAHOKMUCNON COMW,
KOTOpes NOABepraeTca rmaponun3y B cnabolenoyHon cpese TkaHeli. OcBo60oXatoleeca MMNopMIbHOe 0C-
HOBaHVe aHeCTEeTUKA MPOHNKAET Yepe3 MemMOpaHy HepBHOr0 BOJIOKHA, MEPEX0AUT B aKTUBHYIO KaTUOHHYHO
(hopmy, KOTOpas B3aMMOLEeCTBYET C peLenTopamn memb6paHbl. Hapyliaetes NpoOHULAEMOCTb MeM6paHbl

[/AVIOHOB HATPUA 1 6NOKMPYETCS NPOoBeAeHne MMNYyNbca N0 HEPBHOMY BOMOKHY.

14 TEXHWYECKOE ONMUCAHVE MEAVLUWHCKOTI O-VISAENNA
MMnnaHTaT BA3KO-31aCTUYHbIA HA OCHOBE rManypoHOBOW KUCAOTLI C NMA0KANHOM TMAPOXI0PUAOM
BhocthaTHOM 6yhepe ANs BHYTPUKOXKHOTO BBEEHUSA NPeLCTaB/eH B BUAe CTEPUILHOIO pacTBopa, Npeaga-

XT€/IbHO HAMO/IHEHHOTO B CTEKNAHHbLIE WNpULUbIl, 4149 0AHOPa30BOTFO MCMNOJ/b30BaHUA.

15 COCTAB
VicxofHble BellecTBa MmnnaHTart mnAaaHTart MmnnaHTaT NmnnaHtat
V1SCOLINE® VISCOLINE® VISCOLINE® C VISCOLINE*
LIGHT BALANCE DEEP VOLUME
PeTukynspHasaouany-
poHoBas Kucagta (ru- 12,75 (x£1,5) 23,0 (£3) 23,0 (£:3) 23,0 (= 3)
anypoHat Hatpus)
KoHue
HepeTukyaspHasa rua-
HTpaL,
NYypoHOBag Kuciora 2,25 (£1,5) - -
1,
(rvanypoHart HaTpus)
Mr/mn
"ManypoHoBas Kuc-
15,0 (£3) 23,0 (x3) 23,0 (£ 3) 23,0 (£3)

nota (rmanypoHar
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HaTpua) (o6Lee co-

fep>xxaHue)

docatH
bliA
bythep
pH 6,8-
7,6

dochop
Hatpuii

Xnopuabl
Boga ons

NHBEKLINIA

OcTaTo4YHOE coaepxa-

HWE CLUMBAIOLLETO

areHta 1,4-6yTaH-

AVON AUTNLMANNIO-

Boro agupa (BDDE)

JinpokanHa

rmapoxnopua

PeTuKynspHas ruany-

poHoBas Kucnota (ru-

anypoHaT HaTpus)

HepeTukynapHas rua-

NYypPOHOBas KucnoTta

(rvanypoHart HaTpus)

"manypoHoBas Kuc-

noTa (rmanypoHart

HaTpua) (o6Luee co-

KoHue [AepxaHue)

Hipau

na, %

dochaTH
bIiA
bycep
pH 6,8-
7,6

docdop
Hatpwii

Xaopuabl

Bopa ans

NHbEKL NI

OcTaTo4HOe coaepxa-

Hune cluuBaroLero

areHTa 1,4-6yTaH-

AVON ANTANLMANNO-

Boro apupa (BDDE)
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0,8-2,6
1,9-34
0,2-1,9

Lo 1mn

<1 ppm

3,0

1,275 (0,15)

0,225 (+0,15)

15 ( 0,3)

0,08-0,26
0,19-0,34
0,02-0,19

1o 100

<1 ppm

Ctp.9

1,2-2,9
2,3-4,5
0,3-2,8

Ao 1mn

<1 ppm

3,0

23 (+0,3)

2,3 (£.0.3)

0,12-0,29
0,23-0,45
0,03-0,28

fo 100

<1 ppm

1,2-2,9
2,3-4,5
0,3-2,8

4o 1wmn

<1 ppm

3,0

2.3 (£ 0,3)

23 (£ 0,3)

0,12-0,29
0,23-0,45
0,03-0,28

no 100

<1 ppm

1,2-2,9
2,3-4,5
0,3-2,8

40 1mn

<1 ppm

3,0

23 (£0,3)

2,3 (+ 0,3)

0,12-0,29
0,23-0,45
0,03-0,28

fo 100

<1 ppm



NnpokanHa
0,3 0,3 0,3 03
ruapoxnaopug

16 NH®OPMALWNA O NELICAPCTBEHHbLIX CPEACTBAX, COAEPXKALLNXCA B MEANLINH-

VcxoaHble D YHKUMOHaNbHOE CAS-HOomep MponssoanTens
BeLLlecTBa HasHaueHue
MvanypoHat AKTVBHbIIA KOMMNOHEHT,  9067-32-7 1 BLOOMAGE BIOTECHNQLOGY COR-
HaTpKA reneobpasosaresib PORATION LIMITED, Kurait; #C-001305 ot
11.01.2016r;

2. Altergon ltalia Zona indde ASI 83040
Moira de Sanctis AV, Wnanuna, C-001899
0T 27.06.2019 T;
1.0614ecTBO C OrpaHNYeHHOW OTBETCTBEHHO-
cTbio "3Annapa” (OO0 "3Snnapa™). Poccus, N1C-
001534 o1 06.05.2011 (mata nepeotopmie-
Boga gna PacTBOpATEN 7732-18-5 Hua- 23.04.2018)- beCCpPOUHbIiA;
NHBbEKL NI 2.06LecTBO-C'OrpaHNYEHHON OTBETCTBEHHO-
cTbto "Ipotekc” (OO0 'TpoTekc"), Poccus,
N1C-002529 ot 08.07.2014 (pata nepeotopm-
nedns- 18.09.2019)- beccpoYHbIiA.
TOx.Amppein NabopaTtopus, NHgns (J1CP-
008000/10 ot 12.08.2010 r.);

NwnpokanH
AHecTesnpyroLwui 2.llaHcK CuHbb6aotoaHb PapmackbroTukan Ko.,
rMapoxsopna 6108-05-0
KOMMOHEHT N1a, Kutan @C-000706 ot 16.09:2013 r (®C
(cybeTaHums)
000706-210714-WN3m. Nel k ®C-000706-
210714).
1.061WwecTBO C OrpaHNYeHHON OTBETCTBEHHO-
cTbio "Bengapm” (OO0 *Bentapm"), Poccus,
JlnpgokanHa (J1M-004707 ot 15.02:2018 (go 15.02.2023)-
AHecTe3npyoLmnii
rMAPOXIopusg 6108-05-0 pata nepeoopmneHus- 20.09.2019);
KOMMOHEHT
(PactBop) 2.0011eCcTBO C OrpaHNY4eHHON OTBETCTBEHHO-

cTbio "IpoTekc"” (OO0 "IpoTekc"), Poccus,

(JN-003014 oT 02.06.2015 (g0 02.06.2020));
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3.NMTAO "BuocuHrtes"
09.02.2009

