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MHCTPYKLU WA
no MPMMEHEHWIO MEAVWLUWHCKOIO U3AENNA
«IMNnaHTaT BA3KO-31aCTUYHbIN BHYTPUKOXHbIN VISCOLINE®
no TY 32.50.50-005-06997856-2020»

1 HAMMEHOBAHWE MEAVWUWHCKOIO M3AENWA
MMnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXHBIA VISCOLINE® no TY 32.50.50-005-06997856-

2020.

2 KOMIMNEKTHOCTb
1 ViMnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXHbI B ncnonHeHnn VISCOLINE® LIGHT:
1) wnpuy o6vemom 1,0 M- 1wr.,
2) urna 30G 1/2” - 2 wr.,
3) MHCTPYKUMA - 1LWT.,
4) Haknemnka- 2 L.

2. AMnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXHLIA B ucnonHeHnn VISCOLINE® BALANCE:
1) wnpuy o6bemom 1,0 ma - 1w,

2) urna 30G 1/2” - 2 wr.,

3) MHCTpYKUmMA - 1T,

4) Haknelika - 2 LUT.

3. VIMnnaHTaT BA3KO-3/1aCTUYHBIA BHYTPUKOXHBIA B McnonHeHun VISCOLINE® DEEP:
1) wnpwy o6bemom 1,0 mn - 1w,

2) nrna270 127 -2 wr.,

3) UHCTPYKUmMA - 1.,

4) Haknelika - 2 L.

4. VMnnaHTaT BSI3K0-3M1aCTUYHbIA BHYTPUKOXHbIN B UcrnofiHeHnn VISCOLINE® VOLUME:
1) wnpuy, obbemom 1,0 mn - 1w,

2) urna 25G 17-2 wr., um 26G 1/2”-2 wrt., wm 27G 1/2” - 2 wr.

3) MHCTPYKUMS - 1 LWT.,

4) Haknenka - 2 .

3 CBEAEHWNA O MPOU3IBOANTENE MEANUMHCKOIO U3AETNA
MpounssoauTenb MeAULIMHCKOTO U3Aenus:
O6LLECTBO C OrpaHMYeHHON 0TBETCTBEHHOCTLIO «MHTEBMO» (OO0 «MHTEJIBNO»)
142821, Poccus, MockoBckas 06nacTtb, r.0. CTynuHo, 4. LUmaroso, yn. HaycTpranbHas, Bng.2
Ten.: 8 (495) 924-15-99
Email: info@intelbio.org, cainT: intelbio.org

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



MecTo Npon3BOACTBA MeAULMHCKOro NU3aenns

1 OO0 «Cwurma J1ab», 143026, r. Mocksa, TeppuTOpus MHHOBALMOHHOIO LeHTpa CKOMKOBO,
BonbLuon 6ynbeap, 4. 42, cTp. 1, at. 3, nomelleHnst NeNe 3A 0309 781, 3A 0309 782, 3A 0309 783,
3A 0309 784, 3A 0309 785, 3A 0309 786, 3A 0309 787, 3A 0309 788, 3A 0309 728, 3A 0309 729,
3A 0309 730, 3A 0309 731

2. 000 «WHTENBWMO», 142821, MockoBckasd 06n., r.0. CrtynuHo, 4. Llmatoso,
yn. IHgycTpunansHas, Bng. 2

4 HA3SHAYEHWVME MEOVNUWMHCKOIO N3AENNA

IMNNaHTaT — rvanypoHOBbIA  BA3KO-3M1aCTUUHBIA  BHYTPUKOXHbIV — MpeAHa3HadeH s
MCMO/Mb30BaHUs B 9CTETUYECKOW MeAMLMHE M KOCMETO/MOMMM C LIENbIO0 KOPPEKLWM HeloCTaTKOB U
[e(eKTOB KOXKM, BO3PACTHbIX W3MEHEHWIA KOXW, BOCCTAHOB/IEHWS! MOTEPSHHOTO 06bEMA KOXMW,
BOCCTAHOB/EHMS rmapaTaLyn KOXN.

MIMNNaHTaT NpUMEHSIETCS TOMbKO B IeYe6GHO-NPOPUIAKTUUECKUX YUPEKIEHNSIX.

5 OBJIACTb MPUMEHEHWA
KocmeTtonorus, gepMartonorus.

6 MOTEHUWMANbHbLIV MOTPEBUTE/b

Bpay-KocmeTonor unu CpeaHuin MeanMuUMHCKUIA NepcoHan, MonyyvBLUWI AOMNOMHUTENbHOE
npodeccuoHanbHoe 06pa3oBaHMe MO crneuunanbHocT “CecTpMHCKoe [Aeno B KocMmetonorum” (no
Ha3HaYeHMo Bpayva-KoCMeTosora).

7 MOKA3AHWNA AnAd nMPMMEHEHNA MEAVNUMNHCKOIO N3OENTNA
i3MeHeHWe aHaTOMMM COCTApUBLLEACH KOXM, BOCCTaHOB/IEHVWE OOBLEMOB, 3ano/iHEHUE
KOXHbIX Jenpeccuii 1 MOPLUMH, BOCCTAHOB/IEHME KOXHOW ruapartaumu.
- [Ana ucnonHennsa VISCOLINE® LIGHT
MmMnnaHTat npuMeHsieTca A1 PaBHOMEPHOrO 3anofiHeHUA CPeAaHUX W MOBEPXHOCTHbIX
MOPLUMH, ME/IKUX MOPLUMHOK W KOXHbIX 3a/10MOB, KOPPEeKUMM 30H, 06€3BOXEHHOW WK
yTpaTuBLUEN TOHYC KOXM B 06M1acTV nuua, wWwen n aekonbte. OH Takke NpeAHasHayeH [
3aro/IHEHNA MOPLLMH M KOXHbIX CKNaaoK.
- Ana ncnonHeHuns VISCOLINE® BALANCE
ViMnnaHTaT npumeHsaeTca Ana 3anofHEHUS MOPLUMH Ha NnLLe, KOXHbLIX CKNaLoK, Hanpumep,
HEerny6oKnx N CpeaHNX HOCOryOHbIX CKNaAoK, MOPLUMH B 061aCTV pTa 1 mexay 6poBeit. Ero Takxe
MPUMEHSIOT 4118 YBeNnYeHs o6bema ryd n/mnm KoppekLmm nx KoHTypa.
- [Ona ncnonHeHna VISCOLINE® DEEP
VIMnnaHTat npuMmeHseTcs 4S9 3anofiHEHUS TYO0KUX NULEBLIX MOPLUMH, Hanpumep,
HOCOrYOHbIX CKMAOK, «MOPLUMH CKOp6W», TNyOOKMX CKNafoK, a Takke AN YBE/IMYEHUS LeK U
oBasa nMua. Ero Takke NpUMeHsIOT 415 YBenMyeHns o6bema ryo n/mnm Koppekumm nx KoHTYypa.
Ana ncnonHenma VISCOLINE® VOLUME
VIMnnaHTat npuvMeHseTcad [O/19 YBeNnyeHus Liek, 061acTv CKynl U PeMOAeNMpOoBaHNS
KOHTYPOB /LA, NS KOPPEKUMM Cre3HbIX 60p034 M HEe3HAuUTe/IbHbIX MTO30B, a TakXke A/
3anosiHeHns r1y60KMX CKNaA0K B TONCTOM KOXe Nnua.

8 TMPOTWVMBOIMOKA3AHWNA
O6Lye NPOTMBONOKAa3aHWs ANs BCEX UCMONHEHWI
» BsegeHue B 06nacTb BOKPYr rnas (B 06/1aCTb Nof rnasaMu Uan B BEKN).
* bepemMeHHOCTb, NepnoA nakTaumn.
* HTpaBacKynspHoe BBEAEHVE.
* Vcnonb3oBaHMe MeANLMHCKOrO U34ens B COYETaHWUM C N1a3epHON Tepanmen,
MHTEHCUBHbLIM MYNbCUPYHOLLMM CBETOM, XUMUYECKUM MUMMHIOM UK fepmabpasuveil.
e Bospact go 18 ner.
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e Hannuue y naumeHTa KoXHbIX 3a60/1€BaHUIA, BOCMaNEHWIA, MHOULMPOBAHHbIX Y4acTKOB B
061acTn NpeanonaraeMoin MHbEKLMM AN NPUNEraroLLeii K Heil.

e [lpy W3BECTHOM TMNEPUYBCTBUTENBHOCT W HaMMuMa  anfiepruyeckux peakumii K
KOMMOHEHTaM MMM/IaHTaTa.

e [lpn W3BECTHOW rWMNEPYYBCTBUTENILHOCTU W Ha/IMUMS  annepruyeckmx peakuuii K
NMA0KaNHY UM MECTHBIM aHECTETKaM aMUAHOrO TvMa.

e [launeHTbl C ayTOMMMYHHbIMV HApPYLLEHUSIMW U NMPOXOASLLME UMMYHOTEpPanuIo.

e HapyLweHus Koarynsumm unm aHTUKoarynsiHTHas Tepanusi.

9 ONMNMCAHWME

[laHHoe MegMLMHCKOe UM3fenne MpeacTaBnseT coboi  GMONOrMYecKr COBMECTUMBINA,
MNHbELMPYEMBIA TMAPOre/b, OCHOBaHHbLIN Ha GMOPe30pOMPYeMON PeTUKYSPHOW TUalypOHOBOM
Kuncnote ¢ 106aBNeHNEM HEPETUKYNAPHON rnanypoHoBoit KucnoTbl (VISCOLINE® LIGHT) wunn Ha
6rope3opbupyemMoin  peTukynspHoin  rnanypoHosoii  kucnote  (VISCOLINE® BALANCE,
VISCOLINE® DEEP, VISCOLINE® VOLUME), npefHa3Ha4YeHHbIA ANsi KOPPEKLMN HEeA0CTaTKOB
KOHTYPOB MSArKMX TKaHel MyTeM KOXHbIX WHbEKUWUA, cogepxawmin 0,3 % nugokavHa
rmapoxnaopuaa, 06ecneynBatoLLEro aHeCTE3NPYHOLLIEE AECTBME.

