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q‘|
1 HAVMMEHOBAHWE MEAVLUWHCKOIO U3AENNSA
IMnnaHTaT BA3KO-3M1aCTUYHbIN BHYTPUKOXHbIN B No TY 32.50.50-004-06997856-2020.

2 KOMINEKTHOCTb
1 mnnaHTaT BA3KO-3M1aCTUUHbIA BHYTPUKOXHbI B ncnonHeHnn VISCOLINE® HYDRO:
1) wnpwuy o6bemom 1,0 mn - 1 wr.,
2) nrna3oo0 1/27 -2 wr.,,
3) MHCTPYKUMS - 11T,
4) Haknelika - 2 uT.®

2. IMnnaHTaT BSA3KO-3/1aCTUYHbIA BHYTPUKOXHBIA B cnonHeHun VISCOLINE® BASIC:
1) wnpwy, o6vemom 1,0 Mn - 1w,

2) urna 27G 1/2” -2 wr.,,

3) MHCTPYKUMA - 11T,

4) Hakneka - 2 L.

3. IMnnaHTaT BA3KO-3NaCTUYHBIA BHYTPUKOXHbIA B ncrnonHeHun VISCOLINE® LIPS:
1) wnpwvy o6vemom 1,0 M1 - 1 Wwr.,

2) urna270 1/2” -2 wr.,

3) MHCTpYKUMA - 1T,

4) HaKneika-2 LuT.

4. mnnaHTaT BA3KO-3MaCTUYHBIA BHYTPUKOXHbI B ncnonHeHnn VISCOLINE® INTENSE:
1) wnpuy o6vemom 1,0 Ma - 1w,

2) urna 27G 1/2” - 2 wr.,

3) MHCTPYKUMA - 1T,

4) Haknerka - 2 L.

3 CBEAEHWA O MPON3BOANTENE MEANUMNHCKOIO N3AENTNA
[Mpown3soauTeNb .MeAULIMHCKOTO U3Lenuns:
O6LLECTBO C OrpaHUYeHHO 0TBETCTBEHHOCTbIO «HTEBMO» (OO0 «MHTEJ/IBNO»)
142802, Poccus, MockoBckas 06nacTb, r.o. CTynuHo, a. LLimaTtoBo, yn. VIHgycTpuanbHas, Bna.2
Ten.: 8 (495) 924-15-99
Email: info@intelbio.org, cait: intelbio.org

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



MecTo npon3BoACTBA MEANULIMHCKOrO U3aenns

1 000 «CUIMA JAB», 143026, r. Mocksa, TeppuTopus WHHOBALMOHHOIO LEHTpa
CkonkoBo, bonbLuoi 6yneeap, 4. 42, ctp. 1, 3T. 3, nom. 785

2. 000 «WHTENBNO», 142821, Mockosckas 06n., r.o. CrynuHo, Aa. LUwmaToBo,
yn. iHgyctpuansHad, Bng. 2

4 HASHAYEHWE MEAVNLUMNHCKOIO USAE/TNA

MMnnaHTaT — ranypoHOBbIA  BS3KO-3M1aCTUYHBLIA  BHYTPUKOXHbIA  MpegHasHauyeH A
MCMO/Mb30BaHUs B 3CTETUYECKON MeAuLMHE 1 KOCMETONMOMMM C LieNbio KOPPEKLMWM HeloCTaTKOB M
[eheKTOB KOXKM, BO3PACTHbLIX WM3MEHEHW KOXW, BOCCTAHOB/MEHUS MOTEPSIHHOIO 06beMa KOXM,
BOCCTAHOB/IEHVS TMpATALIMM KOXU.

IMnnaHTaT NPUMEHSIETCS TOMbKO B NIeYeGHO-NPOGIAKTUYECKUX YUPEXKAEHUSIX.

5 OBNACTb NMPMMEHEHWNA
KocmeTonorus, aepmaTosnorus.

6 MOTEHUWANbHBLIV NMOTPEBUTE/b

Bpay-KoCMeTOoNor WA CpefHUin MeLULMHCKUIA MepcoHa, MNOMYYMBLUMIA [ONOMHUTENbHOE
npoeccnoHanbHoe 06pa3oBaHMe MO creynanbHocTh “CeCTpUMHCKOe Aeno B KocmeTtonoruu™ (no
Ha3HaYeHNo Bpaya-KoCMeTosIora).

7 MNMOKA3AHWA AnA NPUMEHEHWNA MEOVNLUWHCKOTI O U3AENTNA

- Ona ucnonHexnma VISCOLINE® HYDRO:

VISCOLINE® HYDRO npumeHsieTca ans buopesntanmMsauun: noBbUNeHUs YBNaXKHEHHOCTN U
YMPYrocTv KOXu MyTeM MHOIOKPATHOr0 MHBLEKLMOHHOIO BBELEeHWS Mpenapara B 06/1acTb Aepmo-
3ANNAEPMaIbHOIO CThIKa KOXW 1 NMOBEPXHOCTHOIO CN0SA AepPMbl.