11.12.2017. BeccpoyHblit)

(P NO001276/0%. ot

(nata nepeoopmaAeHNS)-
17 TEXHUYECKUME XAPAKTEPNCTUKN MEANUNHCKOIO U3AENNA

1771 OCHOBHble TEXHNYECKMNE XapaKTePUCTUKN U3Lenns
Ne HaumeHoBaHue nokasatena  VISCOLINE®  VISCOLINE®  VISCOLINE® , VISCOLINE®

nn LIGHT BALANCE DEEP VOLUME
1 pH 6,8 0o 7,6
2 W3Bnekaembll 06beM pac- 1,0 (20,2)

TBOpa B WNpULE, M/

3 BHewHwuii BUg MmnnaHTtat fosskeH ObITb Npo3payvHbiM, OT GECLBETHOrO A0 CBET/IO-
Xeéntoro uBeta; 6e3 3anaxa, 6e3 NOCTOPOHHUX.BKNOYEHWIA
4 CopgepxaHue OakTtepuasnb- He Gonee 0.5
HbIX 3HAOTOKCUHOB, EQ/Mn
5 OcMonanbHOCTb, MOCM/KT oT 200 go 400
B AMMBNMNCCER  BRNOCTe 3000-15000 700020000 10000-25000  15000-30000
7 Ycunue, Tpebyemoe [Ans
npuBeLeHNs B [ABUXEHUe
LUTOK-NOPLUHSA wnpuua, oT 15 no-45
3amno/IHEHHOr 0
MmnnaHtatom, H
8  Cpok buogerpagaumu, Mec. 5-8 6-9 7-10 10-12
9  MakcumanbHaa paspeLleH-
Hag f[o3a WMmnnaHTtara gns 3,0 4.0
OLHOr0 YefioBeka 3a OfHY
npoueaypy, mn
10. Pa3mep yacTui
(arnomepartos) 300-410 415-450 420-480 450-550
rManypoHOBOro rens, MKMm
. MonekyndpHas macca,Iua- 1,0 (x0,5)
nypoHarta Hatpua, Mda (HepeTukynsap-
HblIlA), 1,0 1,0 (x0,5) 2,0 (£1,0) 3,5 (£1,5)
(£0,5) (peTuky-
NAPHbIN)
12 MpoucxoxaeHune~rinanypo- MeTog aspobHON. “thepmeHTaumm 6aktepuin pofa CTPenTOKOKKOB
HOBOW KMCNOTbI rpynnel C no JIaHCunbay
13.  CogepxaHue 6enka, % <(1
4. CreneHb  —peTMKYMAUMM 44 5 33+05 3,9 +05 41+0,5
rmanypoHoBoro rengs, %
15. TnoTHoCTb'Lens, r/mn 1,02-1,12 1,13-1,3 1,13-1,3 1,13-1,3
16. TepMeTUYHECTHL LUNPULLEB [0/mMKHbI ObITb TEPMETUYHBI
17. CrtepunbHoCTb [O/MKHbI ObITb CTEPUALHBI
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17.2 Lnpuubl

HanmeHoBaHue

LLnpuupl MeauUUHCKME GecLBeTHble U
KOpWUYHEBblE M3 CTEKNOTPYOKU EMKO-
ctt00,5 -120 M1 c NpuHaANEeXXHOCTAMU

N6Ee3 HUX.

Lnpuusl cteknsaHHble BD Hypak cre-
PUbHbIE U HECTepU/bHbIE, C WUII0N 1
6e3 urnel, 06vemMom oT 0,5 mn go 20 mn.

LUnpuupl ans

npeiBapuTeNbHOIO

Hano/HEHMS! 04HOPA30BbIE CTEPU/IbHbIE
o6vemamu 0,5; 1; 1long; 1,5; 2,25; 3; 5;

110; 20 mn.

17.3  Wrnbl
HanmeHoBaHve
130enms
Wrna gna
MUKPOUHBEKLWIA.

Wrna MESO-RELLE
CTepunbHasa Ana Me3o-
Tepanuu

Wribl MTHBEKUMOHHbIE
BD Hypoint ogHopa-
30Bble CTepU/bHble

Vrna nHbekumoHHas
ofHOpa3oBas cTe-
punbHasa K-Pack Il
Needle

Urnel runogepmans-
Hble C 3aKPYTAEHHbIM
KOHL,OM B CTEPU/IbHOA

MpounssoanTens

"PN.MOC.
C.p.n.", Utanusa

"BMOTEKHE
C.P.J1.", NTanus
(Gallini S.r.k

"beKkToH [UKNH-
COH Megwnkan
(C) Mre ATg,
CuHranyp

“Fepymo HOpon
H:B.”, benbrus

"TCK
Na6opaTopn",
AnoHns (TSK)

Peructpanua MH e PocanpaBramzope
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Mponssoantens

"LUOTT Csu3 Al »,
LLIBeinyapus

"BeKToH [IMKNHCOH
®paHc C.A.C.», ®paH-
uns
«LWaHbayABaiirao
Tpyn
Megukan.[Monnmep
Komnanu JIinmntag»,

Kunrai
Kan Pasmepbl
nep

0,4x12 mMm
G27  (1/2")

0,3x13 mm
G30 (1/2")

0,4x12 mm
G27 (1/2")

0,3x12 mm
G30 (1/2")
G25 0,5%x25 mm (1")

0,45x13 mMm
G26 (1/2™)

0,4x13 MM
G27 (1/2")

0,3x13 MM
G30 (1/2")
G25 0,5x16 mMm

0,5%x25.mm(I"")
G26 0,45%10 mm

0;45%16 Mm

0,412 Mm
G27 Lqjomy

0,4x 20 MM

0,3x12 MM
G30._ (1/2™)
G25 0,5x25 mm (I)

0,4x13 MM
G27 (1/2%)

cp, 12

Homep permcTpaunMoHHOro YA0CTO-
BEPEHMA/HOPMATMBHOTO AOKYMEHTA
$®C3 2009/04195 ot 05.09:.2012

®C3 2011/11237 0126.12.2011

P3H 2013/764 26.03.2018 .

Homep perncrpaloHHOro yiocTo-
BEPEHUS/HOPMATMBHOIO [OKY-
MeHTa
®C3 2011/09452 27.08.2019 (cpok

AencTBMA: 6eccpoyHO)

@®©C3 2011/10175 ot 10.10.2018
(CpOK felicTBUS: 6eccpoyHO)

®C3 2008/03143 ot 03.12.2008
(cpok peicteus: 6eccpoYHO)

P3H 2018/7086 ot 26.04.2018
(cpok geincTBmA: 6ECCPOYHO)

$C3 2011/10609 ot 15.09. 2011 .
(cpok AencTBUA: 6eCCpPOUHO)



lyrakoBke 419 BBefje-

HVS NpenapaToB Ha G30 0,3x13 MM
JocHOBe rnanypoHoBOiA a2
[kvcnoTbl

18 TPEBOBAHWA BE3OMACHOCTU MEANLUWNHCKOTIO U3AENNA
IMnnaHTaT He TOKCUYEH M He OKa3blBaeT BPeJHOro BO3/ENCTBMA Ha OpraH13M 4enoBeKa npu padore

1HM

MMnnaHTaT He o6pasyeT TOKCMYECKUX COefMHEHWI B BO3AYLIHOW cpefe M B CTOYHbIX BOAAx, He
MPVBOAMT K CAHUTAPHO-0MACHbIM 3arps3HEHUAM OKPYXKatoLelt cpeabl.