M0 COCTOAHMIO MOIEKYN Pa3INyatoT HEPETUKYNAPHYHO (HECTabUIN3MPOBAHHYHO. HATVBHYIO,
HECLUNTYIO) W PeTUKYNAPHYH  (CTabUIn3MPOBAHHYHO, CLUMTYIO) TMaJTypPOHOBYHO  KUC/IOTY.
WepeTukynspHas ruanypoHoBas KucnoTa He nogsepraetcs o6paboTke 415 (popmMUpoBaHUs CBA3ei
MEX[Y ee MOJieKy/laMK1, OT/IMYaeTCs CMNOCOOGHOCTHI0 ObICTPO MPUTArMBaTbL MOJSIEKY bl BOABI,
YCKOPATb MPOLLECCbl Ha KIETOYHOM YPOBHE - 3TO AaeT BO3MOXHOCTb MOMyUUTb MaKCUMa/lbHbIN
ahpeKT GropeBUTANIN3ALMMN - HE NPOCTO YBNIAXKHEHNWE, a 3amyCK MPOLEeCCOB OMOJIOXKEHUSA, CUHTe3a
COGCTBEHHOr0 KO/MareHa, y/nydylleHne COCTOSiHWE COCYZOB, BblpaBHMBaHMe TEKCTYpbl U LBeTa
nua.

PeTuKynspHasa - 370 rvanypoHoBas K1cnoTa, ClUMTad ¢ MOMOLLbIO CLUMBAIOLLIETrO areHTa 1,4-
oyTaHamon aurnnumannosoro agupa (BDDE).

Petukynauus (Ctabunmsaums) rvmanypoHOBOM KWUCNOTbl - 3TO npouecc 06pa3oBaHus
MPOYHbIX  CBA3EM  MeXAy  MONeKynamy  TMallypoOHOBOM — KUCMOTbl  ANS  YBE/MYEHMA
NPOAOC/KNTENBHOCTU AeCTBUA rens. Takue CBA3N Has3blBalOTCA «CLUMBKAMU» WU «MOCTUKaMU», U
MMEHHO OHWM 3alWMLLIAlT [UalypOHOBYHO KWUCMOTY OT paspyLlatollero [AeiicTBust (hepmeHTa
rmanypoHngasbl. bnarogaps aTMm «ClUMBKam» (DEPMEHTbI Pa3pyLUatoT FMaslypoHOBbIA refb He
cpasy, a MOCTEMNeHHO, «OTLMNbIBas» OT [A/IMHHOM MOMEKYNbl TManypOHOBOW KWUCNOTbl 6osee
KOPOTKWE (pparMeHTbl B TeUeHue AnnTenibHOro BpeMeHu (ot 3 fo 12 mecAues). bonee KopoTkume
(hparMeHTbl rMaslypoOHOBOIN KMUCNOTbI 06/1a4at0T PEBUTAN3VPYIOLLMM AEACTBUEM U CTUMYUPYHOT
BbIpabOTKy KO//areHa, noaToMy faxe Mocse MOSIHOr0 paccacblBaHWsi KOHTYPHOTO refs, KoXa B
06n1acT ero BBeEHUS COAEPXXWUT BONbLUOE KOMMYECTBO KOJNAreHOBbIX BOMIOKOH, YKPENISHOLWMX
ee.

JNInpokamH  rugpoxnopus  ABNAETCA MECTHbIM  aHECTETUKOM, MpefHa3HaYyeHHbIM  [4/1s
YMeHbLLEHNS 60N1e3HEHHbIX OLLYLLEHNIA.

10 cnocob NMPMMEHEHMA MEANLUMHCKOIO U3AENNA

BBeaeHMe MHbEKUMIA VIMnnaHTaTa AO/MKHO MPOBOAMTLCS CreupanmcTa.mm, 06y4YeHHbIMU
TEXHVKE BBEAEHMS MpPenapaToB AN 3ano/fiHeHWs MOPLMH. [lepes  Hayaiom  MPOLeaypb
Heo6XoaMMO NONYYNTb Y NalyeHTa AeTanbHYH MHBOPMALIMIO O ero NpeablayLmnx 3a60MeBaHusX,
MPOVH(OPMIPOBATL O MPEANONOXUTENbHBIX Pe3yNnbTaTax AeCTBUS npenapata U BO3MOXKHbIX
NOGOYHbIX HexXenaTenbHbIX 3dekTax. PeKoMeHAyeTcs BBOAWTL Mperapar NpyY MOMOLLM WA,
COAEPXKaLLMXCA B KOPOOKe. BO3MOXHOCTb MPUOErHYTb K aHECTe3UW A0/MKHa ObiTb BbISCHEHA
[IOKTOPOM  HEMoCPeACTBEHHO Y MauueHTa. XOpowo Ae3VHAOUUMPYIATE 30HbI, MOAMeXaLime
KoppeKuyn. IMnnaHTaT Heo6X0AMMO MCMO/b30BaTb CPa3y Moc/e BCKPbITUS.
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MmnnaHTat B ucnonHeHnn VISCOLINE**’ LIGHT BBoAMTCA B CPeAHWIA CMON AEPMbI, B 30HY
Jerngpataumy u/unm KoXHOro 3a/ioMa, KOTopble MoAexaT Koppekuun. Boibop TeXHWUKN BBeAeHUA
3aBWCUT OT peLleHNsa crneLmanmcTa, NPoBOAALLLErO NpoLeaypy.

Ecnv MmnnaHTaT BBEAEH CAMLIKOM Fy60OKO, TO €CTb B FyOOKWA CNOW AepMbl WA B
NOAKOXHbIE TKaHW, KOppeKuusa 6yaeT meHee a(heKTUBHOM.

BeoguMbli  06beM  MMnnaHTaTa 3aBUCUT OT  HEOOXOAMMOW CTeMeHW  KOppeKuuw.
PekoMeHayeTCA BCe >Xe He npeBblwaTtbh [03MPOBKY 3 M1 3a ceaHC. BaXHO He npou3BOAnUTbL
M30bITOYHYHO KOPPEKUMIO. AKKYpaTHO MOMAaccMpoBaTb 30HY WHbBEKLMKW, 4YTOObl ybeauTbCH B
PaBHOMEPHOM pacrpefeneHnn 3arnoiHATENS B KOPPUTMpyeMbiX 06/1acTsiX.

NmnnaHTat B ncnonHenmn VISCOLINE® BALANCE mefieHHO BBOAMTCS B CPEAHWIA COM
[EePMbl C UCMOMb30BaHMEM TEXHUKWN TIMHEAHO-TPACCUPYIOLLEN MHBbEKLMN. ECNN MHBEKUWS fenaeTcs
CMLIKOM T/ly60KO, TO €CTb B MOAKOXHYK TKaHb, KOPPeKuus He OyAeT VMeTb O0XWAaemoro
pmTenbHoro agekta. CAMWKOM rny6oKas MHBbEKLMA pacrno3HaeTca Crefytowmm o6pasoM: npu
BBOZE Mpenapara B NOAKOXHYH TKaHb OTCYTCTBYET CONPOTUBEHWE, OLLYyLLaeMoe Npu UHLEKLNN B
Aepmy. Ecnn BufeH LBET Wbl MOL KOXeW BO BPEMS WMHBEKLUMW, 3TO O3HAYaeT, YTO AaHHas
NHBEKUNA SIBNSIETCS C/IMLLIKOM MOBEPXHOCTHOW. [aKkoi MHBbEKUMWM chnefdyeT m3beratb, MOCKOMbKY
pe3ynbTaT KOPPeKUMM MOXET BbITb HecTabuneH. OBbeM MHBEKLUM 3aBUCUT OT TpebyeMblX TVMOB
KoppeKumn. Tem He MeHee, peKOMeHAyeTCs He npeBblaTb 06bema 3 M/ 3a OfHY MpPoUeaypy.
BaxxHo wu3beratb runepkoppekummn. [locne MHbLEKUMM Heob6XO4UMMO XOpPOLLO MOMAacCcuMpoBaTh
obpaboTaHHble y4acTKM [Ans  obecrneyveHvss paBHOMEPHOrO pacnpefeneHns nperapara B
OTKOPPEKTMPOBAHHBIX 30HaX.

MmnnaHtat B ucnonHeHun VISCOLINE” DEEP meaneHHO BBOAUTCA B FNYyOOKWUIA CrO
[EPMbI C NCMO/b30BAHNEM TEXHUKM NIMHENHO-TPACCUPYIOLWEN NHBbEKUMN. ECnn nHbeKuma aenaetcs
C/MLUKOM T/ly60KO, TO eCTb B MOAKOXHYHK TKaHb, KOPPeKUMs He OyZeT MUMeTb OXWUAAeMoro
ANnUTEeNbHOro adekta. CAMLWIKOM rNy6oKask MHbEKUMA pacro3HaeTcs chefyoulmm obpasom: npu
BBOJE npenapara B MNOLKOXHYIO TKaHb OTCYTCTBYET CONPOTUB/IEHNE, OLLYLLLIAEMOE MPU UHBLEKLMN B
fepMy. Ecnv BMAEH UBET WUI/bl MO KOXEeN BO BpPeMsi MHBEKUMW, 3TO O3Ha4aeT, 4TO [aHHas
VHBEKUMSA SABNSETCA C/IMLLIKOM MOBEPXHOCTHOM. TakoM WMHBEKUMWU chefyeT u3berartb, MOCKOMbKY
pe3ynbTaT KOPPEKLUMN MOXET ObiTb HecTabuneH. O6bEM MHBEKLMM 3aBUCUT OT TpebyembIX TUMOB
Koppekumun. TeM He MeHee, PeKOMeHAyeTCcsa He npeBblwatb obbema 3 M 3a OAHY MPOUeaypy.
BaHo wu3beratb runepkoppekummn. T[locne WMHBLEKUMW HeO0OXOAMMO XOPOLLO MOMaccupoBaTb
0bpaboTaHHble y4acTKM [na  obecreyeHWs pPaBHOMEPHOrO pacnpefeneHvus npenapata B
OTKOPPEKTUPOBAHHbIX 30HAX.

MmnnaHTaT B ucnonHeHmn VISCOLINE® VOLUME BBoauTcA Mea/ieHHO, Hanpasnaa uray
MO HY>XHOW TpaeKTopum, Npy 3TOM CBOOOAHAS pyKa KOHTPONMPYET MOMOXKEHWE UI/bl NOL KOXeW ©
perynmpyeT Ko/iM4yecTBO BBOAMMOrO Mpenapara.

