YTBEPXAAH
CeHepaNbHbI AUPEKTOP
000 «MHTEJBNO»

AJl. TanvH

cTa 2022 .

MHCTPYKLU WA
no MPMMEHEHWIO MEAVWLUWHCKOIO U34ENNA
«IMNnaHTaT BA3KO-31aCTUUHBIN BHYTPUKOXHbIN VISCOLINE®
no TY 32.50.50-005-06997856-2020»

1 HAMMEHOBAHWE MEAUWUWHCKOIO M3AENWNA
MMnnaHTaT BA3KO-3M1aCTUYHBIA BHYTPUKOXHBI VISCOLINE® no TY 32.50.50-005-06997856-
2020.

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

2. AMnnaHTaT BA3KO-3M1aCTUYHbIA BHYTPUKOXHbIA B ucrnonHeHnn VISCOLINE® BALANCE:
1) wnpuy o6bemom 1,0 M - 1 W,

2) urna 30G 1/2” - 2 wr.,

3) MHCTpYKUmMA - 1T,

4) Haknelika - 2 LUT.

3. VIMnnaHTaT BA3KO-81aCTUYHbIA BHYTPUKOXHLIN B cnonHeHun VISCOLINE® DEEP:
1) wnpwy, o6bemom-L,0 mn - 1.,

2) nrna270 12”7 -2-r.,

3) UHCTpYKumaA - 1.,

4) Haknelika - 2 L.

4. VMnnaHTaT-BA3K0-3M1aCTUYHbIN BHYTPUKOXHbIN B ucrnosHeHnn VISCOLINE® VOLUME:
1) wnpuy, o6semom 1,0 mn - 1w,

2) urna 25G=1"-2 wr., nnmn 26G 1/2”-2 wt., wm 27G 1/2” - 2 wr.

3) MHCTPYKuus - 1 LWrT.,

4) Hakneika - 2 L.

3~ CBEAEHWNA O MPOUN3IBOANTENE MEANUMNHCKOFO U3AE/TNA
MpoussoauTeb MeAULIMHCKOTO U3AENs:
O6LWEeCTBO 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
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MecTo Npon3BOACTBA MeAULMHCKOro NU3aenns

1 OO0 «Cwurma J1ab», 143026, r. Mocksa, TeppuTOpus MHHOBALMOHHOIO LieHTpa CKOIKOBO,
BonbLuon 6ynbeap, 4. 42, cTp. 1, a1. 3, nomelleHmst 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 «WHTE/NBMO», 142821, MockoBckas 06n., r.0. CtynuHo, A, -LlImartoso,
yn. iHpyctpunansHas, Bng. 2

4 HA3SHAYEHWVME MEOVNUWMHCKOIO N3AENNA

MMNnaHTaT = rvManypoHOBbIA  BAKO-3MACTUYHBIA  BHYTPUKOXHBIA — MpefHasHayeH ans
CMO/b30BAHUS B 3CTETUYECKON MeauLMHE M KOCMETOMOMMM C LieMbl0 KOPPEKUMM He0CTaTKOB U
[EeeKTOB KOXKM, BO3PACTHbIX WM3MEHEHWIA KOXW, BOCCTAHOB/EHUS MOTEPSIHHOFO O6beMa KOXW,
BOCCTAHOB/EHMS TAPATaLMN KOXM.

MMnnaHTaT NPUMEHSIETCS TONbKO B NEUEBHO-NPOBMNNAKTYECKMX YUPEXKAEHNSX.

5 OBJIACTb MPUMEHEHWA
KocmeTtonorus, gepMartonorus.

6 MOTEHUWMANbHbLIV MOTREBUTE/b

Bpay-KocmeTonor unu CpeaHuia MeaMUMHCKUIA NepcoHan, MOAYUMBLUMI LOMNOMHUTENbHOE
npoceccnoHanbHoe 06pasoBaHMe Mo-CneumanbHocT "CeCcTpPUHCKOE-4eno B KocmeTtonorun" (Mo
Ha3HaYeHMo Bpayva-KoCMeTosora).

7 MOKA3AHWVNA ANnA FRMMEHEHNA MEAVNUMNHCKOIO N3OE/TNA
i3MeHeHMe aHaTOMMM COCTapUBLLEACH KOXM, BOCCTaHOB/IEHVWE OOBLEMOB, 3ano/iHEHUE
KOXHbIX Jenpeccuii 1 MOPLLVH, ‘BOCCTAHOB/IEHME KOXHOW rnapatralmu.
- [Ana ucnonHennsa VISCOLINE® LIGHT
MmnnaHTat nNpuMeHseTes A1 paBHOMEPHOrO 3anofiHeHuUs CPeaHUX W MOBEPXHOCTHbLIX
MOPLUMH, ME/IKUX MOPLUMHOK M KOXHbIX 3a/10MOB, KOPPEKUMM 30H, 06e3BOXKEHHOW WK
yTpaTuBLLUEN TOHYC KOXM B~ 06nacTv nuua, Wwen n aekonbte. OH Takke MpeAHasHayeH L1
3aro/IHEHNA MOPLLMH M KOXHbIX CKNaaoK.
- Ana ncnonHeHuns VISCOLINE® BALANCE
ViMnnaHTaT npumeHsaeTca Ana 3anofHEHUS MOPLUWH Ha NnLe, KOXHbLIX CKNafoK, Hanpumep,
HErny6oKnx N CpeaHNX-HOCOryOHbIX CKNaAoK, MOPLUMH-B 0611aCTV pTa 1 Mexay 6poBeil. Ero Takxe
MPUMEHSIOT 418 YBeuYeHns o6bema ryd n/vnm KoppeKLmm nx KoHTypa.
- [Ana ncnonHedns VISCOLINE® DEEP
VIMnnaHTaT~puUMeHseTca A1 3anofiHeHUs TyO0KUX NULEBLIX MOPLUMH, Hanpumep,
HOCOrYOHbIX CKMALOK, «MOPLUMH CKOp6W», TNyGOKMX CKNafoK, a Takxke AN YBe/IMYEeHUs LWEeK U
oBasa nMua. Ero Fakke NpuMeHsIOT 415 YBenMyeHns o6bema ryo n/mnm KoppekUym nx KoHTypa.
Ana ncnenHeHna VISCOLINE® VOLUME
VIMnnasTat npvMeHseTcq A9 yBenuyeHus Liek, 061acTv CKyn( W pPemMOAennpoBaHUS
KOHTYPOB /L@, [ANA KOPPEKUMM CE3HbIX~00p034 M HEe3HAuUTe/IbHbIX/ [ITO30B, a TaKkke A/
3ano/IHeHNA-EAYB0KMX CKNaA0K B TONICTOM KOXe Nnua.

8 LIPOTVMBOIMOKA3AHIWNA
OG61Hue NPOTMBONOKAa3aHNs ANs BCEX-UCMONHEHWI
¢ ~.BBefeHne B 06nacTb BOKPY T/ias (B 06/1aCTb MOZ rnasaMu Uin B BEKN).
*- bepemMeHHOCTb, Nepunoa 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€BaHUA, BOCMaNEHWIA, MHOULMPOBAHHbIX YYaGTKOB B
061acTn NpeanonaraeMoin MHbEKLMM AN NPUNEraroLLeii K Heil.

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

e [lpn W3BECTHOW rWMNEPYYBCTBUTENILHOCTU W Ha/IMUMA  anneprmyeckmx “~peakumii K
NMA0KaNHY UM MECTHBIM aHECTETKaM aMUAHOrO TvMa.

e [launeHTbl C ayTOMMMYHHbIMV HApYLLEHUSIMW U NPOXOASLLME UMMYHOTEPANULO.

e HapyLweHus Koarynsumm unm aHTUKoarynsiHTHas Tepanusi.