MMnnaHTaT 40/HKEH COOTBETCTBOBATb TPe6oBaHUSAM GMONOrnYeckoll 6e30NacHOCT B COOTBETCTBUM C

MOCTP 52770, TOCT P CO 10993-2 n cepum ctaHgapToB FTOCT ISO 10993 v A0NXKEH ObITb HETOKCUYHBIM.

19 CBEOEHWA O CTEPUNN3ALINNA
KoMnoHeHTbl MIMNnaHTaTa npeaBapuTentHO CMeLWuBalT U (acyloT B LUNpuLbl. HanonHeHHble
WNpMUpl CTEPUANZYIOT MeTOAOM MapoBOi CTepunmMsaumMm B aBTOKNaBe B €ooTBeTcTBMM ¢ FOCT P

OO 17665-1-2016, TOCT P 56893-2016/ISO/TS 17665-2:2009.

20 TPAHCIMNOPTUPOBAHWE N XPAHEHWE
TpaHcnopTMpOBaHMe WNPULOB C AMNNaHTaTOM MPOM3BOAAT BCEMU BUAAMU TPAHCMOPTHbLIX CPEACTB
COOTBETCTBUM C TPebOBaHWAMU U MpaBuiaMn MEPEBO3KN FPy30B, AEWCTBYHOLMMY Ha COOTBETCTBYHOLLEM
B/ZE TPaHCMopTa, Npu cobntofeHnN TeMnepaTypHoOro pexuma (0T +2 ®C o +25 ®C), He 3amopaxuBaThb.
Buna oTnpaBKK - NOYTOBOM NOCHINKOM, aBTOMallMHaMmu, KoHTeiHepamu no TOCT 20435-75nn FOCT
L118477-79.
I MmnnaHTaT B ynakoBKe-XpaHAT npu Temnepatype oT +2 °C go +25 °C, B mecTe, 3aliyLLEHHOM OT

MPsIMbIX COMTHEYHBIX NTyYeid.

21 YCNOBUA-NMPUMEHEHWA

NMnnaHTaT JO/MKEH BBOAUTLCA KBANMM(ULMPOBAHHLIM BPaYOM-KOCMETONOTOM WM CPeAHUM Meau-
LUWHCKVIM MepCoHanoM-HOMy4YMBLUMM AOMNONHUTEbHOE. MTpOoeccroHanbHOe 06pa3oBaHiie no crneymanbHOCTU
"CeCTPUHCKOe f1eN0 B KocMeTonornm" (No Ha3HayeHUko Bpaya-KoCMeToora).

[0 Havyana ApoLeaypbl MauueHT Jo/KeH 6biTb MPOUHGOPMUPOBAH O NOKasaHWsX MEAULMHCKOTO 13-
JEnnsi, a TaKXKe 0-€F0 NMPOTMBOMOKA3aHNAX U BO3MOXHbIX HEXeNaTeNlbHbIX NO6QUYHbIX SBNEHUNAX.

Mepepn.npuMeHeHeM y6efuTech, Y4TO yFHaKoBKa C NpenapaTtoM He MOBPEXAeHa U CTEPUIbHOCTb He

HapyLUeHa. Y 6eMTecb, YTO CPOK FOAHOCTM Npenaparta He UCTEK.
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MmMnnaHTaT, a TakXXe nocTaB/isemMble B KOMMNIEKTe WUI/bl, NPefHa3HauyeHbl 471 OfHOPa30BOr0-MCMOo/b-
WA, He ncnonb3oBaTb NOBTOPHO. Mpy MOBTOPHOM WMCMO/MIb30BAHWM €CTb PUCK UH(MULMPOBAHUS UK 3a-
KEHVS Yepe3 KPOBb.
MeCTO UHBEKLMUM [OMKHO ObITb TWATENbHO NPOAE3NH(ULMPOBAHO.
MeanLMHCKOe M3fenne [OMKHO XPaHUTLCA NpU KOMHATHOW TemnepaType 3a 30 MUHYT A0 Hayana
Xeaypbl.
MMnnaHTaT Henb3s BBOAUTb B 0611aCTb, COAEPXKALLYIO APYToli punnep, Tak Kak HeT KNMHUYECKNX [aH-
0 B3avMOAENCTBUM C APYTVMU NpenapaTamu.

MMnnaHTaT HeNb3s BBOAMTb B 06/1aCTb, rAe HAXOAUTCA NOCTOSHHbIM unnep UAU-MMNNaHTaT.

MMnnaHTaT He LO/HKEH WUCMNONb30BAThHCA ANS)YBEIMYEHUA TPYAU WUNU ANA=BBEAEHUA B CYXO0XWUNug,

CBA3KN TN MbILULbI.

Ecnu y naymneHTa B aHamHese 6bIn npodaB/ieHNA repneca Ha anLUe, TO NPOKOJibl UTAbl BO BPEMA NHDB-
EKLM MOTYT CnpoBOoLUMpOBaTb HOBbIE BbICbINMaHNA repneca.
lMpumeHeHWe acnupmrHa, HECTepPOUAHbIX NMPOTUBOBOCNA/IUTENbLHbLIX ‘APENapaTos, NPenaparos C BbICO-

KM COoAEpPXaHNEM BUTaMUHa E nepen I/IH'bGKLI,I/IGVI MOXET YBENMNYUTb PUCK KPOBOTEYEHNA U MOABJIEHNE TE-

MaToM B MECTE YKona.

22 CPOKTOOHOCTWU

apaHTUIAHbIA CPOK rogHoCT MMnnaHTaTa - 24 MecsiLa CO.AHSA CTepunmsanum.

23 FAPAHTUN N3COTOBUTENA

MpeAnpuUsTUE-U3roTOBNTENbL rapaHTUPYET COXPaHHOCTbVIMNNaHTaTa npu co6/1H0A€H A YCNOBUIA NPU-
MeHeHUs!, TPAHCMOPTMPOBAHMUS U XPaHEHNS, YKA3aHHbIX Ha YIIaKOBKE.

apaHTWIiHbIA CPOK TOAHOCTM VIMNnaHTaTa - 24 Mecsilia Co AHA CTePUNU3aLmu.

MeauumnHCKoe n3feane ¢ MCTEKLLIMM CPOKOM FOAHOCTM NMPUMEHEHUIO He noanexiul.