TexHUKa BBEAEHUS MOXKET MEHATbLCA B 3aBMCUMMOCTU OT 30HbI 06pPabOTKM M KOMMYecTBa
MponucaHHOro mnpenapara, CnefoBaTeNbHO, KBaM(MKAUMA Bpava MO TeXHUKE YBEeNYeHUs
MOAKOXKHBIX TKaHeW Nnua ABNSETCA CYLLECTBEHHbIM (DaKTOPOM.

MpekpaTuUTb MHBEKUMIO 33[0/IT0 L0 W3BMIEYEHUA Wbl M3 KOXW, 4TOObI mpenapar He
NepenoHWU MeCTO BXXMB/EHUS.

[na  [OCTVXKeHMs ONTMMaNbHOro pesynbTaTa MoMaccMpoBaTb 30Hbl WHBbEKLUW, UTOObI
ybeauTbCca B paBHOMEPHOM pacrpejeneHnn npenapata B 30Hax, MNOA/1eXallUmMX KOPPeKLumm.

B cnyyae CAMWKOM MOBEPXHOCTHOM WHBEKUMMW, Yero cnepyeT wusberatb, pesynbrar
KOPPEKLUMM MOXET ObITb HENPaBWIbHLIM. B ciydae Nerkoi npunyxnoctu, NOSIBUBLLECA Ha MecTe
Cpasy e Moc/e NHBLEKLMU, MOXXHO Ha KOPOTKOe BPeMst NPUIOXUTL Tasbli Nef.

OO6beM VMHBEKUMWM 3aBUCUT OT TpebyembIX TUMOB KOppeKuuMn. TeM He MeHee,
PEKOMEHAYETC He npeBblwats o6vema 4 Ma 3a OfHy npouedypy. BaxHo wu3beratb
rMNePKOPPCKLUUN.

[na onTumManbHOro BBefeHus VIMniaHTata BakHO, 4YTOObl urna Oblna yCTaHOB/EHa Ha
LUINpULE B COOTBETCTBUM C 4-MdA 3Tarnamu, NnokasaHHbIMK Ha cxeme (CM. puUCyHKu 1-5). B cnyuae
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olyuleHna 3aKyrnopKn wnn faB/iEHNA BO BPEMA BBEAEHUA UHBEKLMWU MPUOCTaHOBUTE BBEAEHUNE U
3aMEHUTE Urny.

Py wnpuvua, NoTAHYB 3a Hero, Kak nokasaHo Ha
pucyHke 1.

o CHumuTe I'Ipe,ﬂ,OXpaHVITeﬂbelVl KOJ/1Ma4vyokK co

Bo3bMUTE KOMINAYOK C UF/IOiA, 3aTeM BCTaBbTe
e Kpaii UIMbl C LIaroM Hapesku B 0TBepcTUe
- wnpuua (puc. 2)

3akpyTuTe Wry No 4acoBO CTPesike,
coxpaHsisa Hebonblloe AaBneHne Mexay
urnoi n wnpuuom (puc. 3).
MpopgokaliTe 3akpyymBaTb 40 TEX NOP.
noka Kpaw konnayka urfbl He 40CTUTHET
uunuHapa wnpuua. Mexay atumu 2
3/1eMeHTaMu He A0/1)XHO OCTaBaTbCs NyCTOro
O a H mecTa (puc. 4). HecobnogeHne aToro
YCNOBUSA MOXET NPUBECTU K BbITA/IKNBAHWIO
Wbl N/MNK BbITEKAHWUIO Npenapara u3 Uil
Ha ypoBHe Luer-Lock

3arem cHUMUWTE NpefoXpaHnUTesbHbINA
KOMINaYoK C Urbl, MOTSIHYB 3a HEro
O[HOI pyKOIi 1 Aepxa apyron pykown
unnnHAap wnpuua (puc. 5)

Mepen HayasoM nNpoueaypbl HafaBWTe Ha MOPLUEHb LUNpULUA A0 MOSBNEHWUS ManeHbKOM
Kannu rens Ha KOHYMKe Urbl.

Ecnn BO Bpems MHBLEKLMM KOoXKa 6eneeT (MobnegHeHWe), cneflyeT HEMEAIEHHO MPeKpaTUTb
BBeAEHME MeMLMHCKOro M3enus U mMaccupoBaTth 06/1acTb NO6MeLHEHMS 4O TeX Mop, MoKa Koxa
He BEPHET CBOI HOPMasIbHbI OTTEHOK.

He Ttporatb 06nacTb MHBLEKUMM B TeyeHue 12 yacoB rnocnie ykona, usberatb NpAMbIX
COMTHEYHbIX Ny4eid, yNbTpaduroneTa, a TakkKe 04eHb HU3KMX W OYEeHb BbICOKUX TEMMNepaTyp.

[o Tex nop, noka OTeK W MOKPacHeHWe OT WHbEKUUM He MPOAAYT, Henb3si MoaBeprarb
061aCTb MHBEKLMN CUMIbHOMY TEMNI0BOMY BO3AENCTBUIO (HanNpumMep, CONSpUiA, COTHEYHbIe BaHHbI)
NN CUIHOMY XO/0AY.

MPUMEYAHWE: lMNMpaBunnbHaa TexHWKa MHBLEKLMM UMEET peLuatoLLiee 3HaYeHue Ana ycnexa
npouesypbl M YOOBMETBOPEHHOCTN MauueHTa. VIMnnaHtaT LO/MKEH BBOAWUTLCA CMELuasmcTom C
Heo6X0AMMOI KBanmgukalmen, npegycMOTPEHHON MECTHLIM 3aKOHOAATENbCTBOM W CTaHAapTaMu.

Mocne MCMNonb30BaHUA LUNPULL, M UMbl AO/MKHbI ObITb 06paboTaHbl M YTUNU3MPOBAHBI
COrNacHO MPUHATLIM MeSULMHCKUM METOAMKaM W B COOTBETCTBUM C HOPMaMW, YCTaHOB/IEHHbLIMU
3aKOHOM U MECTHbIMU MOIOXEHUSAMMN.

11 MOBOYHbIE ABJIEHWNA

JNevawyin Bpad [O/MKEH COOOLMTb MaUMEHTY O TOM, YTO CYLUECTBYIOT MOTEHLMa/IbHble
no6oYHble 3eKTbI, CBA3aHHbIE C MMMNAAHTaLMeA AaHHOrO CpeacTBa. 3TU NO60YHblE 3((EKTbI

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTp. 5



MOTYT BO3HWKHYTb Cpa3y >Xe MOCNe WHBLEKLUM WK CMYCTA HeKoTopoe Bpems. OHW BKHOYatOT
(cpeamn npounx):

MECTHbIE MPOSB/IEHUA: BOCNa/IMTE/NbHbIE peakuun (3puTema, OTeK, 60/ib B TOYKe
WHBEKLUM), TeMaToMbl, 3y, BPEMEHHYIO MOTEPH) YYBCTBUTENBHOCTM B 00M1aCTU WHBEKUMU ©
no6M30CTK, ANCXPOMUSI, aOCLLECChI, YMOTHEHWE, Y3e/KN (BOSMOXKHO, FpaHyneMbl), HEKPO3 KOXMK,
MUrpaLyIo MMMIaHTaTa.

- OO6Lme NpoSIBNEHUSA: TUMEPYYBCTBUTENbHOCTb HEMEASIEHHOro Tuha BMAOTb A0
aHaMIaKTNYECKOrO LLIOKA.

MayneHT AOMKEH COOOWMTL NevalleMy Bpady O 1l060M NMo604YHOM 3(h(eKTe, ecn Takoe
HapyLLeH1e 340p0BbS HE ONMCAHO BbILLE, a TaKXKe 060 BCEX HapYLLEHMAX, KOTOPbIE NPOAO/KAKOTCS
6onee ofHOW Hepenu.

B cBOIO oYepefp, nevawyii Bpay B KpaTyaiilume CPoKM 0653aH CO0OLLMTL 3Ty MH(OpMaLMIO
NMLAM, KOTOPbIe 3aHUMAOTCA PO3HUYHOW NPoAakKel NPoAyKTa.

12 BSAI/IMOLI,EVICTBI/IE CAPYTMW MPEMAPATAMN

XOpoLO M3BECTHA HECOBMECTUMOCTb MEX[Y TWaslypOHOBOWA KUCNOTOW U CONSMM
YeTBEPTMUYHOIO aMMOHMS, TaKUMK1, HanpuMep, Kak XNopuf, 6eH3a/IKOHMS. YunTbiBas 3TO, HUKOrAa
He cneayeT A0nycKaTb KOHTaKTa MMnnaHTaTa C TakuMK COEAVMHEHMSMMU, a TaKKe MeAULIMHCKUM
XMPYPrUYecKnM MHCTPYMEHTapUeM, 06paboTaHHbIM UMM,

13 nPNMHUWMIM PABOTbl MEAVNLUMNHCKOIO N3AENNA

"vanypoHoBas KucnoTa SBMSETCS COeAMHEHMEM, KOTOpOe MPUCYTCTBYET B Pas/vYHbIX
TKaHAX OpraHvW3Ma, B TOM 4uC/le U B KOXe. B pesynbTarte npouecca ecTeCTBEHHOro CTapeHus
COZlepXKaHue rmanypoHOBOW KUC/MOTbl B KOXE CHWDKAETCH, YTO MPUBOAUT K YXYALUEHUIO YNpyro-
3N1aCTUYECKMX CBONCTB MOKPOBHBIX TKaHEN.

B npeacTaBneHHbIX MEAULMHCKUX W3AENMSX  UCMO/Mb3YeTCa MaslypoHOBas KUCNOTa,
nonyyeHHass nyTem epmeHTaumm Gaktepuii poga CTpenTOKOKKOB rpynnbl C no JIsHchuibay.
Cwwutas (peTuKynsipHas) rmanypoHoBas KMCoTa - 3TO Noamcaxapui, COCTOAWMA 13 eanHuL D-
IMIIOKYPOHOBOW KUCNOTbl U N-aueTUNIIlOKO3aMuHa, COeAUHEHHbIX MOMepeyHbIMK CBA3AMKN ¢ 1,4-
OyTaHamon gurnuumannoBbiM agrpom (BDDE) B TpeXMEPHYHO CETb.