9 ONMNMCAHWME

[laHHoe MegMLMHCKOe Un3fenne MpeacTaBnseT coboi GMONOrMueckid COBMECTUMBINA,
NHbELMPYEMBIA TMAPOre/b, OCHOBaHHbLIN Ha /OMope3opompyeMort PeTUKYNSPHOM 1alypOHOBON
KucnoTe ¢ fobasnieHMeM HepeTUKYNAapHOW rmanypoHoBoit kucnotel (VISCOLINE® LIGHT) wwm Ha
6rope3opbmpyemMoin  peTukynspHoin  ruanypoHosoii  kucnote  (VISCORINE® BALANCE,
VISCOLINE® DEEP, VISCOLINE® VOLUME), npefHa3Ha4YeHHbIA ANsi KOPPEKLMN HeA0CTaTKOB
KOHTYPOB MSArKMX TKaHel MyTeM KOXHbIX WHbeKUWUA, cogepxawmuii 0,3 % nmgokavHa
rmgpoxnopuaa, obecrnevnBatoLLero aHecTesypytoLLee AencTaue.

M0 COCTOAHMIO MOIEKYN Pa3INYAOT HEPETUKYNAPHYIO (HECTaOWUAN3MPOBAHHYHO. HATVBHYIO,
HECLUNTYIO) W PeTUKYNAPHYH0  (CTAOMIN3MPOBAHHYHO,  CLUMTYHO)'.FMalypOHOBYHO  KUC/IOTY.
WepeTukynspHas ruanypoHoBas KucaoTa He nogsepraeTcs o6paboTke 41s (popMUpoBaHUS CBA3ei
MEXIY ee MOJieKy/1laMin, OT/IMYaeTes’ CNoCOOHOCTHI0 ObICTPO MPUTArMBaTL MOJSIEKY bl BOABI,
YCKOPATb MPOLLECCbl Ha KIETOYHOM-YPOBHE - 3TO AaeT BO3MOXHOCTb MOMyUYNTb MaKCUMa/lbHbIN
ahpeKT GropeBUTaIN3ALMMN - He MPOCTO YBNIAXKHEHWE, a 3amyCK APOLEeCCOB OMOJIOXKEHUSA, CUHTe3a
COGCTBEHHOr0 KoO/nareHa, yny4ytleHue COCTOSiHWE COCYZOB, BblpaBHMBaHME TEKCTypbl U LBeTa
nua.

PeTuKynspHasa - 370 ruajlypoHoBas K1cnoTa, CluMTad ¢ MOMOLLbIO CLUMBAIOLLIErO areHTa 1,4-
OyTaHavon aurnuunannosorq sgupa (BDDE).

Petukynauus (Ctabunmsaumns) rvmanypoHOBOM KUCAOTbI - 3TO npouecc 06pa3oBaHus
MPOYHbIX  CBA3EM  MeXAy  MONeKynaMy  TMallypOHOBOM  KUCMOTbl  A1S  YBE/MYEHMA
NPOAC/HKNTENBHOCTU AeCTBUSA rens. Takue CBSA3N Ha3bIBAKOTCA «CLUMBKAMU» W «MOCTUKaMU», U
MMEHHO OHW 3aWMLLIAlOT. ) T’MaslypOHOBYHO KWUCMOTY OT+ paspyLUlatoLlero AeiicTBus(hepmeHTa
rmanypoHngasbl. bnarogaps aTvm «ClUMBKam» (DEPMEHTbI pa3pyLuatoT FMaslypoHOBbI refb He
cpasy, a MOCTEMNeHHO,  «OTLMNbIBas» OT [A/IMHHOM( MONEKYNbl TMaNlypOHOBOW KUCAOTbI 6osee
KOPOTKMe (hparMeHThI-B TeUueHue AnnTeNIbHOro BpeMeHu (0T 3 fo 12 mecqAues). Bosiee KOpoTkume
(hparMeHTbl rMaslypeHOBOIN KMUCNOTbI 06/1a4at0T PEBUTANIN3VPYIOLLMM AeACTBUEM '/ CTUMYNPYIOT
BbIpabOTKy KOMMareHa, NMo3aToMy [axe Moc/e MOSIHOr0 paccacblBaHWsi KOHTYPHOEO refs, KoXa B
0651acT ero BBeAEHUS COAEPXXWUT OO/bLUOE KOMMYECTBO KOJNAreHOBbIX BOMIOKOH, YKPENISHLWmMX
ee.

JInpokauH -~ rugpoxnopus  ABNAETCA _MECTHbIM  aHECTETUKOM, MpEAHAa3HAYeHHbIM  [4/1S
YMeHbLLEHMS 6OJE3HEHHbIX OLLYLLEHNIA.

10 cnocob MPMMEHEHA-MEANLUMHCKOIO N3AENNA

BBedeHne MHbeKUMIA VIMNnaHTaTa- A0/MKHO MPOBOAUTLCS CreLUanmcTa.Mm, 06y4YeHHbIMU
TeXHVKe (BBEAEHMS MpPenapaToB [ANs ~3anofiHeHWs MOPLMH. [leped Havaiom  NpoLeaypbl
Heo6XoaMUMO NONyYnTb Y NauyeHTa AeTafbHyH MHBOPMALIMIO O ero NPeablAyLmnX 3a60M1eBaHNsX,
MPOVHEIOPMIPOBATL O MPEANONOXUTEABHbIX Pe3ynbTaTax AeNCTBUSE Tpernapata U BO3MOXHbIX
NoGOYHBIX HexxenaTesbHbIX 3deKkTax, - PeKOMeHAYeTCS BBOAWTbL <Apenapar Npy MOMOLLM WA,
COAEPXKALLMXCA B KOPOOKe. BO3M@XHOCTb MPUOErHYTb K aHECTE3UM A0/MKHa ObiTb BbISCHEHA
[IOKTOPOM  HEMoCPeACTBEHHO Y MalueHTa. XOpowo Ae3VHAOWLUUPYATE 30HbI, MOAMeXaLime
KoppeKuyn. IMnnaHTaT Heo6X0AMMO MCMO/b30BaTb CPa3y Moc/e BCKPbITUS.
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NmnnaHTat B ucnonHeHnn VISCOLINE**’ LIGHT BBoAMTCA B CPeAHWIA CMOW AePMbl; B 30HY
Jerngpataumy u/unm KoXHOro 3a/i0Ma, KOTopble MOAexaT Koppekuun. Bolibop TeXHVKIK BBeAeHUA
3aBWCUT OT peLleHNsa crneLmanmcTa, NPoBOAALLLErO NpoLeaypy.

Ecnv MmnnaHTaT BBEAEH CAMLIKOM Fy60KO, TO eCTb B FyOOKWiA Cnoii AepMbl WAn B
NOAKOXHbIE TKaHW, KOppeKuusa 6yaeT meHee a(heKTUBHOM.

BeoguMblii  06beM  MMnnaHTaTa 3aBUCUT OT  HEOOXOAMMOW CTeneHW. Koppekuuw.
PekoMeHayeTCA BCe >Xe He npeBblwaTtbh [03MPOBKY 3 M1 3a ceaHC. BaXHO ‘He' npou3BoanUTb
M30bITOYHYHO KOPPEKUMIO. AKKYpaTHO MOMAaccMpoBaTb 30HY WHbBEKLMKW, 4YTQObl yOeauTbCH B
PaBHOMEPHOM pacrpefeneHnn 3arnoiHATENS B KOPPUTMpyeMbiX 06/1acTsiX.