24 YTUNINSALNA

Vicnonb3oBaHHble MaTepmanbl YTUAUIUPYIOTCH COrNacHO Knaccy onacHocTu, ykasaHHomy B CanluH

2.1.7.2790-10.
B cooTteetetBMn ¢ CaHlMnHom 2.1.7.2790-10:
- WAPKLC Mrnamm no Knaccugmkaunm;0nacHocT oTHocuTea K Knacey, b;
- YMAKOBOYHble MaTepuanbl, KapTOHHas Kopobka u 6/1McTep no KAaccugpukaumm onacHoCcTU OTHO-

cutes K Knaccy A.
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LLInpuy, ¢ urnamu nocne UCnonb3oBaHWs HEOGXOANMO Cpa3y YTUIM3MPOBATb, aXe B TOM C/lyyag; ecu

aepPXKnmoe He 6bI/10 UCNOMBL30BAHO MOJTHOCTHIO.

25 MAPKMPOBKA
apkmpoBka MmnnaHTaTa gomkHa cootsetctsoBath FTOCT P 15223-1-2014, TOCT 14192-96 u-HacToAwmm

apKVpoBKa NePBUYHOM YNaKOBKU COLEPXKUT:
HavMeHOBaHWe MeULMHCKOTO N3aenuns;
I- 06beM HaNOMHEHMA WNPULE;
[m cumBon «CTepunnsaumnsa napom» *;
[ cumBon «O6paTUTECh K MHCTPYKLWM MO NPUMEHEHUIO *;
(- cumBon «IMOBTOPHOE MCMONb30BaHMe 3anpeLLeHo» *;
CUMBO/ «BepxHAA 1 HMXKHAA rpaHuLLa TeMNepaTypHOrO guanasoHa» *;
[*»0603HayeHne cumBosia ykasaHo B Tabnumue «CMMBObI, YKa3aHHbIe Ha YNaKoBKe»

MapKnpoBKa TPeTUYHOW YNaKOBKMN COAEPXKUT:
HavMeHOBaHWe MeSNLMHCKOro n3genvs;
KOMMNeKrTaunsa MmeguumnHCKoro n3gienus;
COCTaB MeULUHCKOro n3genus;
06bEM HanoIHEHMA LWNpuULa;
KO/INYECTBO HAMOMHEHHbIX LWNPULLEB B YNAKOBKE;
HauMeHOBaHWe N agpec NPon3BOAUTENS;
CPOK rogHOCTH;
ncnonb3osaThb 40...*;
YCNOBUS XPaHEHUS;
HOMeEp NapTumn™;
cuMmBON «CTepunmsanns napom» *;
cumBon «lMOBTOpHAs CTepunmM3aLUa-3anpeLeHa»™;
cumBon «O6paTnTeCch K MHCTPYKLUM MO NMPUMEHEHUIO» *;
cumBO «[1OBTOPHOE UCMOMb30BaHME 3anpeLLleHo» *;
CUMBON «BepxHAS U HWKHASA [PaHMLa TeMMepaTypHOro guamnasoHa» *;
CUMBON «He Ncnonb3oBaTh, €CNN YNakoBKa NOBpeXaeHa»™;
cumBON «3Hak cooTBeTcTBUA-PCT aeknapvpoBaHus ToBapoB» (NpU Heo6XOAMMOCTU, B-COOTBETCTBUU C
AENCTBYHOLMM 3aKOHO4ATeNbCTBOM)™;
- WTPUX KOf
- HOMep perncTpaunoHHOro yA0CTOBEPEHNS
- cuMBON «He fonycKaTh BO3J4eNCTBME COTHEYHOTO CBeTa»™
0603HavYeHne cMMBOA YKasaHo B Tabnnue «CMMBO/bI,-yYKasaHHble Ha yrnakoBKe»

HaHakneiike (NapHOM:CTUKepe) LO/MKHO 6bITb YKa3aHO:
HauMeHOBaHWE MeJVLNHCKOrOo U3fenus;
MCMONb30BaTh AO. ..
HOMEp napTuu
00beM HaMOMHEHMNA LWNPULE;
NepB03HAYEHUE-CHMBO/IA YKa3aHO B Tabnmue «CUMBO/IbI, yKa3aHHbIe HA YNakoBKe»

.MapKvpoBKa TPaHCNOPTHOW YNAaKOBKMN COAEPXMUT 3HAKN, COOTBETCTBYHOLLME 3HAYEHUAM:
- cumBon «Xpynkoe. OCTOPOXKHO!»*;
- cMMBON «He fonyckatb BO3/eCTBME CONTHEYHOMO CBETa»™;
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CMMBOJT «bepeyb OT Blarn»*;
*CMMBOJ1 «He 3aMopaXkKneaTb»™,
*00603Ha4YeHne cMMBO/Ia yKa3aHo B Tabnuue «CMMBObI, YKa3aHHbIe Ha YNaKoBKe»

AaMBO/Ibl, YKa3aHHbIEe Ha YNaKOoBKe:
He ncnonb3oBatb NOBTOPHO

” Cob6ntoaTh YKa3aHUs B MHCTPYKLUN

CTepunnsauns napomMm UM Cyxmm Tenaom

He gonyckaTb BO3eiCTBME COMHEYHORO CBeTa ([epXxaTb BAAN OT UCTOYHNKOB
Tenna)

/\ Vcnonb3oBaTth fo0...

iLOTI Homep naptum

XpaHnTb npu Temnepatype otT+2 °C go +25 °C
(§) He ncnonb3oBatb, eciv ynakoBKa NoBpexjeHa
He noanexuTt NOBTOPHOI CTepmansanmnm

XpynKo, cobntoaaiiTe @ETOPOXHOCTb

bepeyb OT Bnaru

& He 3amopaxuBartb
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INSTRUCTIONS
FOR USE OF MEDICAL PRODUCT
mintradermal viscoelastic implant in the form of VISCOLINE® LIGHT, VISCOLINE® BALANCEVIS-
)LINE® DEEP, VISCOLINE® VOLUME according to Technical Specifications 32.50.50-005-03127020-
2020

% MEDICAL PRODUCT NAME

adermal viscoelastic implant in the form of VISCOLINE® LIGHT, VISCOLINE® BALANCE, VIS-
)LINE® DEEP, VISCOLINE® VOLUME according to Technical Specifications 32.50.50<005-03127020-
020.

27 PACKAGE CONTENTS
Intradermal viscoelastic implant in the form of VISCOLINE® LIGHT:
10ml syringe - 1pc.,
needle 30G 1/2” - 2 pcs.,
instructions - 1pc.,
( label - 2 pcs.

1 Intradermal viscoelastic implant in the form of VISCOLINE® BALANCE:
510ml syringe - 1pc.,

needle 30G 1/2” -2 pc.,
") instructions - 1 pc.,

label - 2 pcs.

3Intradermal viscoelastic implant in the form of VISCOLINE® DEEP:
3 1.0 ml syringe - 1pc.,
needle 27G 1/2” -2 pcs.,
7instructions - 1pc.,
8 label - 2 pcs.

i Intradermal viscoelastic implant inithe form of VISCOLTNE® VOLUME:
5 1.0 ml syringe - 1pc.,
needle 25G 1” -2 pcs., or 26G'1/2” - 2 pcs., or 27G 1/2” -2pcs.
LL) instructions - 1 pc.,
8 label - 2 pcs.