AdheKT HanonHUTENEN Ha OCHOBE PETUMKY/SPHOM rManypoOHOBOM KUCOTbl HEXWBOTHOMO
MPOUCXOXAEHNA HA WHBO/OLMOHHbIE M3MEHEHUS UMeeT HecrneumtuyecKnini 1 creLupuyeckmii
XapakTtepbl. Hecnewyuguuecknin athteKT 00ycnoBneH 3anonHeHnemM 061acT ¢ HeJOCTaTKOM TKaHW
reneobpasHbiM  PETUKYNAPHLIM  HarofIHUTENEM, B pe3ynbTaTe Yero [AOCTUraeTcs Bu3yasbHas
KOppeKkuusi fedekTa B TeuyeHWe OrMpeaeneHHOro npoMeXyTKa BpeMeHu. Bnarofapst BbICOKOWA
MNacTUYHOCTW, HarMoONHWUTENM PaBHOMEPHO pacrpefensoTcs B 30HE BBefeHMs, o0becneynBas
3CTETUYECKMIN pe3ynbTaT CcTpaly nocne npoueaypbl.  Cneunduyecknini - aghheKT B 30HaX
WHBO/MIOLMOHHBIX  U3MEHEHWUIA  06YCNOB/IEH  (DU3MONOTMYECKUMU  3(pheKTaMM  rManypOHOBOM
KUCMOTbI.  Pacnonarascb BO BHEK/IETOYHOM MPOCTPAHCTBE, TWaslypOHOBasA KWC/IOTa, SABNSAACH
BbICOKOrMAPOMPU/bHBIM COEAMHEHNEM, CO3L4AeT LOMONHUTENbHBIA 06beM B 06/1aCTV MOPLUMH 33
CUET MPUTATMBAHMS W CBA3bIBAHWA MOJIEKY/T BOAbI; BOCMOMHSAET Ae(UUUT MPOMEXYTOYHOro
BeLlecTBa - COOCTBEHHOM rMaslypOHOBOM KWUCMOTbl B [epMe, CO03[aBas «Kapkac» [Ans
BOCCTAHOB/IEHUSA CTPYKTYPbl BOJIOKOH AEPMbI.

MepgneHHas W paBHOMepHas Guogerpajaums PeTUKYNAPHOW TManypoOHOBOR  KUCOTbI
M03BO/ISIET M30eXaTb Pe3kor NoTepy 00beMa B TEUEHME HAXOXAEHUA WMMMNiaHTata B TKaHax. B
npouecce 6uoaerpagaumMnm 0CBOOOXAAKOTCA MOMEKynbl cBo6oaHOW [K, Heobxoaumble aAns
peBUTANN3ALMNN U YBNKHEHUS KOXN.

NnpgokanH rmapoxnopug 06nagaetT MeCTHbIM aHeCcTe3npyowmnm athhekToM. [JeincTByeT Ha
4yBCTBUTE/IbHbIE HEPBHbIE OKOHYaHWS, NpepbiBas NPoBeAeHME MMMYbCOB C MeCTa SIoKam3aumm
6011, BbI3blBAET 06pPaTMMY0 BPEMEHHYHO yTpaTy 60/1eBOM YyBCTBUTENbHOCTU. lMpuMeHsieTcs B
BUAE CONAHOKWC/ION COMK, KOTOpass NoaBepraeTca rmaponnsy B CnaboLlenoyHO cpefe TKaHeil.
OcBoboxaaroLLeecs MNOMUIIbHOE OCHOBAHWE aHECTETUKA NPOHUKAET Yepe3 MemMbpaHy HepBHOMO
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BO/IOKHa, NEPEXOANT B aKTUBHYHO KaTUOHHYIO (hOpMy, KOTOpas B3aMMOZENCTBYET C peLenTopamm
MeMOpaHbl. HapylliaeTcs MpPOHMLAEMOCTb MeMOpaHbl [ WMOHOB HaTpus U GMOKMpYeTCs
MpoBeAeHVe UMMYybca Mo HEPBHOMY BOJIOKHY.

14 TEXHNYECKOE ONMMCAHME MEANLUWNHCKOIO U3SAE/TNA

MMnnaHTaT BSI3KO-3M1aCTUUYHBLIA HAa OCHOBE TManypoHOBOW KUCMOThbl C INAOKAUHOM
rMAPOXNopuaoM B hocthaTHOM Bydepe ANs BHYTPUKOXKHOIO BBEAEHWS NPeACTaBNEH B BUAE
CTEPUNLHOrO  PacTBOpa, MNPEABAPUTENIbHO  HAMOMHEHHOTO B CTEK/SIHHbIE  LUMPUUBI,  ANS
0[IHOPA30BOr0 MCMO/b30BaHNS.

15 COCTAB

MmnnaHTat mnnaHTat
VISCOLINE® VISCOLINE®
DEEP VOLUME

MmnnaHTat mnnaHTaT
VISCOLINE® VISCOLINEA
LIGHT BALANCE

icxoaHble BellecTsa

KoHue
HTpaL,
us,

mr/mn

KoHue
HTpaL,
na, %

PeTukynsapHas
rmanypoHoBas
kucnota(rnanypoHar
HaTpus)
HepcTtukynapHas
rmanypoHosas
Kucnota(rmanypoHar
HaTpuA)
'manypoHoBas
kucnota(rmanypoHar
HaTpms) (obLyee
COAepXKaHue)

docgatH Pocgop
bl Hatpuii
bycep
pH 6.8-
7,6

OcTartoyHoe
copeprkaHve
CLUMBAIOLLIETO areHTa
1, 4-6yTaHauon
ANTNALMANNO0BOTO
3¢mpa (BDDE)
JlvpokanHa
rMapoXIopuA
PeTukynapHas
rManypoHoBas
Kucnota (rmanypoHar
HaTpums)
HepeTukynspHas
rManypoHoBas
Kucnota (ruanypoHar
HaTpus)
["'manypoHoBas
Kucnota(rmanypoHar
HaTtpms) (obLyee

Xnopugpl
Boga ans
NHBEKLIMI
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12,75 (+1,5)

2,25 (+1,5)

15,0 (+3)

0,8-2,6
1,9-34
0,2-19

fo 1wmn

<1 ppm

3,0

1,275 (+0,15)

0,225 (+0,15)

15 (£ 0.3)

Crp. 7

23,0 (+3)

23,0 (+ 3)

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

fo 1wmn

<1 ppm

3,0

2,3 (+0,3)

2,3 (£ 0,3)

23,0 (¢ 3)

23,0 ( 3)

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

[0 1mn

<1 ppm

3,0

2,3 (£0,3)

2,3 (£0,3)

23,0 (+3)

23,0 (% 3)

1,2-29
2,3-4,5
0.3-2,8

[0 1mn

<1 ppm

3,0

2,3 (£0,3)

2,3 (£03)



COAEepPXKaHue)

dochatbl CDOCdeE
bk Hatpun
bydep  Xnopuapi
pH 6,8-
76 Bopga ons
’ NHbEKLNIA
OcTaro4Hoe
cofepXaHue

CLUMBAIOLLIErO areHTa
1,4-6yTaHamon
AUTIMLMANNO0BOTO
3¢mpa (BDDE)
JlnpokanHa
rMAPOXIopUA

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

0,02-0,19
fo 100

<1 ppm

03

0,12-0,29 0,12-0,29 0,12-0,29
0,23-0,45 0,23-0,45 0,23-0,45
0,03-0,28 0,03-0,28 0,03-0,28
fo 100 fo 100 fo 100
<1 ppm <1 ppm <1 ppm
0,3 0,3 0,3

16 MH®OPMALMA O NIEKAPCTBEHHbLIX CPEACTBAX, COJEPXALLMXCS B
MEAVNLUNHCKOM U3AENNN

VcxopHble PYHKUNOHa/IbHOE
BeLLecTBa Ha3HayeHue
["anypoHat AKTVBHBbIN
HaTpus KOMMOHEHT,
reneobpasosaTteb
Boga anq
o PacTeopuTenb
NHBEKLMIA acTeopuTen
JInpoKamH AHecTe3npyroLmii
rnmapoxnopua PYtoL
KOMMOHEHT
(cy6cTaHLms)
JlvpokanHa o
AHecTe3vpyowni
rUAROXnopia KOMMOHEHT
(PacTBop)
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CAS-Homep

9067-32-7

7732-18-5

6108-05-0

6108-05-0

Crtp. 8

lNpownssoaunTens

BIOTECHNOLOGY
Kutaii, ®C-

1 BLOOMAGE
CORPORATION LIMITED,
001305 ot 11.01.2016 T;

2. Altergon lItalia Zona ind.le ASI 83040 Moira
de Sanctis AV, Wrtaama, &C-001899 or

27.06.2019;

1.06LLecTBO c OrpaHnyeHHoM
OTBETCTBEHHOCTLHO «3Annapa» (000
«3nnapa»), Poccus, J1C-001534 ot 06.05.2011
(nata  nepeothopmneHns-  23.04.2018)
6eCCpPOYHO;

2.06LecTBO c OrpaHNUYeHHON
OTBETCTBEHHOCTbIO «["poTeKkc» (000
«[I"poTekc»), Poccus, /1M-002529 ot 08.07.2014
(nata nepeogopmneHns - 09.06.2021)
6eccpoyHo.

1.k.Amdperr  Nlabopatopus, WHana (JICP-

008000/10 ot 12.08.2010 r.);
2.lllaHcn CuHbb6aotoaHb dapmacbioTukan Ko.,
Nta, Kuta ©C-000706 ot 16.09.2013 1 (PC

000706-210714-i3m. Nel k &®C 000706-
210714).

1.06uiecTBO c OrpaHNYeHHOM
OTBETCTBEHHOCTbHHO «Bengapm» (000
«Bendgapm»),  Poccusa,  (JIM-004707 ot
15.02.2018  (mo  15.02.2023) -  pata
nepeodopmneHus- 20.09.2019);

2.00LecTBO C OrpaH1UYeHHOM
OTBETCTBEHHOCTbIO «["poTekc» (000
«["poTeKkc»), Poccus, (/1r1-003014 ot



No
n/n

[e0)

10.