NmnnaHTat B ncnonHenmn VISCOLINE® BALANCE mefieHHO BBOAUTEHA B CPEAHWIA CNOM
[EePMbl C UCMO/Mb30BaHMEM TEXHUKWN TIMHEAHO-TPACCUPYIOLLEN MHBbEKLMN. ECA MHBEKUWS fenaeTcs
CMWIKOM T/ly60KO, TO €CTb B MOAKOXHYHK. TKaHb, KOPPeKUuus He OyAeT MMeTb O0XWAaemoro
AmTenbHoro agekta. CAnWKOM rny6okasd MHBbEKLMA pacrno3HaeTca CnegyroLlymM o6pasoM: npu
BBOZE Mpenapara B NOAKOXHYH TKaHb OTCYTCTBYET CONPOTUBEHWE, OLLYLIAEMOe NPU UHBEKLNN B
AepMmy. Ecnn BufeH LBET Wbl MOL KOXKEN BO BPEMS WMHBEKLMKM, 3TO “03HAYaeT, YTO AaHHas
NHBEKUNA SIBNSIETCS C/IMLLIKOM MOBEPXHOCTHOW. [aKko MHBbEKUMWM CreflyeT m3beratb, MOCKOMbKY
pe3ynbTaT KOPPeKUMM MOXET ObITb HecTabuneH. OBbeM MHBEKLUUM 3aBUCUT OT TpebyeMblX TVUMOB
KoppeKumn. Tem He MeHee, PeKOMEHAYETCS He MpeBblaTb 06bema’ 3 M/ 3a OfHY MpoUeaypy.
BaxxHo wu3beratb runepkoppekumm~flocne MHbEKUMM HeOoO6XO4UMO, XOpOLLIO MOMAacCUMpoBaTh
obpaboTaHHble y4yacTKM [Ans  o6ecrneyveHVss paBHOMEPHOrO pacnpefeneHns nperapara B
OTKOPPEKTMPOBAHHBIX 30HaX.

MmnnaHtat B ucnonHeHun VISCOLINE” DEEP meaneHHo BBOAUTCA B FNYyOOKWUIA CrOM
[EPMbI C NCMO/b30BAHNEM TEXHUKI NIMHENHO-TPACCUPYIOLLE NHbEKUMN. ECn MHbeKUma aenaetcs
C/MLUKOM T/ly60KO, TO €eCTb B MOAKOXHYK TKaHb, KOPPekUuusi He OyZeT MMeTb OXWUAAeMOro
ANUTEeNbHOro adekta. CAMLIKOM rnyboKas MHbEKUMS pacro3HaeTcs crefytoumMm obpasom: npu
BBOJE npenapara B NOLKOXHYH' TKaHb OTCYTCTBYeT CONpPOTUBAEHNE, OLLYLLLIAEMOE MPU UHBLEKLMN B
fepMy. Ecnv BuMAeH UBET UMbl MOJ KOXeN BO BpeMsi MHBEKLMW, 3TO O3Ha4aeT, 4TO [aHHas
VHBEKUMSA ABNSETCA C/IMLUKOM MOBEPXHOCTHOM. Takon WHBEKUMWU cnefyeT u3berartb, MOCKOMbKY
pe3ynbTaT KOPPEKLUMN MOXET ObiTb HecTabuneH. O6beM MHBEKLMM 3aBUCUT OT TpebyembIX TUMOB
Koppekumun. TeM He MeHee, peKOMeHAyeTCcAa He npeBbiwarb obbema 3 M 3a OAHY MPOUeaypy.
BaHo wu3beratb runepkoppekummn. Tlocne WMHbLEKUWU HeOoOXOAMMO XOPOLLO MOMaccupoBaTb
obpaboTaHHble y4yacTkM [na  obecreyeHWs pPaBHOMEPHOrO pacnpefeneHvs (mpenapata B
OTKOPPEKTUPOBAHHbIX 30HAX.

MmnnaHTtaT B mcnonHeHun VISCOLINE® VOLUME BBoaMTCA MefIeHHO; Hanpasnsas urny
MO HY>XHOW TPaeKTopum, Npy 3TOM CBOOOAHAS PyKa KOHTPONMPYET MOMOXKEHWE WLAbl NOL KOXen u
perynmpyeT Ko/iM4eCTBo BBOAMMOrO npenapara.

TexHUKa ‘BBeIEHNSI MOXKET MEHATbCA B-3aBMCUMOCTU OT 30HbI 06pPaGOTKM M KOMMYeCcTBa
MpPOnNMcaHHoOro “-mpenapara, CneaoBaTeNbHO, KBaM(MKaUMA Bpava MO TEXHUKE YBENYeHUs
MOAKOXKHBIX TKaHel Nnua ABNAETCA CyLLeCTBEHHbIM (DaKTOPOM.

MpekpaTnTb MHBEKUMIO 33010 A0.M3BMEYEHUS WIMbl U3 KOXWU, UTOObI Mpenapar He
NepenoHWI MECTO BXMB/IEHUS.

ONg AOCTVXKEHMS ONTUMaNIbHOrQ = ‘pesynbraTa NoMaccMpoBath /A30HblI UHBbEKLUW, UTOObI
ybeauTbCca B paBHOMEPHOM pacrpejeneHn npenapata B 30HaX, MNOA/IEXALIMX KOPPEKLMN.

B~ Cfyyae CNMLWIKOM MOBEPXHOCTHOM WHBEKUMMW, Yero CcnepyeT wusberatb, pesynbrar
KOPPEKUM MOXET ObITb HENPaBWUbHbIM.. B Clydae nerkoin npunyxnoetu, NosiBUBLLECA Ha MecTe
Cpasy.oke Moc/e NHBLEKLMMN, MOXXHO Ha KOPOTKOe BPeMst NPUIOXUTL Tanbli Nef.

OObeM VHBEKUMWM  3aBUCUTY OT TpebyembIX TUMOB KOppekuuMn. TeM He MeHee,
PEKOMEHAYETCA He npeBblWwaTh. ‘06bema 4 M1 3a OfHy «hApouesypy. BaxHo wu3beratb
rUIePKOPPCKLUMN.

[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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OLYLEHNA 3aKYTMOPKN U faBfieHNA BO BpeMA BBEAEHUA WHBEKLUMWN NMPUOCTaHOBUTE BBEAEHNE U
3aMEHUTE Urny.

CHuUMUTE NpefoXpaHUTebHbIN KONNavok co
wnpuvua, NoTAHYB 3a Hero, Kak nokasaHo Ha
pucyHke 1.

Bo3bmMuTe KONNAY0K C U0, 3@8TeM BCTaBbTe
Kpai urnbl ¢ LWaroM Hapeskn B-oTBepcTue
wnpuua (puc. 2)

3akpyTuTe WUry No 4acoBOWCTPeESIKe,
coxpaHsia Hebonblloe fAaBfieHne Mexay
UFIoR 1 Wnpuuom (puc./3).
MpopgokaliTe 3akpyduUBaThb 40 TEX NOP.
noka Kkpaw konnayka-urfbl He 4OCTUTHET
umMnuHgpa wnpuua. Mexay atumm 2
3/1leMeHTaMu He A0JIKHO OCTaBaTbCs NyCTOro
O a H mecTa (puc. 4). HecobnogeHne aToro
YCNOBUA MOXET-NPUBECTU K BbIT/IKNBAHWIO
Wbl /MNK BbiTEKAHWMIO Npenapara u3 Uil
Ha ypoBHe Luer-Lock

3arem cHuMKTE NpefoXpaHnUTesbHbINA
KONNaYoK C Urbl, MOTSIHYB 3a HEro
OOHO-PYKOI 1 AepXa ApYroi pykown
unnnHAap wnpuua (puc. 5)

Mepen HavasoOM. ApoLeAypbl HadaBWTe Ha MOPLUEHb LINpULUA A0 MOSBNEHUS ManeHbKOM
Karnn rens Ha KOHYMKe Urbl.