28 DETAILS OF MEDICAL PRODUCT,MANUFACTURER
Medical product manufacturer:
Limited Liability Company. «INTELBIO» (000 «INTELBIO»)
142802, Russia, Moscow.Region, city of Stupino, 1 Dostoevskogo St., office 4
Td.: 8 (495) 924-15-99
Brail: info@ intelbio.org, website: intelbio.org

Steof medical product manufacturing
QO«SIGMA LAB», 143026, city of Moscow, territory of Skolkovo Innovation<€enter, 42 Bolschoi Bulvar,

hd 1, fl. 3, room=785

29 INTENDED USE OF MEDICAL-PRODUCT
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Hyaluronic viscoelastic intradermal implant is intended for use in aesthetic medicine and cosmgtology
[correction of skin imperfections and defects, age-related skin changes, restoration of lost skin“wvelume,
oration of skin hydration.

For use only in healthcare institutions.

30 ADMINISTRATION
Cosmetology, dermatology.

31 PROSPECTIVE CONSUMER
Doctors-cosmeticians or nursing staff who received.additional professional education in the specialty
ursing in cosmetology" (by appointment of a cosmetalogist).

32 INDICATIONS OF USE
Changes in the anatomy ofaging skin, restoration of volumes, filling of skin depressions and wrinkles,

sstoration o f skin hydration.
- For the form of VISCOLINE® LIGHT
The implant is used for uniform filling of'medium and superficial wrinkles, small wrinkles and skin
vicass, correction of dehydrated and atonic skin areas in the face, neck and.décolleté. It is also intended for
filling of wrinkles and skin folds.
- For the form of VISCOLINE® BALANCE
The implant is used for filling ofdfacial wrinkles, skin folds, for example, undeep and medium nasola-
bid folds, wrinkles around the mouth and between eyebrows. It is alsorused for lip augmentation and/or cor-
Yection of their contour.
- For the form of VISCOLINE® DEEP
j The implant is used for filling of deep facial wrinkles, for example, nasolabial folds, « wrinkles
~ofsadness», deep folds as well @as cheek augmentation and improvement of facial oval. It is also used
for lip augmentation and/or carrection of their contour.
For the form of VISCOLINE® VOLUME
The implant is used for cheek augmentation, augmentation of the malar region and. facial contouring,
for correction of lacrimal grooves and mild ptosis as wel-as for filling of deep folds inthe thick skin of the

face.

33 CONTRAINDICATIONS

General contraindications for all forms:

Injection around the eyes (under the-eyes or in B eyelids).
Pregnancy, lactation.
Intravascular injection.

Peructpanung MU B Pocanpasransope
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» Usage of medical product in combination with laser therapy, intense pulsed light, chemical peels,
or dermabrasion.

» Patients under 18 years of age.

< Ifapatient has any skin diseases, inflammations, infected areas in the proposed injection;or adjacent
area.

« Patients with known hypersensitivity and allergic reactions to implant components.

» Patients with known hypersensitivity and allergic reactions to lidocainey and/or amide-type local
anesthetics.

e Patients with autoimmune disorders or undergoing immunotherapy treatment.
» Coagulation disorders or anticoagulant therapy.

34 DESCRIPTION

This medical device is a biocompatible, injectable hydrogel based on bioresorbable reticular hyaluronic

tad with the addition of non-reticular hyaluronic acid) (VISCOLINEtS) LIGHT) or.on bioresorbable reticular

Caluronic acid (VISCOLINE® BALANCE, VISCOLINE® DEEP, VISCOLINE® VOLUME), intended for

kecorrection of imperfections in soft tissue contours by skin injections, with 0.3% lidocaine hydrochloride,
irovides analgesic property.

According to the state of molecules addistinction is made between! native (unstabilized, non-reticular,
[lon-crosslinked) and crosslinked (stabilized,. reticular) hyaluronic acid (HA). Native hyaluronic acid is not
processed to form bonds between its molecules, it is distinguished by the-ability to quickly attract water mol-
ecules, accelerate processes at the cellular level - this makes it possible to obtain the maximum effect of
liorevitalization - not just moisturizing, but the launch of rejuvenation.processes, synthesis of patient’s own
collagen, and improvement of blood vessels, alignment of facial skinstexture and complexion.

Reticular hyaluronic acid is'a hyaluronic acid crosslinked=with a crosslinking agent 1,4-butanediol

Jdiglycidyl ether (BDDE).

L Reticulation (stabilization) of hyaluronic acid is the process of the formation of strong bonds between
tremolecules of hyaluronic aeid to increase gel effects. Such.bonds are called «cross-links»-ori«bridges», and
itis they that protect hyaluronic acid from the destructive action of the enzyme hyaluronidase. Due to these
«cross-links», enzymes do not destroy the hyaluronic gel immediately, but gradually, «pinching» shorter frag-
ments from a long hyalurenic acid molecule over a long.period of time (from 3 to 12 months). Shorter frag-
ments of hyaluronic acid have a revitalizing effect and stimulate the production of collagen, therefore, even
after complete absorption ofthe contour gel, the skin=in the area of its administratighscontains a large amount
ofcollagen fibers that strengthen it.

Lidocaine hydrochloride is a local anesthetic intended for pain treatment.

35 ROUTE OF ADMINISTRATION

The injection ofthe implant should be-carried out by specialists trained:in the administration technique
forwrinkle fillers. Before starting the procedure, it is necessary to obtain detailed information from the patient
about his past diseases, inform about anticipated drug effects and possible adverse side effects. It is recom-
mended to administer the drug using the needles contained in the box. The possibility of resorting to anesthesia
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lould be fund out by the doctor directly from a patient. Disinfect correction areas properly. The implantmust
cused immediately after unpacking.

The implant in the form of VISCOLINE® LIGHT is inserted into the middle layer of the dermis, into
learea of skin dehydration and/or crease being corrected. The choice of injection technique depends on the
ecision of the specialist performing the procedure.

If the implant is inserted too deeply, that is, into the deep layer of the dermis or into the'subcutaneous
5sues, the correction will be less effective.

The implant volume administered depends on the degree of correction required. Itis stil-recommended
I@to exceed a dosage of 3 ml per session. It is important to avoid overcorrection. Cautiously massage the
njection site to make sure that the filler is evenly distributed in the corrected areas.

The implant in the form of VISCOLINE® BALANCE is slowly inserted into the-middle layer of the
lermis using the linear tracer injection technique. If thetinjection is done too deeply, thatis, into the subcuta-
jeous tissue, the correction will not have the expected dong-term effect. An injection that'is too deep is recog-
nizedas follows: when the drug is injected into the subcutaneous tissue, there is no resistance felt when injected

mto the dermis. If the color of the needle under the skin is visible during the injection, this means that the
gjection is too superficial. Such an injection should be avoided since the result-of the correction may be
unstable. The volume of injection depends on the-type of correction required. Itiisstill recommended not to
exceed a volume of 3 ml per procedure. It is important to avoid overcorrection.CAfter the injection, it is nec-
essary to massage the treated areas properly to ensure uniform distribution of the drug in the corrected areas.