13.
14.

15.
16.
17.

02.06.2015 (po 31.12.2025));

3.MMAO «BbuocuHTes» (P N001276/01 ot
09.02.2009  (gata  nepeodopmMIeHNS)
11.12.2017, 6eccpoyHO)

17 TEXHNYECKWMNE XAPAKTEPUCTUKN MEONUMNHCKOIO N3AEJ/TNA

17/71 OCHOBHbIE TEXHNYECKME XapaKTepUCTUKN nsgenns

HanmeHoBaHMe nokasarens

pH

N3Bnekaemblii 06bem
pacTeopa B Lnpuue, mn
BHeLluHWI BUg,

CopepxxaHue
6aKTepmasibHbIX
3H[0TOKCWHOB, EQ/MN
OcMonanbHOCTb, MOCM/KT

[OnHamnyeckast  BSI3KOCTb,
mllac
Ycunve, Tpebyemoe Ans

npuBefeHNs B [BWKeHUe
LUTOK-MOPLUHA Lwnpurua,
3arno/IHEHHOI 0
MmnnaHtatom, H

Cpok 6uogerpagaumm, Mec.

MakcnmanbHas
paspeLleHHas f03a
VmnnaHTata pgns  OfHOro
yenoBeka 3a OAHYy
npoueaypy, M

Pa3mep yactumy,
(arnomepaToB)
rMaslypoHOBOrO refis, MKM
MonekynspHas macca

ruanypoHarta Hatpua, MAa

[NpouncxoxaeHne
rMalypoHOBOW KMUCNOTbI
CopgepxxaHue 6enka, %
CreneHb PETUKYNALNA
rManypoHoBoro rens, %
MNoTHOCTb rens, r/mn
CepMeTMYHOCTb LUMNPULLEB
CTtepunbHOCTb
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VISCOLINE®  VISCOLINE®  VISCOLINE® VISCOLINE®
LIGHT BALANCE DEEP VOLUME
6,8 o 7,6
1,0 (20,2)
MnnaHTaT Ao/mKeH ObiTb MpO3payHbiM, OT OGECLBETHOrO A0
CBET/NO-XENTOro  uBeta, 6e3 3anaxa, 6e3  MOCTOPOHHUX
BK/IHOYEHUI
He 6onee 0,5
o1 200 o 400
3000-15000 7000-20000 10000-25000  15000-30000
oT 15 o 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)
(HepeTUKyNspH
bilA), 1,0 (£0,5) 1,0 (20,5) 2,0 (1,0) 3,5 (£1,5)
(peTuKyNnspHbI
)

MeToz, aspo6Hoi thepmeHTaumm bakTepuin popa CTpenTOKOKKOB
rpynnsl C no JIsHchuibay
<0,

33+0,5 3,9+0,5

1,13-1,3 1,13-1,3
[OMKHbI 6bITb FEPMETUYHbI
[OMKHbI BbITb CTEPU/IBHBI

19+0,5
1,02-1,12

41 0,5
1,13-1,3

Cmp 9



172  LWnpuypbl

HanmeHoBaHMe

LLInpnupl MeaAMUUHCKME 6eCLBETHbIE U
KOpPWUYHEBbIE n3 CTEKNOTPYOKM
émkoctbto 05 - 120 mMn  cC
NPUHAAIEXHOCTAMU 1 6€3 HUX.

Lnpuupl  cTeknsHHble BD  Hypak
CTEpPUNbHBbIE U HECTEPWU/bHBIE, C WO
n 6e3 urnel, o6bemom ot 0,5 mn go 20
M1,

Wnpuupl  ana  npeABapuUTesibHOro
HanosIHeHWs 0[JHOPa30oBble CTEPU/bHbIE
obbemamm 0,5; 1; 1 long; 15; 2,25; 3;

MponssognTenb

«WOTT Csu3 Al »,
LLiBeLapns

«BbeKToH [ANKNMHCOH
®paHc c.A.c.», PpaHLMs

«LaHbayH Baiirao Tpyn
Megukan MNonvmvep
Komnanun JInmntagy,

5; 10; 20 mn.

17.3  Wrnbl
HanmeHoBaHWe
n3genuna

Wrna pna
MUKPOUHBEKLIWIA.

Nrna MESO-RELLE
CTepwibHasa ans
Me3oTepanuu

rnbl MHBbEKLMOHHbIE
BD Hypoint
0/AHOPa30Bble
CTepU/bHble

rna nHbeKUMoHHasA
0flHopa3oBas
cTepunbHasa K-Pack Il
Needle

Urnbl
runogepMaibHble €
3aKpYyreHHbIM

KOHL,OM B CTEpPU/IbHOM

yNaKoBKe 1

BBE/IEHUsI NpenapaToB

Ha OCHOBe
rvanypoHoBOWA
KMCNOTbl

MpoussoauTenb

«PN.MOC.
C.p.n.», Utanna

«BNOTEKHE
C.P.J1.», Ntanns
(Gailini S.r.l.
«BbeKToH
JVKNHCOH
Megukan (C)
M1e /T,
CuHranyp

«Tepymo HOpon
H.B.», benbrus

«TCK
JTabopatopu,
AnoHus (TSK)
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KuTtaii
Kan Paswvepsbl
nép
G27 0,4x12 mm (1/2")
G30 0,3x13 mm (1/2")
G27 0,4x12 mm (1/2")
G30 0,3x12 mm (1/2")
G25 0,5x25 mm (IN)
0,45x13 Mm
G26 (1/2")
G27 0,4x13 mm (1/2")
G30 0,3x13 mm (1/2")
G25 0,5x16 mm
0,5x25 mm(1")
G26 0,45x10 mm
0,45x16 Mm
G27 0,4x12 mm (1/2")
0,4x 20 Mmm
G30 0,3x12 mm (1/2")
G25 0,5x25 mm(1")
G27 0,4x13 mm (1/2")
G30 0,3x13 mm (1/2")

Ctp. 10

Homep perncrpaynoHHoro
Y/0CTOBEPEHNA/HOPMATVBHOIO
[IOKyMeHTa
®C3 2009/04195 ot 05.09. 2012

®C3 2011/11237 ot 26.12.2011

P3H 2013/764 oT1 26.03.2018 .

Homep permcrpaymoHHOro
YO0CTOBEPEHUA/HOPMATMBHOIO
[NOKYMeHTa
®C3 2011/09452 ot 27.08.2019

(cpok peincTus: 6ecCpoyHO)

®C32011/10175 ot 11.02.2018
(cpok peiicTBUSA: GECCPOYHO)

®C3 2008/03143 ot 03.12.2008
(cpok gencTBus: 6ecCcpoYHO)

P3H 2018/7086 ot 26.04.2018
(cpok peiicTBUSA: GECCPOYHO)

®C3 2011/10609 ot 15.09, 2011
(cpok peiicTBUs: GeCCPOUHO)



18 TPEBOBAHWA BE3ONMACHOCTU MEAVNUMHCKOIO N3AENNA

MnnaHTaT He TOKCMYEH M He OKa3blBaeT BPeHOr0 BO3MENCTBMS Ha OpraHv3Mm YesioBeka
npv paboTe C HAM.

mnnaHTaT He 06pa3yeT TOKCUMYECKMX COeAVMHEHWIA B BO3AYLUHOM cpefe WM B CTOYHbIX
BOJAX, He NPUBOAMT K CAaHUTaPHO-0MAaCHbIM 3arpA3HEHMSIM OKPYXKatoLLel cpeabl.

MnnaHTaT [dO/MKeH COOTBETCTBOBAaTb TPebOBaHWMAM 6GMONOrnMyeckorr 6e30macHOCTU B
cootsetcTBuKM ¢ TOCT P 52770, TOCT P NCO 10993-2 u cepumn ctaHgaptoB NOCT 1SO 10993 un
[O/MKEH ObITb HETOKCUYHBIM.

19 CBEAEHUNA O CTEPUNN3ALNI

KoMMNoHeHTbl  MMnnaHTaTa npefBapuTeNbHO CMELIMBAOT 1 (hacyloT B LUMPULIbI.
HanonHeHHble LWINPWLbLI  CTEPUAM3YHOT METOAOM MapoBO/ CTEpUNM3aLUMM B aBTOKNaBe B
cootBetcTBUM ¢ TOCT P NICO 17665-1-2016, TOCT P 56893-2016/ISO/TS 17665-2:2009.

20 TPAHCIMOPTUPOBAHWME N XPAHEHWE

["paHCnopTMpOBaHMeE LLNPULOB ¢ IMNNaHTaTOM NPOU3BOASAT BCEMWU BMAAMM TPAHCMOPTHbIX
CPefCTB B COOTBETCTBUM C TPebOBaHUAMK M MpaBuUIaMn NEpeBO3KN Py30B, AEMCTBYHOLIMMU Ha
COOTBETCTBYIOLLEM BuAe TpaHCNoOpTa, Mpu CO6MIOAEHUM TemnepaTypHoOro pexxmma (o1 +2 @C go
+25 °C), He 3aMOpaXkmBartb.

Bua oTnpaBKy - NOYTOBOM MOCBINKOM, aBTOMalLMHaMK, KOHTeinHepamn o TOCT 20435-75
nnn FOCT 18477-79.

MiMnnaHTaT B YynakoBKe XpaHAT npu Temnepatype oT +2 °C po +25 °C, B MecCTe,
3alLLMLLIEHHOM OT NPSIMbIX COMTHEYHbIX NyYeil.

21 YCNoBNA MPNUMMEHEHINA

MnnaHTaT fOMKEH BBOAUTHCA KBAIM(DULMPOBAHHBIM BPauOM-KOCMETONIOMOM U/ CPeaHUM
MEAVLIMHCKAM NePCOHaNoM, MOMYUMBLUMM A0NONMHUTENBHOE NPOdeccHoHabHOE 06pa3oBaHMe Mo
cneuyanbHOCTK "CeCTPUHCKOE 1eN0 B KOCMETONONMM™ (MO Ha3HaueHUIo Bpaya-KOCMETO/ora).

[lo Hayana npouedypbl MNAUMEHT [0MKeH OblTb MPOMH(OPMUMPOBAH O MOKA3aHMAX
MEAVLIMHCKOIO W3[enns, a Takke O ero MNPOTMBOMOKA3aHUSX W BO3MOXHbIX HEXenaTesbHbIX
MOBOYHBIX ABNEHNUSIX.