Ecnn Bo Bpems MHBLEKLUMM KoxXKa 6eneeT (Mo6AeAHEHME), cneflyeT HEMEAIEHHO MPEKPaTUTb
BBeAEHME MeMLMHCKOro M3fenvs U mMaccupoBath.06/1acTb No6efHEHMS [0 TeX \[1op, MoKa Koxa
He BEPHET CBOI HOPMa/IbHbIV OTTEHOK.

He Tporarb- 06nacTb MHBLEKUMW B TeyeHMe 12 yacoB rnocfie yKosa,' mM3beratb NpAMbIX
COMTHEYHbIX NyYelt;. yNbTpaduroneTa, a TakkKe 04eHb HU3KMX M OYEeHb BbICOKMX TeMnepaTyp.

[o Tex/mep, Noka OTeK W MOKPacHEHWE OT WHBLEKUMM He MPOAAYT;Henb3si MoaBeprarb
061aCTb MHBEKUMN CUMIbHOMY TEMNI0BOMY BO3AENCTBUIO (HaNpumMep, CONSpUiA, CONTHEYHbIE BaHHbI)
NN CUIbHOMY XO/0AY .

MPUMEYAHWE: lMNMpaBnnbHaa TexHUKa MHBLEKLMM UMEET peLuatolliee 3HavYeHue Ana ycnexa
npouesypbl 1 yAOBMNETBOPEHHOCTN MauuenTa. VIMnnaHTaT LO/MKEH BBOAWUTLCA CMeuuasmcTom C
Heob6X0AUMON Kanmukal e, npegycMOTPEHHON MECTHLIM 3aKOHO4ATENLCTBOM W CTaHAapTaMu.

[Mocrie MCMoMb30BaHUSA LUNPUL- A= UIbl AO/MKHbI ObITb 06paboTaHbl M YTUNU3MPOBAHBI
COrNacHo) NPUHATLIM MeAULMHCKUM METOAMKaM W B COOTBETCTBUM € HOPMaMW, YCTaHOB/IEHHbLIMU
3aKOHOM 1 MECTHBIMW MOMOXEHUAMMU:

11 MOBOYHbLIE ABREHIWNA
JNevawyin Bpad [O/MKEH COOOLMTb MaUMEHTY O TOM, YTO CYLUECTBYIOT MOTEHLMa/IbHble
no6oYHble 3eKTbI, CBA3aHHbIE C MMMNAAHTaLMeA AaHHOrO CpeacTBa. 3TU NO60YHblE 3((EKTbI
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MOTYT BO3HWKHYTb Cpa3y >Xe MOCne WHBLEKLUM WK CMYCTA HekoTopoe Bpems. OHW BKAKYAOT
(cpeamn npounx):

MECTHbIE MPOSB/IEHUA: BOCMa/IMTE/NbHbIE peakunn (3puTema, OTeK, 00/b B TOYKe
WHBEKLUM), TeMaToMbl, 3y, BPEMEHHYIO MOTEPH) YYBCTBUTENLHOCTM B 0071aCTM WUHBLEKUMU ©
nobmM30cTu, ANCXPOMUS, abCLecChl, YNNOTHEHWE, Y3eNK/ (BOSMOXHO, IpaHy/neMbl), HEKPO3 KOXMK,
MUrpaLyIo MMMIaHTaTa.

- OO6Lume NpoSIBNEHUSA: TUMEPYYBCTBUTENbHOCTb HEMEASIEHHOro TWRa- BNA0Tb A0
aHaMIaKTNYECKOrO LLIOKA.

MauneHT AOMKEH COOOWMTL NevalleMy Bpady O 1l060M No604YHOM 3(EKTE, ecn Takoe
HapyLLeH1e 340P0OBbS HE ONMCAHO BbILLE, a TaKXKe 060 BCEX HapyLLEHMAX, KOTOPkIe NPOAO/KaOTCS
6onee 04HON Hedenw.

B cBOIO oYepefp, nevawyii Bpay B KpaT4yariLume CPoKM 0653aH CO0OLNTE)3TY MH(OpMaLMIO
NMLAM, KOTOPbIe 3aHUMAOTCA PO3HNYHOWN NPOoAaXkKel NPOoAYKTa.

12 BSAI/IMOLI,EVICTBI/IE CARYTMMW MPEMAPATAMI

XOpoLO M3BECTHA HECOBMECTUMOCTb MEXAY TWanypOHOBOWA~ KUCNOTOA 1 CONSMM
YeTBEPTMUYHOIO aMMOHMS, TaKUMK1, HanNpyUMep, Kak XNopuz, 6eH3a/IKOHWS; YUnTbiBas 3TO, HUKOrAa
He cneayeT A0NycKaTb KOHTaKTa VMnnaHTaTa C TakuMK COEAVMHEHMSMMW, a TakKe MeAWULIMHCKUM
XMPYPrUYecKM MHCTPYMEHTapMeM, 06paBoTaHHbIM UMM,

13 NMPNMHUWMIT PABOTBFMEOVNLUMNHCKOIO N3AENNA

"vanypoHoBas KucnoTa SBAAETCA COeAMHEHMEM, KOTOpOe. MPUCYTCTBYET B Pas/IMYHbIX
TKaHSX OpraHv3ma, B TOM uuc/ie W B KoXe. B pesynbTate npouecca ecTeCTBEHHOrO CTapeHus
COoflepXKaHue rmanypoHOBOW KUCAOTbI B KOXE CHWDKAETCH, UTO MAPUBOAUT K YXYALUEHUO YNpyro-
3N1aCTUYECKMX CBONCTB MOKPOBHBIX TKaHEN.

B npeacTaBneHHbIX MEAVLMHCKUX W3AENMSX  UCMOAb3YeTCa TuaslypoHOBas KMCNOTa,
nonyyeHHass nytem epmeHTaum Gaktepuii poga CTpenTOKOKKOB rpynnbl C no JIsHchuibay.
Cwwutas (peTuKynsipHas) rmanypoHoBas KMCoTa - 3TO NoAucaxapui, COCTOAWMA 13 eanHul D-
[MIFOKYPOHOBOIN KMCNOTbI WAN-aLeTUNrIoKo3aMmnHa, COeAMHEHHBIX MOnepeyYHbIMK CBA3aMn ¢ 1,4-
OyTaHamon gurnuumannoBbiM arpom (BDDE) B TpeXMEPHYHO CETb.

AhchekT HanoMHUTENEl Ha OCHOBE PETUKYSPHOM rManypOHOBO KUCNOTbl HEXMBOTHOMO
MPOUCXOXAEHNA HA WHBO/IOLMOHHbIE M3MEHEHUS WUMEET HecrneumtuyecKnini 1 crneupuyeckmii
XapakTtepbl. Hecnevyudquuecknin athtekT 00ycnoBneH 3anonHeHnemM 061acTi ¢ HeJOCTATKOM TKaHW
reneobpasHbiM  PETUKYNAPHLIM - HarofIHUTENEM, B =PE3ynbTaTe Yero [AOCTUraeTes. Bu3yasbHas
Koppekums fAetekTa-B) TedeHWe OnpeaeneHHOro, MPOMeXyTKa BpemeHW. Bbnarofaps BbICOKON
MIaCTUYHOCTW, HAAQNHWTENN pPaBHOMEPHO pacrpefenstoTcs B 30He BBeAeHUs, obecneyviBast
3CTETUYECKMIn pesysibTaT CTpa3y nocne npoueaypbl. Cneundmuecknini - apdekT B 30HaX
WHBO/IOLUMOHHbIX  U3MEHEHWn  06YCNoB/EH ) PU3MONOTMYECKUMM  SPeKTaMn  VanypOHOBOIA
KMCNoTbl. Pacriofiarascb BO BHEK/ETOYHOM ~APOCTPaHCTBE, TMasypoOHOBas - KUCNO0Ta, SBNAACH
BbICOKOrMAPOQMAbHBIM COEAVMHEHNEM, CO3MaeT. LONONHUTENbHBIA 060beM BL.O6MACTM MOPLUMH 3a
CUET MPUTATMBAHMS W CBA3bIBAHWA MOJEKYT BOAbI; BOCMOMHSAET Ae(UUMAT MPOMEXYTOYHOrOo
BellecTBa - 'COOCTBEHHON ruanypoOHOBOW KWUCMOTbl B [epMe, CO3[aBas «Kapkac» A/
BOCCTaHOB/IEHUS CTPYKTYpPbl BO/IOKOH Aepwbl:

MegjeHHas W paBHOMepHas OGuoferpajauns PeTUKYNAPHOW: “FUanypoOHOBO  KMC/OTbI
MO3BONSET.M36eXaTb PE3KOi MoTepu 0GbEMA B TEUEHME HAXOXAEHWS MMMAaHTaTa B TKaHsX. B
npoLecce- 6buoaerpagaumMm OCBOOOXAAOTCA MOMEKYNbl CBOGOAHO. 'K, Heobxoaumble aAns
peBUTAMM3aLNN U YBNOKHEHUS KOXN.

AvpokanH rmapoxnopug 06AagaeT MeCTHbIM aHeCcTe3npyoWwumM athhekToM. [JencTByeT Ha
4yBCTBUTENbHbIE HEPBHbIE OKOHYaHWA, NpepbiBas NPOBEAEHNE UMIYNbCOB C MecTa IoKam3aumm
6011, BbI3blBAET 06pPaTMMY0 BPEMEHHYHO yTpaTy 60/1eBOM YyBCTBUTENbHOCTU. lMpuMeHsieTcs B
BUAE CONAHOKWC/ION COMK, KOTOpass NoaBepraeTca rmaponnsy B CnaboLlenoyHO cpefe TKaHeil.
OcBob6OXaatoLLLeecs MMNouIbHOE OCHOBaHMe aHeCcTeTKa NPOHMKAET Yepe3 MeMbpaHy HEPBHOIO

Peructpanua MU 8 PocanpaBrapnsope
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BO/IOKHa, NEPEXOANT B aKTUBHYHO KaTUOHHYIO (hOpMy, KOTOpasi B3aMMOZENCTBYeT C peLentopamm
MeMOpaHbl. HapyllaeTcs MPOHMLAEMOCTb MeMOpaHbl [ WMOHOB HaTpus U GNOKUPYyeTCs
MpoBeAeHVe UMMYybca Mo HEPBHOMY BOJIOKHY.

14 TEXHNYECKOE ONMMCAHME MEANLUWNHCKOIO U3AE/TNA

MMnnaHTaT BSI3KO-3M1aCTMYHBLIA HAa OCHOBE TManypoHOBOM KUCMOThI C ' ANMAOKaUHOM
rMAPOXNopuaoM B hocthaTHOM Bydepe ANs BHYTPUKOXKHOIO BBEAEHWS NPeACTaBleH B BuaE
CTEPUNLHOrO  PacTBOpa, MNPEABAPUTENIbHO  HAMOMHEHHOTO B CTEK/SIHHbIE “LUMpUUpl, ANs
0[IHOPA30BOr0 MCMO/b30BaHNS.

15 COCTAB

icxoaHble BellecTsa VimnnaHTat MmnnaHTaT mnpaHTaT VmnnaHTtar
VISCOLINE® VISCOLINE™ VISCOLINE® VISCOLINE®
LIGHT; BALANCE DEEP VOLUME
PeTukynsapHas
rmanypoHoBas
kucnota(rnanypoHar
HaTpus)
HepcTtukynapHas
rmanypoHosas
Kucnota(rmanypoHar
HaTpuA)
'manypoHoBas
Kucnota(rmanypoHar
HaTpms) (obLyee
COAepXKaHue)

12,75 (+1,5) 23,0 (£3) 23,0 ( 3) 23,0 (+3)

2,25 (+1,5) : - -

15,0 (+3) 23,0 () 23,0 ( 3) 23,0 (% 3)

KoHue
HTpay ®ocpatn  POCOP 0,8-2,6 1,2:2,9 1,2-2,9 1,2-2,9

us, bilA Hatpwii 1,9-34 2,3-4,5 2,3-4,5 2,3-4,5

mr/mn - Gydep  Xappuapl 0,2-1,9 0,3-2,8 0,3-2,8 0.3-2,8
pH 6.8- Bopa ans
7.6 UHBEKLIMI
OcTarto4Hoe
cofiepXxaHue
CLUMBAIOLLIEro areHTa
1, 4-6yTaHaunon
AT IMUMENN0BOTO
a¢mpa (BDDE)
JlvpokanHa
rMAPOXIOPUL
PeTukynapHas
[UanypoHoBas
Kucnota (ruanypoHar
HaTpus)
HepeTukynspHas
rMasypoHoBas
Kucnota (ruanypoHar
HaTpus)
["'manypoHoBas
Kucnota(rmanypoHar 15(£0.3) 2,3 (x0,3) 2,3 (£0,3) 2,3 (x0,3)
HaTtpms) (obLyee

Ao 1wmn o 1wmn [0 1mn [0 1mn

<1 ppm <1 ppm <1 ppm <1 ppm

30 3,0 3,0 3,0

1,275(#0,15) 2,3 (£0,3) 2.3 (£0,3) 2,3 (x0,3)

KoHue
HTpaL
nd, %

0,225 (+0,15) - - ]

Peructpanna MU B Poc3gpaBHansope
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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, CO/JEPXALLNXCS B
MEAVNLUNHCKOM U3AENIA

VcxopHble PYHKUNOHa/IbHOE
BeLLecTBa Ha3HayeHue
["anypoHat AKTVBHBbIN
HaTpus KOMMOHEHT,
reneobpasosaTesib
Boga anq
o PacTBOpuUTE/b
NHBEKLMIA acTeoputen
JInpoKamH AHecTe3npyroLmii
rnapoxnopua PYtoL
KOMMOHEHT
(cy6cTaHums)
JlvgokanHa o
AHecTe3vpyowni
FUAROXTIopiA KOMMOHEHT
(PacTBop)

Peructpanua MU 8 PocanpaBrapnsope
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[pounssoguTens

BIOTECHNOLOGY
Kutaii, ®C-

1 BLOOMAGE
CORPORATION LIMITED,
001305 07°12.01.2016 T;

2. Altergon/Italia Zona ind.le ASI 83040 Moira
de Sanctis AV, Wraama, &C-001899 or

27.06.2019;

I.O6uiecTBO c OrpaHny4eHHOM
OTBETCTBEHHOCTLHO «3Annapa» (000
«Jnnapa»), Poccus, J1C-001534 o1 06.05.2011
(nata  nepeotopmneHus-  23.04.2018)
GECcCpPOUHO;

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

1.0k.Amdperr  Nlabopatopms, WHana (J1ICP-

008000/10 ot 12.08.2010-F.);
2.lllaHcn CurHbb6aotoaHs~ dapmacbiotukan Ko.,
Nta, Kuta ©C-000706 ot 16.09.2013 1 (PC

000706-210714-M3m:~ Nl kK ®C 000706~
210714).