The implant in the form of VISCOLINE® DEEP is slowly inserted into the deep layer of the dermis
using the linear tracer injection technique. If-the injection is done too deeply, that is, into the subcutaneous
issue, the correction will not have the expected long-term effect. An injection that is too deep is recognized
isfollows: when the drug is injected into the-subcutaneous tissue, there is-ne resistance felt when injected into
iredermis. If the color of the needle underithe skin is visible during the injéection, this means that the injection
istoo superficial. Such an injection should be avoided since the result.0fthe correction may be unstable. The
volume of injection depends on the type-ofcorrection required. It is still'recommended not to exceed a volume
of 3 ml per procedure. It is important.to avoid overcorrection. After the injection, it is necessary to massage
tretreated areas properly to ensure gniform distribution of the drug.in the corrected areas.

4\9 The implant in the form ofVISCOLINE® VOLUME guiding the needle along the desired path, while
free hand controls the position-of the needle under the skin and adjusts the amount of drug administered.
The injection technique may vary depending on the treatment area and the amount of the prescribed
drug, therefore, the qualificatiorn of the doctor in the augmentation technique for subcutaneous tissues of the
faceis a significant factor.
Stop the injection lang before removing the needle from the skin so that the drug does not overfill the
insertion site.
To achieve the best result, massage the injection(Sites to make sure that the drug is evenly distributed
inthe correction areas.
If the injection s too shallow, which should be-avoided, the correction result may be incorrect. In the
caseof mild swelling‘that appeared at the site immediately after the injection, melt ice can be applied to for a
short time.
The volume-of.injection depends on the type of correction required. It is.still recommended not to
exceed a volume of4 ml per procedure. It is important to avoid overcorrection.
For optimal implant insertion, it is important that a needle is mounted<on the syringe in accordance
with 4 steps shewn in the diagram (see Figures-1-5). If there is a sense of blockage or pressure during the
injection, pause.the injection and replace the needle.
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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 ofthe 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). 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-ob-
servance ofithis requirement may result in.the needle being pushed
out and/or the drug leaking out of the needle at the Luer-Lock level.

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.
Ifthe skin turns white during the-injection (blanching), immediately stop the injection of the medical product
~and massage the blanching area until the skin returns to its normal color.
"Avoid exposing to direct sunlight, ultraviolet as well as very.low and very high temperatures within? days
after the procedure. Until the swelling and redness after the injection disappears, the injection/site shouldn’t
be exposed to extreme heat (for example, solarium, sunbathing)'or extreme cold.

NOTES: The right injectionstechnique is critical to the success of the procedure and patient satisfaction. The
I implant must be inserted by a specialist with the necessary qualifications required by-focal legislation and
| standards.

After use, the syringe and-needles must be processed and disposed in complianee with.the accepted medical

procedures and according to the rules established by local legislation and regulations:

36 SIDE EFFECTS
The attending physician should inform the patient that there are potential side effects associated with the im-
plantation of this drug. These side effects can occur immediately after injection or after some time. They
include (among-others):
- local manifestations: inflammatory reactions (erythema, edema, pain at the.injection point), hematomas,
itching, temporary sensory loss at the injection’site and nearby, dyschromia,abscesses, indurations, nodules
(possibly granulomas), skin necrosis, implant migration.
- General manifestations: immediate hypersensitivity up to anaphylactic shock.
The patient must inform the attending physician of any side effect if such a health condition is not described
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bove, as well as all disorders that last more than one week.
Uum, the attending physician is obliged to communicate this information to persons involved in the retail
dle of the product as soon as possible.

37 INTERACTIONS WITH OTHER MEDICINAL PRODUCTS
lie incompatibility between hyaluronic acid and quaternary ammonium salts, such as, for example, ben-
alkonium chloride, is well known. With that in mind, the implant should never be allowed toicontact with
uch compounds, as well as with the medical surgical instruments treated with them.

38 PRINCIPLE OF MEDICAL PRODUCT ACTION
iyaluronic acid is a compound that is present in various tissues in the body, including thejskin. Due to the
latural aging process, the content of hyaluronic acid in the skin decreases, which results incthe elasticity dete-
ioration of integumentary tissues.
rhe presented medical products use hyaluronic acid obtained by Lancefield method of@erobic fermentation
bacteria of the genus of Group C streptococci. Reticularyaluronic acid is a polysaccharide consisting of units
jfD-glucuronic acid and N-acetylglucosamine, crosslinked with 1,4-butanediol diglycidyl ether (BDDE) into
Athree-dimensional network.
Tre effect of fillers based on crosslinked (stabilized) non-animal hyaluronic acid on-=involutional changes has
nonspecific and specific characters. The nonspecific effect is due to the filling ofithe-tissue deficiency areas
with a gelled stabilized filler, resulting in a visual.correction of the defect achieved-within a certain period of
lime. Due to their high plasticity, fillers are evenly distributed in the injectionarea, providing an aesthetic
result immediately after the procedure. The specific effect in the areas of invalutional changes is due to the
physiological effects of hyaluronic acid. Located in the extracellular space, hyaluronic acid, being a highly
hydrophilic compound, creates an additional ;zglume in the area of wrinkles due. to the attraction and binding
of water molecules; it supplies the deficieney/0f the ground substance - bady’s own hyaluronic acid in the
dermis, creating a «frame» for the structure-restoration of dermis fibers.
Slow and uniform biodegradation of crosslinked hyaluronic acid makessit possible to avoid a sharp loss of
volume during the implant placement in/ithe tissues. In the process of biodegradation, free HA molecules are
released that are necessary for skin revitalization and hydration.
Lidocaine hydrochloride has a local anesthetic property. It affects sensory nerve endings, interrupting the
conduction of impulses from the site off pain localization, causing a‘reversible temporary loss of pain sensi-
tivity. It is used in the form of hydrochloric salt, which is hydrolyzed in a weakly alkaline tissue-environ-
Jment. The released lipophilic baselofthe anesthetic penetrates the-membrane of the nerve fiber, turn into the
"active cationic form, which interacts with the receptors of the membrane. The membrane permeability to
sodium ions is impaired and impulse conduction along the nerve\fiber is blocked.

39 MEDICAL PRODUCT SPECIFICATION
;Aviscoelastic implant based“en hyaluronic acid in a phosphate buffer for intradermal administration is pre-
sented in the form of sterile/selution, prefilled in glass syringes, for single use.