Mepes npUMeHeHVEM YGeauTecb, YTO YMAaKOBKA C TMpPerapaTtoM He MOBPeXaeHa |
CTEPUNBHOCTb HE HapyllieHa. Y6eamuTech, YTO CPOK FoOAHOCTM npenapaTa He UCTEK.

IMnnaHTaT, a TakxKe NocTaB/seMble B KOMMNEKTe UI/bl, NPeAHa3HauYeHbl 41 04HOPa30BOro
NCMONb30BaHMS. He WCMonb3oBaTb MOBTOPHO. [lpy MOBTOPHOM WCMOMb30BaHUM €CTb  PUCK
VHDOULMPOBAHNS UM 3apaXKeHNS Yepe3 KPOoBb.

MEeCTO MHBEKLMN AOMKHO BbIThb TLATENBHO NPOAE3NH(MLMPOBAHO.

MeAMUMHCKOe Kilaenme [OMKHO XPaHUTbCA NpY KOMHATHOW TemnepaType 3a 30 MUHYT A0
Hayana npoLeaypb!.

MMnnaHTaT Henb3s BBOAWTbL B 06M1acTb, COAEPXKALLYH APYroi wnnep, TaK Kak HeT
K/MHUYECKUX IaHHbIX O B3aMMOAEWCTBIM C APYTMM NpenapaTamu.

MMnnaHTaT Hefb3s BBOAUTb B 06M1aCTb, [Ffle HAXOAWUTCA MOCTOSHHbIA unnep wm
VMM/AHTAT.

MMnnaHTaT He AO/MKEH WCMNOMb30BaTbCs NS YBE/MYEHWUS TPYAM WAW AN BBEAEHWS B
CYXOXKNNNS, CBA3KN U/IN MbILLILIbI.

Ecnv y naupeHTa B aHamHese Oblny NPOSIBNEHUs repreca Ha NnLe, TO MPOKO/bl UMbl BO
BPEMS MHBEKLWM MOTYT CMPOBOLIMPOBATL HOBbIE BbIChIMaHKS repreca.

MprMeHeHWe acnnpuHa, HECTEPOMAHBIX NPOTMBOBOCMAINTENbHBIX MPENapaToB, NPenapaToB
C BbICOKUM COAEPXXaHWEM BUTaMMHA E nepes MHbEKLME MOXET YBENMYMTL PUCK KPOBOTEUEHUS 1
MOSBNEHNE TeMaTOM B MECTE YKona.
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22 CPOK ITOAHOCTM/
FapaHTWIHBI CPOK rOAHOCTM VIMnnaHTaTa - 24 Mecsila co AHs CTepUnm3aLun.

23 FAPAHTUWN N3rOTOBUTENA

MpeanpuAaTMe-U3roToBUTENlb FapaHTUPYeT COXPaHHOCTb KVIiMnnaHTata npu CcobnoeHum
YCNOBWIA MPUMEHEHWS, TPAHCMIOPTUPOBAHUSA W XPaHEHNUS, YKa3aHHbIX Ha YNaKoBKe.

"apaHTWIHBIA CPOK rogHOCTV MiIMnnaHTaTa - 24 Mecsua co AHA CTepPUn3auun.

MeanumHCKoe n3genne ¢ UCTEKLIMM CPOKOM FOAHOCTU NMPUMEHEHWUIO HE MOANEXNT.

24 YTUNIN3ALUNA

icnonb3oBaHHbIE MaTepuasbl YTUIM3UPYHOTCA COMacHO Kaccy OnacHOCTM, YKa3aHHOMY B
CaHlMnH 2.1.7.2790-10.

B cootsetctBMM ¢ CaHlnHom 2.1.7.2790-10:

- WNpuL, C Urnammn nNo Knaccugukaumm onacHoCTn oTHocuTes K Knaccy b;

- YMaKoBOYHble MaTepuasibl, KapTOHHas KOpobka v 6mcTep no Knaccugmkaumm onacHoCTu
oTHocuTCA K Knaccy A

LLnpuy ¢ nrnamm nocne Mcnosb30BaHWA He0OXOAMMO cpasy YTWUAU3NPOBATb, AaXe B TOM
C/lyyae, ecnv CoflepXXMMOoe He 6b110 UCMO0/b30BaHO MOTHOCTbLHO.

25 MAPKMPOBKA

MapkupoBka ImnnaHTaTa fo/mkHa cootBeTcTBoBaTh FOCT P 15223-1-2014, TOCT 14192-96 n
HacToAlmM TY.
MapK1pOoBKa NePBUYHOIN YMaKOBKN COAEPXKMT:
- HaMMeHOBaHWe MeAULMHCKOro U3aenns;
- 00beM Haro/HeHWS LWNpULa,;
- cumBon «CTtepunusaums napom» *;
- cuMBON «OBPaTUTECH K MHCTPYKLUMMW MO NMPUMEHEHWNIO» *;
- cuMBON «[1OBTOPHOE MCMO/b30BaHUe 3anpeLLeHo» *,
- CUMBO/T «BepXHAA U HWXKHAA rpaHuLa TeMMepaTypHOro AmManasoHa» *;
* - 0603HaYeHMe CMBO/A YKazaHo B Tabnuue «C1MBO/bI, YKa3aHHbIE Ha YNaKOBKe»

MapKnpoBKa TPETUYHOI YNaKOBKN COAEPKUT:

- HaMMeHOBaHWe MefMLNHCKOro U3fenus;

- KOMNJeKTauusa MeauUMHCKOro n3aenus;

- COCTaB MefMLMNHCKOro u3aenus;

- 00beM HarosIHeHWs LWNpuuga;

- KO/IMYeCTBO HAMO/HEHHbIX LUNPULEB B YMNaKOBKE;

- HaMMeHOBaHWe W agpec NpPon3BOAUTENS;

- CPOK rogHocTu,

- ucnonb3oearb f0...*;

- YCNOBUS XpaHeHWs;

- HOMep napTuu™;

- cumBon «Ctepunusaumsa napom» *;

- cumBon «[loBTOpHasA CTepuUIn3aL s 3anpeLleHa»™;

- cumBon «O6paTUTECH K MHCTPYKLMM MO MPUMEHEHUIO» *;

- cnmBon «[MOBTOPHOE UCMONb30BaHNe 3anpeLyeHo» *;

- CUMBON «BepxHAA 1 HUXHAA rpaHuLa TemnepaTypHOro guanasoHa» *;
- CUMBON «He 1MCMNOMb30BaTh, EC/IN YNAKOBKa NOBPeXaeHa»™;

- cumBon «3Hak cooTBeTcTBMA PCT [AeknapupoBaHus TOBapoB» (MpM  Heob6XoaumocTW, B
COOTBETCTBUN C [eACTBYIOLLMM 3aKOHOLATE/IbCTBOM)™;

- WTPUXKOL,
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- QR-Kopg;

- HOMep perncTpaynoHHOro yA0CTOBEPeHNA

- cuMBON «He gonyckatb BO3AECTBUE COTHEYHOrO CBETa»™

* - 0603Ha4eHMe CMMBO/Ia YKaszaHo B Tabnuue «CUMBO/bI, yKa3aHHbIE Ha YNaKOBKe»

Ha Hakneike (MapHOM CTUKepe) LO/MKHO ObITb YKa3aHo:
- HavMeHOBaH1e MeVLNHCKOro n3genus;
- 1Crnonb3oBathb fo...%;
- HOMep napTum™;
00beM Harno/IHEHUS LWNpULa,;
* - 0603Ha4eHVe CMMBO/A YKa3aHo B Tabnuue «C1MBO/bI, YKa3aHHbIE Ha yNaKoBKe»

MapK1pOoBKa TPaHCMOPTHOIN YNaKOBKM COAEPXMT 3HaKWN, COOTBETCTBYHOLLME 3HAUEHUSIM:
- cumBon «Xpyrnkoe. OCTOPOXHO!»*;

- cuMBON «He gonyckaTb BO3AENCTBINE COMHEYHOIO CBETa»™;

- CcumBON «bepeyb OT BRarm»*;

- CUMBON «He 3amopaXKmBaTb»*.

* - 0603Ha4YeHMe CMMBO/A YKa3aHO B Tabnuue «C1MBO/bI, YKa3aHHbIE Ha YMaKOBKeE»

CumBO/bI, YKa3aHHbI€ Ha YNaKOBKE:

® He ncnonb3oBatb NOBTOPHO

A Cob6noaaTh YKasaHWs B UHCTPYKLWN

CTepunusaLms napomM Wnv CyxXum Temnsiom

He gonyckaTb BO3A€eNCTBME CONHEYHOrO cBeTa ([ep)KaTb BAaM OT UCTOYHNKOB
Tenna)

Vcnonb3osarthb Ao...

|1ot] Homep naptum

XpaHuTb Npu Temnepatype ot +2 ®C o +25 °C
He ncnonb3oBath, eC/iv ynakoBKa MoBpexieHa
He nognexmT NOBTOPHOW CTepuan3aumm

T XpynKo, cobntoaanite OCTOPOXKHOCTb

X

bepeyb OT Bnarun

He 3amopaxusatb
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Translatedfrom Russian into English

INSTRUCTIONS
FOR USE OF MEDICAL PRODUCT
«Intradermal viscoelastic implant VISCOLINE® according to Technical Specifications
32.50.50-005-06997856-2020»

1 MEDICAL PRODUCT NAME
Intradermal viscoelastic implant VISCOLINE® according to Technical Specifications 32.50.50-
005-06997856-2020.

2 PACKAGE CONTENTS
3. Intradermal viscoelastic implant in the form of VISCOLINE® LIGHT:
5) 1.0 ml syringe - 1pc.,
6) needle 30G 1/2” - 2 pcs.,
7) instructions - 1pc.,
8) label - 2 pcs.

4. Intradermal viscoelastic implant in the form of VISCOLINE® BALANCE:
5) 1.0 ml syringe - 1pc.,

6) needle 30G 1/2” -2 pc.,

7) instructions - 1pc.,

8) label “ 2 pcs.

3. Intradermal viscoelastic implant in the form of VISCOLINE® DEEP:
5) 1.0 ml syringe - 1pc.,

6) needle 27G 1/2” -2 pcs.,

7) instructions - 1pc.,

8) label - 2 pcs.