1.06uiecTBO c OrpaHNYeHHOM
OTBETCTBEHHOCTLH) «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 NO001276/01 ot
09.02.2009  (gata  nepeodopMACHMSA)
11.12.2017, 6eccpoyHO)

17 TEXHUNYECKWMNE XAPAKTEPUCTUKN MEANUVNHCKOI O N3AEAUA

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

npuBeAeHNs B [ABUXXEHME
LUTOK-MOPLUHS Lnpuua,
3arno/IHEHHOro
MmnnaHTatom, H

Cpok 6uogerpagaumm, Mec.

MakcnmanbHas
paspeLleHHas f03a
MmnnaHTata A« 04HOro
yenoBeka 3a OAHYy
npoueaypy, M

Pa3mep yactumy,
(arnomepaToB)
rMalypoHOBOTO e, MKM
MonekynspHas macca

ruanypoHata Hatpua, MAa

[NponexoxaeHne
rMa/lypoOHOBOW KNCNOTbI
CopgepxaHue 6enka, %
CreneHb PETUKYNALNA
rManypoHoBoro rens, %
FlnoTHOCTb rens, r/mn

[ epMeTnyHOCTb LWINpULEB
CTtepunbHOCTb

Peructpanua MU 8 PocanpaBrapnsope
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VISCOLINE®  VISCOLINE®  VISCOLINE® VISCOLINE®
LIGHT BALANCE DEEP VOLUME
6,8 o 7,6
1,0 (20,2)
MMnnaHTar AomkeH ObiTb MPO3payHBIM, 0T GEeCLBETHOro Ao
CBET/NI0-KENTOro  uBeta, 6e3 3anaxa, 6e3  MOCTOPOHHUX
BK/IOUEHNI
He 60nee 0,5
oT 200 o 400
3000-15000 7000-20000 10000-25000  15000-30000
o1 15 po 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)
(HepeTUKy/IApH
bilA), 1,0 (£0,5) 1,0 (20,5) 2,0 (1,0) 3,5 (£1,5)
(peTuKyAgpHbI
1)

MeTog-a3po6Hoi thepmeHTaumm bakrepuin popa CTpenTOKOKKOB
rpynnsl’C no JIsHchuibay
<0,

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

1,13-1,3 1,13-1,3
[0MKHbI 6bITh TePMETUYHDI
[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

MponssognTenb

«WOTT Csu3 Al »,
LLiBeLapns

«BbeKToH [ANKNMHCOH

®paHc c.A.c.», PpaHLMs

«WaHbayH Baiirao Tpyn

Megukan MNonvmvep

Homep pernctpaunuoHHoro
Y/0CTOBEPEHNS/HOPMATVBHOIO
[IOKyMeHTa
®C3 2009/04195 ot 05.09. 2012

®C3 2041/11237 ot 26.12.2011

P3H-2013/764 o1 26.03.2018 .

obvemamu 0,5; 1, 1 long; 15; 2,25; 3; KomnaHu JIumnTagy,

5; 10; 20 mn. KuTaii
17.3  Urnbi
HavmeHoBaHWe [MpoussoguTens  Kan Pasmepbl Howmep permcTpauoHHOro
n3aenvs nép YO0CTOBEPEHUA/HOPMATMBHOIO
[LOKYMeHTa
Wrna gns «P.MQC. $C3 2011/09452 ot 27.08.2019
MUKPOUHBEKLIWIA. C.pn»WUTams =07 0 4x12 mm @z (cpok peincTus: 6ecCpoyHO)
G30 0,3x13 mm(1/2")
Nrna MESO-RELLE  «BVOTEKHE G27 0,4x12 mmy(1/2") ®C32011/10175 ot 11.02.2018
cTepunbHasa ansa C.P.J1.», Utanus (cpok pencTaus: 6ecCpoyHO)
me3oTepanuu (Gailini S.r.l. G30 0,3x12.mm (1/2")
rnbl UHbEKLNOHHBbIE  «BEKTOH G25 0,5x25:Mm () ®C3 2008/03143 ot 03.12.2008
BD Hypoint JVKNHCOH 0,45x13 MM (CpokK AencTBUSA:6€CCPOUHO)
0/[lHOpa30Bble Megukan (C) G26 (12"
CTepubHbIe g;‘; g;ﬂ»’ G27  04x13 mm (1/2")
P G30 0,;3x13 mm (1/2")
Nrna nHbeKUMoHHas,  «Tepymo tOpon  G25 /~0,5x16 MM P3H 2018/7086 o1 26.04.2018
0/lHOpa3oBast H.B.», benbrus 0,5x25 Mm(1") (cpok peicTBus: 6ecCpoyHO)
cTepunbHasa K-Pack Il a26 0’45 10
Needle 3OXL MM
0,45x16 Mm
G27 0,4x12 mm (1/2")
0,4x 20 mm
G30 0,3x12 mm (1/2")
bl «TCK " ®C3 2011/10609 ot 15.09, 2011
runogepuanbHbie ¢ JlaGopatopuny ;- O22  0:5X25MM(LY) - “reno neiicTans: Geccpouto)
3aKpYTAEHHbIM AnoHus (TSK)
KOHLIOM- B CTepU/IbHOM G27  0,4x13 mm (1/2")
yNaKoBKe [/15
BBeJEHUA npenaparos
Ha ocHoBe G30  0,3x13 mm (1/2")
rvanypoHoBOWA
KWUCMOTb!

Peructpanua MU 8 PocanpaBrapnsope
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18 TPEBOBAHWA BE3ONMACHOCTU MEAVNUMHCKOIO N3AENNA

MnnaHTaT He TOKCMYEH M He OKa3blBaeT BPeHOr0 BO3LENCTBMS Ha OpraHv3m-Ye/noBeka
npv paboTe C HAM.

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

MnnaHTaT [dO/MKeH COOTBETCTBOBAaTb TPebOBaHWMAM 6GMONOrnMyeckori 6GE30MacHOCTU B
cooteetctBumn ¢ TOCT P 52770, TOCT P CO 10993-2 n cepun ctaHgaptos MQCT ISO 10993 u
[O/MKEH ObITb HETOKCUYHBIM.

19 CBEAEHUNA O CTEPUNN3ALNI

KoMmnoHeHTbl  MIMnnaHTata npeaBapuTeNbHO CMELUMBAKOT M (PacytoT B LUMPULBI.
HanonHeHHble LWINPWLbLI  CTEPUAM3YHOT METOAOM MapoBO/ CTEepUnM3alluM B aBTOKNaBe B
cootBeTcTBUKN ¢ FTOCT P NCO 17665-1-2016, FOCT P 56893-2016/1SO/TS -17665-2:2009.

20 TPAHCIMOPTUPOBAHUE N XPAHEHWE

["paHCnopTMpOBaHMe LLNPULOB CAAMNNaHTaTOM NPOU3BOASAT BCEMW BMAAMM TPAHCMOPTHbIX
CpefcTB B COOTBETCTBMU C TPebOBaHUAMMN W Npasuiamy MepeBo3KY ([Py30B, AeVCTBYHOLMMN Ha
COOTBETCTBYIOLLEM BuAe TpaHCNOpPTa, .Opu CO6NIOAEHUM TemnepaTypHoro pexxmma (o1 +2 @C go
+25 °C), He 3aMOpaXkmBartb.

Bua oTnpaBKy - NOYTOBOM MOCHINKOM, aBTOMalLMHaMK, KoHTenHepamn o TOCT 20435-75
nnn FOCT 18477-79.

MIMnnaHTaT B YMakoBKe /XPaHAT Npu Temnepatype oT-+2 °C po +25 °C, B MecCTe,
3alLLMLLIEHHOM OT NPSIMbIX COMTHEYHBIX NyYeil.