40 COMPOSITION

Starting substances Implant Implant Implant Implant
VISCOLINE® VISCOLINE® VISCOLINE®  VISCOLINE®
LIGHT BALANCE DEEP VOLUME

Reticularshyaluronic
acid«(sodium hyalu- 12,75 (215) 23,0 (= 3) 23,0 (£3) 23,0 (= 3)

ronate)
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Con-
centra-
tion,

mg/ml

Con-
centra-
tion,

%

Non-reticular hyalu-
ronic acid (sodium hy-
aluronate)

Hyaluronic acid
(sodium hyaluronate)

(total content)
Phos-
phorus
Sodium

Chlo-

Phosphate
buffer
pH 6,8-7,6

rides

Water

for in-

jections

Residual content of
crosslinking agent 1,4-
butanediol diglycidyl
ether (BDDE)
Lidocaine
hydrochloride
Reticular hyaluronic
acid (sodium hyalu-
ronate)
Non-reticular hyalu-
ronic acid (sodium hy-
aluronate)

Hyaluronic.acid
(sodium hyaluronate)

(total content)

Phos-
Phosphate  phorus
buffer Sodium
pH 6,8-7,6  Chlo-
rides
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2,25 (1,5)

15,0 (+3)

0,8-2,6

1,9-3,4

0,2-1,9

up to I'ml

<L ppm

3,0

1,275 (+0,15)

0,225 (+0,15)

1,5 (+0,3)

0,08-0,26

0,19-0,34

0,02-0,19

Crp,23

23,0 (£ 3)

1,2-2,9

2,3-4,5

0,3-2,8

up tol ml

<1 ppm

3,0

2,3 (£0,3)

2,3 (+0,3)

0,12-0,29

0,23-0,45

0,03-0,28

23,0 (+3)

1,2-2,9
2,3-4/5

0,3-2,8

upto 1ml

<1 ppm

3,0

2.3 (+0,3)

2,3 (£.0,3)

0,12-0,29
0,23-0,45

0,03-0,28

23,0 (£3)

1,2-2,9

2,3-4,5

0,3-2,8

up tol ml

<1 ppm

3,0

23 (£ 0,3)

2,3 (+0,3)

0,12-0,29

0,23-0,45
0,03-0,28



Water
for in- up to 100
jections
Residual content of
crosslinking agent 1,4-
<1 ppm

butanediol diglycidyl
ether (BDDE)
Lidocaine

hydrochloride

up to 100 up to 100 up.to 100
<1 ppm <1 ppm <1 ppm
0,3 0,3 0,3

41 INFORMATION ON DRUGS CONTAINED IN MEDICAL PRODUCT

y  Starting Purpose of use
materials
Sodium hyalu- Active component,
ronate gelatinizing agent
Water for
Solvent
injection
Lidocaine

hydrochloride Anaesthetic agent

(substance)

Lidocaine Anaesthetic agent
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CAS'No.

9067-32-7

7732-18-5

6108-05-0

«

6108-05-0

Crp. 24

Manufacturer

1. BLOOMAGE BIOTECHNOLOGY CORPO-
RATION LIMITED, China, FS-001305 ot
11.01.2016 r;

2. Altergongltalia Zona ind.le ASI 83040 Morra
de Sanctis AV, Italy, FS-O0I899 ot 27.06.2019
r;

1.Limited Liability Company «EMara» (OOO
«EMara»), Russia, LS-001534 dated-06.05.2011
(date/of reissue - 23.04.2018)

perpetually.

2> Limited Liability Company«Grotex» (000
«Grotex»), LS+002529 dated
08.07.2014 (date ofreissue= 18.09.2019)-

Russia,

perpetually.
2.G. Amphray Laboratories, India (LSR-

008000/10 dated 12.08,2010 r.);

2. Shanxi Xinbaoyuan Pharmaceutical Co., Ltd.,
China FS-000706 dated 16.09.2013 (FS 000706-
210714-Amendment. No.l to FS 000706*
210714).

3.Limited Liability Company «Velfarm» (000
«Velfarm»), Russia, (LP-004707 dated



«

Iso.
pH

J I Extractable syringe volume,
ml

Ll Appearance

LU1 Bacterial endotoxins,
IU/mg

LW Osmolality, pOsm/kg

h i Dynamic viscosity, mPa-s

24 Force required to drive the

M

21.

28.

29.

30.
31

32.
33.
34.

chlorice
(lutiar)

15.02.2018 (until 15.02.2023)-date of reissue
-20.09.2019);

4.Limited Liability Company «Grotex» (000
«Grotex»), (LP-003014 dated
02.06.2015 (until 02.06.2020);

3. PAO (P NO001276/01 dated
09.02.2009 (date ofreissue 11:12.2017) - perpet

Russia,

«Biosintez»

ually.

42 TECHNICAL SPECIFICATIONS OF MEDICAL PRODUCT

Parameter name

piston rod of the syringe
filled with the Implant, H
Biodegradation period,
months

Maximum permissible-dose

of the implant for a person
per the procedure, mi
Partcicle size
(agglomerates) of
hyaluronic gel, pm
Molecular weightof so-
dium hyaluronate, MDa

Origin of hyaluronic acid

Protein,"%

Retikulation degree of hy-

aluronic-gel, %
Gel density, g/ml
Syringe integrity
Sterility

a. Syringes

Perncrpanus MH B PocanpaBransope
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VISCOLINE®  VISCOLINE®
DEEP VOLUME

VISCOLINE®  VISCOLINE®
LIGHT BALANCE

6,8 5o 7,6
1,0 (x0,2)
The implant is to be transparent, from. colorless to light yellow, odor-
less;.free of impurities
upto)0,5
from-200 to 400

3000-15000 7000-20000 10000-25000 15000-30000
from 15 to 45
5-8 6-9 7-10 10-12
3,0 4.0
300-410 415-450 420-480 450-550
1,0 (£0,5) (not
reticular), 1,0 1,0 (0,5) 2,0 (+1,0) 35 (+1,5)
(x0,5) A
(reticular)

Lancefield jmethod of aerobic fermentation bacteria of the genus of
Group C streptococci

<01
1,9%0,5 33+05 39+05 41 +05
102-1,12 1,13-1,3 1,13-1,3 1,13-1,3
must be leak-proof
must be sterile
Ctp,25



Name

Colorless and brown medical syringes
Imade of glass tubes with a capacity of
0.5 - 120 ml with and without accesso-

Iries.

Glass syringes BD Hypak, sterile and
non-sterile, with and without needles,
with a capacity of 0.5 - 20 ml.