4. Intradermal viscoelastic implant in the form of VISCOLINE® VOLUME:
5) 1.0 ml syringe - 1pc.,

6) needle 25G 17 - 2 pcs., or 26G 1/2” - 2 pcs., or 27G 1/2” - 2pcs.

7) instructions - 1pc.,

8) label - 2 pcs.

3 DETAILS OF MEDICAL PRODUCT MANUFACTURER
Medical product manufacturer:
Limited Liability Company «INTELBIO» (LLC «INTELBIO»)
Russian Federation, 142821, Moscow region, city district Stupino, village Shmatovo,
str. Industrialnaya, possession 2.
Tel.: 8 (495) 924-15-99
Email: info@intelbio.org, website: intelbio.org

Site of medical product manufacturing

1 LLC «SIGMA LAB», Russian Federation, 143026, city of Moscow, territory of Skolkovo
Innovation Center, 42 Bolschoi bulvar, bid. 1, fl. 3, rooms 3A 0309 781, 3A 0309 782, 3A 0309
783, 3A 0309 784, 3A 0309 785, 3A 0309 786, 3A 0309 787, 3A 0309 788, 3A 0309 728, 3A 0309
729, 3A 0309 730, 3A 0309 731.

2. LLC «INTELBIO», Russian Federation, 142821, Moscow region, city district Stupino,
village Shmatovo, str. Industrialnaya, possession 2.
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4 INTENDED USE OF MEDICAL PRODUCT

Hyaluronic viscoelastic intradermal implant is intended for use in aesthetic medicine and
cosmetology for correction of skin imperfections and defects, age-related skin changes, restoration
of lost skin volume, restoration of skin hydration.

For use only in healthcare institutions.

5 ADMINISTRATION
Cosmetology, dermatology.

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

7 INDICATIONS OF USE
Changes in the anatomy of aging skin, restoration of volumes, filling of skin depressions and
wrinkles, restoration of skin hydration.
- For the form of VISCOLINE® LIGHT
The implant is used for uniform filling of medium and superficial wrinkles, small wrinkles
and skin creases, correction of dehydrated and atonic skin areas in the face, neck and decollete. It is
also intended for filling of wrinkles and skin folds.
- For the form of VISCOLINE® BALANCE
The implant is used for filling of facial wrinkles, skin folds, for example, undeep and
medium nasolabial folds, wrinkles around the mouth and between eyebrows. It is also used for lip
augmentation and/or correction of their contour.
- For the form of VISCOLINE® DEEP
The implant is used for filling of deep facial wrinkles, for example, nasolabial folds,
« wrinkles of sadness», deep folds as well as cheek augmentation and improvement of facial
oval. It is also used for lip augmentation and/or correction 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 well as for filling of deep folds in
the thick skin of the face.

8 CONTRAINDICATIONS

General contraindications for all forms:
* Injection around the eyes (under the eyes or in B eyelids).
» Pregnancy, lactation.
 Intravascular injection.
» Usage of medical product in combination with laser therapy, intense pulsed light,
chemical peels, or dermabrasion.
 Patients under 18 years of age.
» |f a patient 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.
 Patients with autoimmune disorders or undergoing immunotherapy treatment.
» Coagulation disorders or anticoagulant therapy.
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9 DESCRIPTION

This medical device is a biocompatible, injectable hydrogel based on bioresorbable reticular
hyaluronic acid with the addition of non-reticular hyaluronic acid (VISCOLINE® LIGHT) or on
bioresorbable reticular hyaluronic acid (VISCOLINE® BALANCE, VISCOLINE® DEEP,
VISCOLINE® VOLUME), intended for the correction of imperfections in soft tissue contours by
skin injections, with 0.3% lidocaine hydrochloride, provides analgesic property.

According to the state of molecules a distinction is made betweenx native (unstabilized, non-
reticular, non-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 molecules, accelerate processes at the cellular level - this makes it
possible to obtain the maximum effect of biorevitalization - not just moisturizing, but the launch of
rejuvenation processes, synthesis of patient’s own collagen, and improvement of blood vessels,
alignment of facial skin texture and complexion.

Reticular hyaluronic acid is a hyaluronic acid crosslinked with a crosslinking agent 1,4-
butanediol diglycidyl ether (BDDE).

Reticulation (stabilization) of hyaluronic acid is the process of the formation of strong bonds
between the molecules of hyaluronic acid to increase gel effects. Such bonds are called «cross-
links» or «bridges», and it is 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 fragments from a long hyaluronic acid molecule
over a long period of time (from 3 to 12 months). Shorter fragments of hyaluronic acid have a
revitalizing effect and stimulate the production of collagen, therefore, even after complete
absorption of the contour gel, the skin in the area of its administration contains a large amount of
collagen fibers that strengthen it.

Lidocaine hydrochloride is a local anesthetic intended for pain treatment.

10 ROUTE OF ADMINISTRATION

The injection of the implant should be carried out by specialists trained in the administration
technique for wrinkle 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 recommended to administer the drug using the needles contained
in the box. The possibility of resorting to anesthesia should be fund out by the doctor directly from
a patient. Disinfect correction areas properly. The implant must be used immediately after
unpacking.

The implant in the form of VISCOLINE® LIGHT is inserted into the middle layer of the
dermis, into the area of skin dehydration and/or crease being corrected. The choice of injection
technique depends on the decision 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 tissues, the correction will be less effective.

The implant volume administered depends on the degree of correction required. It is still
recommended not to exceed a dosage of 3 ml per session. It is important to avoid overcorrection.
Cautiously massage the injection 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 dermis using the linear tracer injection technique. If the injection is done too deeply,
that is, into the subcutaneous tissue, the correction will not have the expected long-term effect. An
injection that is too deep is recognized as follows: when the drug is injected into the subcutaneous
tissue, there is no resistance felt when injected into the dermis. If the color of the needle under the
skin is visible during the injection, this means that the injection is too superficial. Such an injection
should be avoided since the result of the correction may be unstable. The volume of injection
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depends on the type of correction 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
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 tissue, the correction will not have the expected long-term effect. An injection that is
too deep is recognized as follows: when the drug is injected into the subcutaneous tissue, there is no
resistance felt when injected into the dermis. If the color of the needle under the skin is visible
during the injection, this means that the injection 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. 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 the treated areas
properly to ensure uniform distribution of the drug in the corrected areas.

The implant in the form of VISCOLINE® VOLUME guiding the needle along the desired
path, while the 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 qualification of the doctor in the augmentation technique for
subcutaneous tissues of the face is a significant factor.

Stop the injection long 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 in the correction areas.

If the injection is too shallow, which should be avoided, the correction result may be
incorrect. In the case of 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 of 4 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 shown 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.

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)

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

e L -]
dxx: J requirement may result in the needle being pushed out
o Bﬂ: and/or the drug leaking out of the needle at the Luer-Lock
v @ level.
——_ —_ \w
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Then remove the safety cap from the needle by
pulling it with one hand and holding the syringe barrel
° with the other hand
- (Fig. 5).

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

If the 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 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.

11 SIDE EFFECTS

The attending physician should inform the patient that there are potential side effects associated
with the implantation 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 above, as well as all disorders that last more than one week.
In turn, the attending physician is obliged to communicate this information to persons involved in
the retail sale of the product as soon as possible.

12 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.

13 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.

The presented medical products use hyaluronic acid obtained by Lancefield method of
aerobic fermentation bacteria of the genus of Group C streptococci. Reticular hyaluronic acid is a
polysaccharide consisting of units of D-glucuronic acid and N-acetylglucosamine, crosslinked with
1,4-butanediol diglycidyl ether (BDDE) into a three-dimensional network.
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The 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 of the tissue deficiency areas with a gelled stabilized filler, resulting in a visual correction of
the defect achieved within a certain period of time. Due to their high plasticity, 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 an additional volume in the area of wrinkles due to the attraction and binding of water
molecules; it supplies the deficiency of the ground substance - body’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 makes it possible to avoid a

sharp loss of volume during the implant placement in the 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 of pain localization, causing a reversible
temporary loss of pain sensitivity. It is used in the form of hydrochloric salt, which is hydrolyzed
in a weakly alkaline tissue environment. The released lipophilic base of the 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.

14 MEDICAL PRODUCT SPECIFICATION
A viscoelastic implant based on hyaluronic acid in a phosphate buffer for intradermal
administration is presented in the form of sterile solution, prefilled in glass syringes, for single use.

15 COMPOSITION

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

Reticular hyaluronic
acid (sodium 12,75 (£1,5) 23,0 (£ 3) 23,0 (£3) 23,0 (£3)
hyaluronate)
Non-reticular
hyaluronic acid 2,25 (£1,5) - - -
(sodium hyaluronate)
Hyaluronic acid
(sodium hyaluronate) 15,0 (+3) 23,0 (£3) 23,0 (x3) 23,0 (£ 3)
(total content)