21 YCNoBnA NPUMEHEHINA

IMnnaHTaT O/MKeH BBOANTLCS KBAU(MLIMPOBAHHBIM BPa4oOM-KOCMETOI0rOM UM CPEAHUM
MEAVLIMHCKAM NepPCOHaNoM; FOMYUMBLUMM A0NOHUTENBHOR, MPOdeCcCHoHabHOE 06pa3oBaHe Mo
cneumanbHocT "CecTPUHCKOE 1eN10 B KOCMeToMormn" (Mo HasHaueHuo Bpava-KocMeTosora).

[lo Hayana npoledypbl NaUMEHT [0/MKeH ObITb MPOMH(OPMMPOBAH O MOKA3aHMAX
MEAMLMHCKOIrO M3AeNNs, @ TakkKe O ero MpOTVMBOMOKA3aHMAX 1 BO3MOXHbIX HEXeNnaTe/bHbIX
MOBOYHBIX SBMEHUSAX.

Mepes nNpUMEHEHVEM YGeauTecb, YTO YMakKOBKa C TMpPerapaTtoM He MOBPeXaeHa |
CTEPUNBHOCTb HE HapyllieHa. Y6eanTech, UYTO CPOK,MOAHOCTM npenapaTa He UCTeEK.

IMMNaHTaT, @ Takxke NocTaBseMble B KOMIAEKTE UI/bl, NPefHa3HauYeHbl A5 0iHOPa30BOro
NCMONb30BaHMA. He 1Ccronb3oBaTb MOBTOPHO. “[py MOBTOPHOM WCMOMb30BAHUM €CTb  PUCK
VHOULMPOBAHNS UMK 3apaXKeHNs Yepe3 KpPoBb.

MeCTo MHBEKLMMN AOMKHO BbiTh TLLATENBHO NPOAE3NH(MLIMPOBAHO.

MeauuuHeKoe uiaenve A0/MKHO XPaHUTLCS NPU KOMHATHOW Temnepatype 3a 30 MUHYT [0
Havana npoLeaypbl.

MMnnaHTaT Henb3s BBOAWTb B 0G/1ACTb, COAEPXKALLYH APYroii (twnnep, Tak Kak HeT
KIMHUYECKUX IaHHbIX O B3aMMOEACTBUM C ApYrMMI NpenapaTamiu.

NMARaHTaT Hefb3s BBOAUTL B.0OMAaCTb, Fe HAXOAWUTCA MOCTOSHHbIA unnep wm
MMMNMaHTAT.

AMRNaHTaT He AO/MKeH MCNonb30BaThCs A1s YBENMYEHWUS [PYAM WU [N BBEAEHWS B
CYXOXKUAWS, CBA3KN U/IN MbILLILIbI.

ECnv y nauyeHTa B aHaMHe3€/ Bbiny NPOsIBNEHUs repreca Ha TnLEe, TO MPOKO/bl UMbl BO
BPEMS WHBLEKLMM MOTYT CMPOBOLIMPOBATL HOBbIE BbIChIMaHKS repreca:

MprMeHeHne acnpuHa, HeCTEPOUAHBIX MPOTMBOBOCNAIUTENBHbIX NMPenapaTos, MpernapaToB
C.BbICOKUM COAEPXXaHWEM BUTaMIHA E nepes MHbEKLMEN MOXKET-YBENNYNTL PUCK KPOBOTEUEHUS 1
MosiB/ieHMe remaToM B MecTe YKOna.
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22 CPOK ITOAHOCTM/
FapaHTWIHBI CPOK rOAHOCTM VIMnnaHTaTa - 24 Mecsila co AHs CTepUnm3aLun.

23 FAPAHTUWN N3rOTOBUTENA

MpeanpuATUe-N3roToBMUTENb FapaHTUPYET COXPaHHOCTb VmnnaHtata npu €06aaeHun
YCNOBWIA MPUMEHEHWS, TPAHCMIOPTUPOBAHUSA W XPaHEHNUS, YKa3aHHbIX Ha YNaKoBKe.

"apaHTWIHBIA CPOK rogHOCTV MiIMnnaHTaTa - 24 Mecsua co AHA CTEpPUn3aLuiA.

MeanumHCKoe n3genne ¢ UCTEKLIMM CPOKOM FOAHOCTU NMPUMEHEHWUIO HE MOAMEXNT.

24 YTUNIN3ALUNA

cnonb3oBaHHble MaTepuasbl YTUNMU3MPYIOTCA COMMacHO Knaccy OnacHOCTW, YKa3aHHOMY B
CaHlvH 2.1.7.2790-10.

B cooTtBetcTBUM ¢ CaHlMnHom 2.1.7.2790-10:

- LUNpKL, C UrnaMmn no Knaccugukaumia-onacHocT oTHocuTes K Knaecy-b;

- YMaKoBOYHble MaTepuasibl, KapTOHHaA KOpobka v 6mcTep no Knaccugumkaumm onacHoCTu
oTHocuTCA K Knaccy A

LLinpny, ¢ nrnamMu nocne MCnosib30BaHWs HEOOXOAMMO cpa3y YTIWAKU3MPOBaTb, AaXe B TOM
CNyyae, ecnv COLEPXKMMOE He ObIfIo UCMOAL30BaHO MOTHOCTLHO.

25 MAPKMPOBKA

MapkupoBka mnnaHTaTa gomkHa/cooTBeTcTBoBaTL [OCT P 15223-1-2014, TOCT 14192-96 n
HacToAlmM TY.
MapK1poBKa NePBUYHOIN YNaKOBKIU COAEPXKMT:
- HaMMeHOBaHWe MeAULMHCKOr0-U3aenns;
- 00beM Haro/HeHWs LWNpULa,;
- cumBon «CTtepunusaums napom» *;
- cuMBON «OBpaTUTECH K MHCTPYKLUMMW MO NMPUMEHEHUNIO» *;
- cumBON «[1OBTOPHOE MUCMNOJIb30BaHNe 3anpeLLeHo» *,
- CUMBO/ «BepxHAA Y HKHAS TpaHuLLa TeMMepaTypHOro AvanasoHa» *;
* - 0603Ha4YeHNe CMMBO/IA YKa3aHo B Tabnuue «CUMBO/bI;-YKa3aHHbIE Ha YMaKOBKe»

MapKunpoBKa TPETUYHOR-YNAKOBKN COAEPKUT:

- HaMMeHOBaHWe MeLULUNHCKOro U3fenus;

- KOMNJeKTauusa MeanUMHCKOro n3aenus;

- COCTaB MefVLNHCKOro M3aenus;

- 00beM HarosIHeHWs LWNpUUa;

- KO/IMYeCTBO HAMOMHEHHbIX LUNPULEB B YNaKOBKE,

- HaMMmeHOBaHWe M agpec Npou3BOAUTENS;

- CPOK roAHOCTU;

- UCMNoNb30BaTh.40...*;

- YCnoBus XpaHeHus,

- HOMep MapTum™;

- cumBo «CTepunmsaumsa napom» *;

- cumBasT «loBTOpHaA CTepuIn3aL s 3ampeLLeHa»™;

- cumBon «O6paTUTECh K MHCTPYKLUMK-TIO MPUMEHEHUIO» *;

- cnmBON «IMOBTOPHOE UCMONb30BaHMe 3anpeLLeHo» *;

- cimBON «BepxHAA 1 HMXHAA rpaHuLLa TemnepaTypHOro gnanasoHa» *;
- CUMBON «He 1MCMNOMb30BaTh, C/N 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 CMBO/A YKa3aHo B Tabnuue «C1MBO/bI, YKa3aHHbIE Ha YNaKOBKe»

MapKu1poBKa TPaHCMOPTHOWN YNaKOBKM COAEPKMT 3HaKUN, COOTBETCTBYHOLLME 3HAUEHUSIM:
- cumBon «Xpyrnkoe. OCTOPOXHO!»*;

- cuMBON «He gonyckaTb BO3AENCTBNE COMHEYHOIO CBETa»™;

- CcumBON «bepeyb OT BRarm»*;

- CMMBON «He 3aMopaXkmBaTb»™*.