Syringes for prefilling, disposable, ster-
ile, with a capacity 0f0,5; 1; 1 long; 1,5;

2,25; 3; 5; 10; 20 ml.

b. Needles
Product name

Needle for microinjec-
tions

MESO-RELLE sterile
needle for mesother-

apy

BD Hy-point injection

needles disposable
sterile
Disposable injection

needle K-Pack Il Nee-
dle

Hypodermic, needles
with a rounded end in
a sterile\packaging for
the administration of
hyaluronic acid-based
preparations

Manufacturer

«RI.MOS.
S.r.l», Italy

«BIOTEKNE
S.R.L.», Italy
(Gallini Sir.lY)

«Becton.Dickin-
son Medical (S)

Pte. Ltd», Singa-
pore

«TERUMO EU-
ROPE N.V.»,
Belgium

«TSK Labora-
tory», Japan
(TSK)

Peructpanua MH e PocanpaBramzope
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Manufacturer

«SCHOTT Swiss AG»,

Switzerland

«Becton Dickinson
France SAS», France

«Shandong Weigao
Group Medical Polymer
Company Limited»,

Gau

ge

G27

G30

G27

G30

G25

G26

G27

G30
G25

G26

G217

G30
G25

G27

G30

China

Size

0,4x12 mm
(a2
0,3x13 mm
(a/2™
0,4x12 mm
(a2
0,3x12 mm
(a2
0,5x25 mm
d")

0,45x13 mm

(a2
0,4x13.mm
(a/2")
0,3x13-mm
(2729
0,5%16 mm
0,5%25 mm
d")

0,45x10 mm
0,45x16 mm

0,4x12 mm
2"

0,4x 20 mm

0,3x12 mm
(/2"
0,5x25 mm
1"

0,4x13 mm
(a2
0,3x13 mm
(a2

Cip, 26

Marketing authorization-num-
ber/regulatory number
FSZ 2009/04195 dated05.09. 2012

FSZ 2011/11237/dated 26.12.2011

RZN 2013/764 26.03.2018

Marketing authorization num-
berfregulatory number

FSZ2011/09452 27.08.2019 (valid-
ity term: perpetually)

FSZ 2011/10175 dated 10.10.2018
(validity term: perpetually)

FSZ 2008/03143 dated 03.12.2008
(validity term: perpetually)

RZN 2018/7086-dated 26.04.2018
(validity term: perpetually)

FSZ2011/10609 dated 15.09. 2011
(validity term: perpetually)



® >

43 SAFETY REQUIREMENTS FOR MEDICAL PRODUCT
:implant is not toxic and does not adversely affect the human body while handling,
implant shall comply with biological safety requirements in accordance with GOST R 527%70) GOST R

10993-2 and a series of standards GOST ISO 10993 and must be non-toxic.

44 STERILIZATION INFORMATION
)lant components are pre-mixed and packaged in syringes. Filled syringes are sterilized’by steam in an
dave in accordance with GOST R ISO 17665-1-2016, GOST R 56893-2016/ISO/TS,.17665-2:2009.

45 TRANSPORTATION AND STORAGE
i)Tingcs with an implant are transported by all types of vehicles in accordance with the.shipping requirements

odrules, effective for an appropriate mode of transport while observing the temperature conditions (from +2

Cto +25 ®C), do not freeze.
Type of shipment - by postal parcel, cars, containers in accordance with GOST 20435-75 or GOST 18477-79.

Ihc implant in the package is stored at a temperature of +2 °C to +25 °C, in a_place protected from direct
iunlight.

46 APPLICATION CONDITIONS
The implant is to be inserted by a qualified doctors-cosmeticians or nursing staff who received additional

professional education in the specialty "NursSing in cosmetology"” (by appointment of a cosmetologist).
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 has not expired.
The implant, as well as the supplied needles, are intended for single use. Do not reuse. When reused, there is

arisk 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 30-minutes before the procedure.
The implant cannot be inserted into the area placing another filler, since there is no clinical data-on the inter-

action with other drugs.
The implant cannot be inserted;into the area where the permanent filler or implant is placed.

The implant should not be used for breast augmentation or=for,insertion into tendons, ligaments or muscles.
Ifthe patient had a history(ofherpes manifestations on the face, then needle punctures during the injection can

provoke new herpetic lesions.
The use of aspirin, non:steroidal anti-inflammatory drugs, drugs with a high content of.vitamin E before in-

jection can increase the-risk of bleeding and the appearance of a hematoma at the injection site.

47 EXPIRATION DATE
The warranty shelfidife of the implant is 24 months-from the date of sterilization.

48 MANUFACTURER'S WARRANTY
The manufacturer-guarantees the safety ofthe implant provided the conditions‘efuse, transportation and stor-

age indicated onthe package are observed.
The warranty=shelf life of the implant is 24 maonths from the date of sterilization.

An expired.medical device is not to be used.

49 DISPOSAL
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sed materials are disposed of in accordance with the hazard class specified in SanPiN 2.1.7.2790-10.
iccording to SanPiN 2.1.7.2790-10:
syringe with needles under the hazard classification belongs to Class B;
- packaging materials, a cardboard box and a blister under the hazard classification belong'‘to’Class A.
\&syringe with needles is to be disposed immediately after use, even if its content has not been fully used.

50 LABELING

mplant labeling shall comply with GOST R 15223-1-2014, GOST 14192-96 and- these technical
)pecifications.

.abeling for primary packaging contains:

- medical product name;

- fill volume of syringe;

- symbol «Moist heat sterilization» *;

- symbol «Consult instructions for use*;

- symbol «Do not reuse» *;

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

- expiration date;

- use by date*;

- storage conditions;

- batch code*;

- symbol «Moist heat sterilizatign» *;

- symbol «Do not resterilize»*;

|- symbol «Consult instructions for use» *;

- symbol «Do no 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 legisla-
tion)*;

- barcode

- Marketing Authorisation number

- symbol «Protect frem sunlight»*

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

The label (doubleisticker) 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:

Peructpanung MU B Pocanpasransope
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symbol «Fragile. Take due care!»*;
msymbol «Protect from sunlight»*;
e symbol «Protect from moisture»*;
» symbol «Do not freeze»*.
‘ssymbols are designated in the Table «Packaging symbols»

Packaging symbols:

®
A

STiMU 1

1ot

N}

g
s
N,
(U
S
O
S

Do not reuse

Consult instructions for use @

Moist heat or dry heat sterilization )§

Protect from sunlight (Keep away(from heat)

g
L
e

0
Keep at a temperature ofto +25 °C

S

Do not use ifpackage@maged

Do not resterilize

Use by date

Batch code

%

Fragile, take due Care

Protect from m@ture

5

)
5
S
(O
o
o

L
S
Q9
Do not freezgg) ;%,)
3
@)
Ay

{
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MepesoafbauH o”m ~"a cpenaH MHOW, NnepeBoAYMKOM [OKy4aeBbiM AMUTpuem Mropesnyem.

The translation ofthis text wasperformed by me, the translator Dokuchaev Dmitry Igorevich.

[signature/®

Poccuiickas ®egepauys The Russian Federation

"opos Mocksa The city o fMoscow
[BajuaThb cebMOro sHBaps Age ThiCAYM ABaauaTb nepsoro roga 27.01.2021

A, Kopcvk Bnagummnp KoHCTaHTUHOBMY, HOTapuyc ropoja /, Korsik Vladimir Konstantinovich, Notary o fthe city ofMoscow,
MockBbl, CBUAETENbCTBYHO NOLMMHHOCTb NOANUCH NEPEBOAUMNKA, certify the authenticity ofsignature, made by the translator,
[Jokyuaesa OmuTpusa Mropesnya. Dokuchaev Dmitry Igorevich.

Moanuck caenaHa B MOEM MPUCY TCTBUN. The signature was made in my presence:

JIn4yHOCTb NoANMCaBLIEro JOKYMEHT yCTaHOB/EHa. His identity is established.
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