Phosp

Conce horus 0,8-2,6 1,2-29 1,2-2,9 1,2-29
ntratio )
n Sodium 1,9-34 2,3-4,5 2,3-4,5 2,3-4,5
' Phosphate -
mgml Ch('ecs’”d 0,2-1,9 0,3-2,8 0,3-2,8 0,3-2,8
PH6.8-7.6  water
for
injectio upto 1ml up tol ml upto 1ml up tol ml
ns
Residual content of
crosslinking agent 1,4- <1 ppm <1 ppm <1 ppm <1 ppm

butanediol diglycidyl
ether (BDDE)
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Lidocaine

hydrochloride 30 30 30 30
Reticular hyaluronic
acid (sodium 1,275 (£0,15) 23 (x0,3) 2,3 (£0,3) 2,3 (£0,3)
hyaluronate)
Non-reticular
hyaluronic acid 0,225 (+0,15) - - -
(sodium hyaluronate)
Hyaluronic acid
(sodium hyaluronate) 15 (x0,3) 2,3 (£ 0,3) 2,3 (£0,3) 2,3 (0,3
(total content)
Phosp 4 08.0,26 0,12-0,29 0,12-0,29 0.12-0.29
horns
Conce Sodium  0,19-0,34 0,23-0,45 0,23-0,45 0,23-0,45
oo P chlonid 002-019 0,03-0,28 0,03-0,28 0.03-0,28
PH6,8-7.6  \water
for
injectio up to 100 up to 100 up to 100 up to 100
ns
Residual content of
crosslinking agent 1,4-
butanediol diglycidyl <1 ppm <1 ppm <L ppm <1 ppm
ether (BDDE)
Lidocaine
hydrochloride 03 03 03 03
16 INFORMATION ON DRUGS CONTAINED IN MEDICAL PRODUCT
Starting Purpose of use CAS No. Manufacturer
materials
Sodium Active component, 9067-32-7 1. BLOOMAGE BIOTECHNOLOGY
hyaluronate gelatinizing agent CORPORATION LIMITED, China, FS-
001305 of 11.01.2016 ;
2. Altergon Italia Zona ind.le ASI 83040
Morra de Sanctis AV, ltaly, FS-001899 of
27.06.2019 r;
1.Limited Liability Company «Ellara»
(OO0 «Ellara»), Russia, LS-001534 dated
06.05.2011 (date of reissue -23.04.2018) -
Water for Solvent 7732-18-5 perpetually.
injection 2. Limited Liability Company «Grotex»
(OO0 «Grotex»), Russia, LP-002529
dated 08.07.2014 (date of reissue -
09.06.2021) - perpetually.
2.G. Amphray Laboratories, India (LSR-
. . 008000/10 dated 12.08.2010 r.);
h Ia'dofﬁm? q Anaestheti ¢ 6108-05-0 2. Shanxi Xinbaoyuan Pharmaceutical Co.,
{sJSgtar?gé)e nAcSINETIc agen " Ltd., China FS-000706 dated 16.09.2013
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hydrochloride

he

no.
18.
19.
20.
21.
22.
23.
24.
25.

26.

27.

28.

29.

30.
3L

32.
33.
34.
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Lidocaine

(solution)

Anaesthetic agent 6108-05-0

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

dated 15.02.2018 (until 15.02.2023)-date

of reissue - 20.09.2019);

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

3. PAO «Biosintez» (P N001276/01 dated
09.02.2009 (date of reissue 11.12.2017) -
perpetually.

17 TECHNICAL SPECIFICATIONS OF MEDICAL PRODUCT

Parameter name

pH

Extractable syringe volume,
ml

Appearance

Bacterial endotoxins,
IU/mg

Osmolality, mOsm/kg
Dynamic viscosity, mPa s
Force required to drive the
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, ml
Partcicle size
(agglomerates) of
hyaluronic gel, pm
Molecular weight of
sodium hyaluronate, MDa

Origin of hyaluronic acid

Protein, %
Retikulation degree of
hyaluronic gel, %

Gel density, g/ml
Syringe integrity
Sterility
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VISCOLINE*  VISCOLINE*  VISCOLINE*  VISCOLINE®
LIGHT BALANCE DEEP VOLUME

6,8 00 7,6
1,0 (0,2)

The implant is to be transparent, from colorless to light yellow,
odorless, free of impurities

upto 0,5

from 200 to 400
3000-15000 7000-20000 10000-25000 15000-30000
from 15to 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 (20,5) 2,0 (x1,0) 3,5 (x1,5)
(£0,5)
(reticular)
Lancefield met lod of aerobic fermentation bacteria of the genus
of Group C streptococci
<0,1

19+0,5 33+05 3,9+0,5 41 +0,5

1,02-1,12 1,13-1,3 1,13-1,3 1,13-1,3
must be leak-proof
must be sterile
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a. Syringes
Name

Colorless and brown medical syringes
made of glass tubes with a capacity of
05 - 120 ml with and without
accessories.

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

Syringes for prefilling, disposable,
sterile, with a capacity of 0,5; 1; 1 long;
15; 2,25; 3; 5; 10; 20 ml.

b. Needles
Product name Manufacturer
Needle for «RI.MOS.
microinjections S.r.l». Italy
MESO-RELLE sterile «BIOTEKNE
needle for S.R.L.», Italy
mesotherapy (Gallini S.r.l)
BD Hy-point injection «Becton
needles disposable Dickinson
sterile Medical (S) Pte.
Ltd», Singapore
Disposable injection «TERUMO
needle K-Pack W EUROPE
Needle N.V.», Belgium
Hypodermic needles «TSK
with a rounded end in Laboratory»,

a sterile packaging for
the administration of

Japan (TSK)
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Manufacturer

«SCHOTT Swiss AG»,
Switzerland

«Becton Dickinson
France SAS», France

«Shandong Weigao
Group Medical Polymer
Company Limited»,
China

Gau
ge

Size

0,4x12 mm
12"
0,3x13 mm
2z
0,4x12 mm
2z
0,3x12 mm
2z
0,525 mm
(1)

0,45x13 mm
(a2
0,4x13 mm
(a2
0,3x13 mm
(a2
0,5x16 mm
0,525 mm
(1"
0,45x10 mm
0,45x16 mm
0,4x12 mm
(a2

0,4x 20 mm
0,3x12 mm
(2
0,5%x25 mm
(1%

0,4x13 mm
(/2™

G27

G30

G27

G30

G25

G26

G27

G30
G25

G26

G27

G30
G25

G27
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Marketing authorization
number/regulatory number
FSZ 2009/04195 dated 05.09.

2012

FSZ 2011/11237 dated

26.12.2011

RZN 2013/764 26.03.2018

Marketing authorization
number/regulatory number

FSZ 2011/09452 27.08.2019

(validity term: perpetually)

FSZ 2011/10175
10.10.2018  (validity
perpetually)

FSZ 2008/03143
03.12.2008  (validity
perpetually)

RZN 2018/7086
26.04.2018  (validity
perpetually)

dated
term:

dated
term:

dated
term:

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



hyaluronic acid-based 0,3x13 mm
. G30 "
preparations (2"
18 SAFETY REQUIREMENTS FOR MEDICAL PRODUCT

The implant is not toxic and does not adversely affect the human body while handling.
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 1SO 10993 and must be non-toxic.

19 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 17665-1-2016, GOST R 56893-2016/ISO/TS
17665-2:2009.

20 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
18477-79.
The implant in the package is stored at a temperature of +2 °C to +25 °C, in a place protected from
direct sunlight.

21 APPLICATION CONDITIONS
The implant is to be inserted by a qualified doctors-cosmeticians or nursing staff who received
additional professional education in the specialty "Nursing 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 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 30 minutes before the procedure.

The implant cannot be inserted into the area placing another filler, since there is no clinical data on
the interaction 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.

If the patient had a history of herpes 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 injection can increase the risk of bleeding and the appearance of a hematoma at the injection
site.

22 EXPIRATION DATE
The warranty shelf life of the implant is 24 months from the date of sterilization.
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23 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.
An expired medical device is not to be used.

24 DISPOSAL
Used materials are disposed of in accordance with the hazard class specified in SanPiN 2.1.7.2790-
10.
According 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.
A syringe with needles is to be disposed immediately after use, even if its content has not been fully
used.

25 LABELING

Implant labeling shall comply with GOST R 15223-1-2014, GOST 14192-96 and these technical
specifications.

Labeling for primary packaging contains:

- medical product name;

- fill volume of syringe;

- symbol «Moist heat sterilization» *;

- symbol «Consult instructions for use*;

- symbol «Do not reuse» *;

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

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

I.abeling 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 sterilization» *;

- 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
legislation)*;

- barcode;

- QR-code;

- Marketing Authorisation number

- symbol «Protect from sunlight»*
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* - symbols are designated in the Table «Packaging symbols»

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

- use by date*;

- batch code*;

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

Transport labels contain symbols which mean:

- symbol «Fragile. Take due care!»*;

- symbol «Protect from sunlight»*;

- symbol «Protect from moisture»*;

- symbol «Do not freeze»*.

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

Packaging symbols:

Do not reuse

Consult instructions for use

A

™ 4| Moistheat or dry heat sterilization
Protect from sunlight (Keep away from heat)
Use by date

|10t Batch code

4 Keep at a temperature of +2 °C to +25 °C
Do not use if package is damaged
Do not resterilize
Fragile, take due care

f Protect from moisture

K Do not freeze
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Mepesog

AHTOH BUYEM.

TEKCTa CPYCCKOro A3blka Ha aHTINNCKIIA A3bIK caenaH MHOA, nepesog4yMkom KoTnsposbiM

The trdnslalTon ofthis textfrom Russian into English was performed by me, the translator Kotlyarov Anton

Igorevich.
/sisnature/

Poccuiickaa ®egepaymsa
["opog Mocksa
[BajuaTb TpeTbero asrycTa fiBe ThiCAYM BajuaTb BTOPOro roga
A, PoanHa YnbsiHa AnekceeBHa, BPEMEHHO MCNOMHALWAA 0653aHHOCT
HoTapuyca ropoga Mocksbl Kopcuka Bnagumupa KoHcTaH TUHOBMYA,
CBMAETENbCTBYH NOANWAMeTb-MoAPUCH
nepesogumka Konvi**mgiAl"OHa Wr6pesunya.
Mognuce cgenana/™ It~ M
JInyHoCcTb NoALL, Yeva.
3aperncTpupo\ fo ewe
Ynna4yeHo 3a cc

ywb A8 -Hb7-2022-33-
ibHdio gericTBusA: 400 py6. 00 kon.

A daamHa

Bcero npoLuHypoBaHo, MPOHYMEPOBAHO W CKPenaeHo
MeuvaTbio ( 25 ) nncT(a)(oB)

BPWMO HoTapuyca
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The Russian Federation
The city ofMoscow
23.08.2022
I, Rodina Ulyana Alekseevna, deputy notary ofthe city of
Moscowfor Korsik Vladimir Konstantinovich, certify the
authenticity ofsignature, made by the translator Kotlyarov
Anton Igorevich.
The signature was made in my presence.
His identity is established.

It is registered in the register under Me 77/2138-n77-202\
Paidfor the performance ofa notarial act. 400 rubles 00\
paid

/signature” U.A. Rodina
Seal: /Notary Korsik Y.K.
Notarial district ofc. Moscow
ITN 770474847174 *

Stitched up, numbered and sealed (

Deputy notary /signature/

) pages

Seal: Notary Korsik V.K.
Notarial district ofc. Moscow
ITN 770474847174 *

V.NY