* - 0603HaYeHNe CUMBO/IA YKa3aHOo B TadnuLe «C1UMBO/bI, YKa3aHHble HayrakoBKe»

CumBO/bI, YKa3aHHbI€ Ha YNaKOBKE:

® He ncnonb3oBatb NOBTOPHO

A Cob6nofaTh YKa3aHus B UHCTPYKLWY

CTepunusaums AapoM Unn CyxXum Tenaiom

He gonyckaTb-BO3A€ENCTBME CONHEYHOrO CBeTa ([epXKaTb BAaNM OT UCTOYHNKOB
Tenna)

Vicnonb3oBath Ao...

|1ot] Homep mapTum

XpaHuTb Npu Temnepatype ot +2 ®C o +25 °C
He-ucnonb3oBath, eC/iN YNakoBKa-ToBpeXxaeHa
He nofneXxmT NOBTOPHOW CTepuansaLmm

T Xpynko, cobntofainte 0CTOPOXKHOCTb

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 0f 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 27G1/2” - 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,c '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, 3A0309 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 whe.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 betwegen, eyebrows. It is also used for lip
augmentation and/or correction gftheir contour.
- For the form of VISCOLINE® DEEP
The implant is used for filling of deep facial wrinkles; for example, nasolabial folds,
« wrinkles of sadness», deepfolds as well as cheek augmentation and improvement of facial
oval. It is also used for lip augmentation and/or correction oftheir 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.
» Afa 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 devel - this makes it
possible to obtain the maximum effect of biorevitalization - not just moisturizing, but the launch of
rejuvenation processes, synthesis of patient’s ewn collagen, and improvement of blood vessels,
alignment of facial skin texture and complexion.

Reticular hyaluronic acid is a hyaluronic acid crosslinked with a erosslinking 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 doctar directly from
a patient. Disinfect scorrection 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.
Cautiouslymassage 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 theexpected 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 positionjof 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)

Screw the needle clockwise while maintaining slight
pressure between the needle <and the syringe (Fig. 3).
Continue to screw until the edge.of the needle cap reaches
the syringe barrel. There should not be any empty space
between these 2 elements (Fig. 4). Non-observance of this
requirement may result in the needle being pushed out
and/or the drug leaking out of the needle at the Luer-Lock
level.
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Then remove the safety cap from thelneedle 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 andvery 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 jaccording 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 oceur 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 hyaluronie-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 hyaluranic 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. /Fhe released lipophilic base of the anesthetic penetrates
the membrane of the nerve fiber, turnZinto 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 blecked.

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(x£3) 23,0 (£3) 23,0 (£ 3)
hyaluronate)
Non-reticular
hyaluronic acid 2,25 (£1,5) - - -
(sodium hyaluronate)
Hyaluronicacid
(sodiumhyaluronate) 15,0 (+3) 23,0 (£3) 23,0 (x3) 23,0 (£ 3)
(total content)

Phosp

Conge horus 0,8-2,6 1,2-29 1,2-29 1,2-29
ntratio )
n Sodium 1,9-34 2,3-4,5 2,3-4,5 2,3-4,5
: Phosphate -
gl Ch('ecs’”d 0,209 0,3-2,8 0,3-2,8 0,3-2,8
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)
PROSp 6 080,26 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
ntratio Phosphate i -
0 % Duor chlonid 002019 0,03-0,28 0,03-0,28 0.03-0,28
PH6.8-76  \water
for
injectio up-to 100 up to 100 up to 100 up to 100
ns
Residual content of
crosslinking agent 1,4-
butanediol diglycidy! <L ppm <L ppm <L ppm <1 ppm
ether (BDDE)
Lidocaine 03 03 03 03

hydrochloride

16 INFORMATION.ON DRUGS CONTAINED INMEDICAL PRODUCT

Starting Purpose of use
materials
Sodium Active component,

hyaluronate gelatinizing agent

Water for
o Solvent
injection
Lidocaine
hydrochloride Anaesthetic agent
(substance)
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CAS No.

9067-32<7

7732-18-5

6108-05-0

CT1p.20

Manufacturer

1. BLOOMAGE BIOTECHNOLOGY
CORPORATION LIMITED, China, FS-
001305 of 11.01.2016.r;

2. Altergon Italia Zona.ind.le ASI 83040
Morra de Sanctis AV, lialy, FS-001899 of
27.06.2019 ;

1.Limited Liability’ Company «Ellara»
(OO0 «Ellara»),cRussia, LS-001534 dated
06.05.2011 (date of reissue -23.04.2018) -
perpetually.

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.);

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 15.02.2018 (until 15.02,2023)-date
of reissue - 20.09.2019);

Lidocaine e o
. . en 4 Limited Liability - Company «Grot
hy(ti:)olﬁfgil(())r:;de Anaesthetic agent 6108-05-0 (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 SPECIFICATIONSOF MEDICAL PRODUCT

he Parameter name

m

no.

18. pH

19.  Extractable syringe volume,
ml

20.  Appearance

21.  Bacterial endotoxins,
IU/mg

22. Osmolality, mOsm/kg

23.  Dynamic viscosity, mPa s

24.  Force required to drive the
piston rod of the syringe
filled with the Implant;-H

25. Biodegradation periad,
months

26. Maximum permissipble dose
of the implant for-a person
per the procedure,-ml

27.  Partcicle size
(agglomerates) of
hyaluronic gel; pm

28. Molecular weight of
sodium hyaluronate, MDa

29. Origin-of hyaluronic acid

30. Protein, %

31. Retikulation degree of
hyaluronic gel, %

32. . “Gel density, g/ml

33~..Syringe integrity

34.  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 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 (20,5) 2,0 (£1;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 ~ 1 EUROPE
Needle N.V.», Belgium
Hypodermic needles «TSK
witha rounded end in Laboratory»,

a sterile packaging for
the administration of

Peructpanua MU 8 PocanpaBrapnsope
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Japan (TSK)

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
0,5%x25-mm
(1)

0,45x13 mm
(/2"
0,4x13 mm
(a2
0,3x13 mm
(1/2")
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 autharization
number/regulatory-number
FSZ 2009/04195.dated 05.09.

2012

FSZ 2011111237 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-texic:

19 STERILIZATION INFORMATION
Implant components are pre-mixed and packaged in syringes. Filled syringes aresterilized by steam
in an autoclave in accordance with GOST RASO 17665-1-2016, GOST R56893-2016/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 @ patient should be informed._about the indications of the medical
product, as well as about its .eontraindications 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 intepded for single use. Do not reuse. When
reused, there is a risk of'contamination or infection thratigh 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 ofbleeding and the appearance ofa 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, transpaortation
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 SanRiN 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 far 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 medicalproduct:

- 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 «Maist-heat sterilization» *;

- symbol «Donot resterilize»*;

- symbol «Consult instructions for use» *;

- symbol‘«Do no reuse» *;

- symbol.«Upper and lower limits of temperature» *;
- symhol- «Do not use if package is damaged»*;
- symbol «RST conformity mark forideclaring 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

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

|10t Batch code

4 Keep ata temperature of +2 °Cto +25 °C
Do not.use if package is damaged
Do net 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, nepesoguyMkom KoTnsapoBsbIiM

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 TUHOBKYA,
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 gericTsuma: 400 py6, 00 kon.

A daamHa

Bcero npoLLHypoBaHO, NPOHYMEPOBAHO W CKPerieHo
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 inmypresence.
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