- [Ana ncnonHenna VISCOLINE® BASIC:

VISCOLINE® BASIC npumMeHseTcqd AN pPaBHOMEPHOro 3aro/fiHEHUS MOBEPXHOCTHbLIX U
CPefHVX MOPLUMH, MESIKMX MOPLUMHOK W KOXHbIX 3a/IOMOB (TOHKME JMHUKW, MOPLUUHBI 163,
nepuropasibHble MOPLUMHBI, Ma/leHbK/e HOCOryOHbIe CKIafKM), KOPPEKLMM 30H 06e3BOXKEHHOW UK
YTpaTMBLLEN TOHYC KOXW B 06N1aCTV L3, LLIEN U AeKO/NbTe, BOCCTAHOB/IEHWS KOXHOW ruapatauuun.

- [Ana ncnonHeHna VISCOLINE® LIPS:
VISCOLINE® LIPS npumeHsieTca a1 06beMHON NAACTUKN Fy6, KOPPEKLMN 1 YNYYLLEHUS UX
KOHTYpa, a TaKkXKe BOCCTAHOB/MIEHNS UX rnapaTaumm.

- [Ana ncnonHeHuns VISCOLINE® INTENSE:

VISCOLINE® INTENSE npuMeHseTca A1 KOPPEKLUMM 3HAUUTENbHBIX HEAOCTATKOB KOHTYPOB
MArKUX TKaHeld MyTeM BBeAEHWs npenaparta B rNyOoKue cfou AepMbl (r1y60Kve MOPLLMHDI,
rnepuopasbHble MOPLLMHBI, HOCOTYOHbIE CKNafKN, MUMUYECKME MOPLLMHDI).

8 TMPOTUBOMOKA3AHWUA

- BBepgeHue B 06nacTb BOKPYr rna3 (B 061acTb NOf rnasamu Uav B BEKK).

- bepemeHHOCTb, Nepuog nakraumu.

- VIHTpaBacKy/nsipHOe BBeAeHUe.

- Wcnonb3oBaHne MeAMLMHCKOr0 U34ens B COMeTaHWUN C 1a3epHON Tepanueid, UHTEHCUBHBIM
NYNbCUPYIOLLIMM CBETOM, XMUMUYECKUM NUIMHIOM WK AepMabpasueit.

- BospacT go 18 ner.
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- Hanmume y nauymeHTa KOXHbIX 3a601€BaHMiA, BOCMANEHUA, MHPULMPOBAHHBLIX Y4acTKOB B
06nacTv npegnonaraeMor MHLEKUMW NN NpUneraroLeit K Hei.

- Tlpw 13BECTHOI CBEPXUYYBCTBUTENILHOCTY NaLyieHTa K KOMMNOHEHTaM UMM/1aHTaTa.

- Mpy HaMUMKM anneprmyecknx peakLmin K KOMNOHEHTaM MMMIaHTaTa.

- TlaumeHTbl C ayTOMMMYHHbIMW HapyLLEHUAMI UM NPOXOAALLME VMMYHOTEPANUIO.

- HapyweHnus koarynsumm uam aHTMKoaryisiHTHas Tepanms.

9 OIMNMMCAHWE

[aHHoe MeguuUMHCKOe wu3denve npeacTaBnseT Ccoboil  6MOMOrMYecKn COBMECTUMBIN,
MHBELMPYEMbIA rMaporesib, OCHOBaHHbIV Ha 61MOpe30p6MpPyeMOin HAaTUBHOM MMaslypOHOBON KUC/OTE
(VISCOLINE® HYDRO) wunn Ha 6uope3opbupyemMoii MepekpecTHO CLUMTON ruanypoHOBOM
K1cnoTe ¢ 4o6aBneHneM HaTuMBHOM rnanypoHoBol KucnoTbl (VISCOLINE® BASIC, VISCOLINE®
LIPS, VISCOLINE® INTENSE), npefHasHaueHHbIA 471 KOPPeKUMM HeLOCTaTKOB KOHTYPOB
MAFKUX TKaHEeR NyTemM KOXHbIX MHBEKLIUIA.

Mo COCTOAHMIO MOJIEKY/ PA3INYAIOT HATUBHYHO (HECTaBUIN3NPOBAHHYHO, HEPETUKY/IAPHYIO,
HECLLUMTYI0) U CLUMTYHO (CTabMNM3MPOBaHHYH, PETUKYNAPHYH) ruanypoHoByto kucnoty (IMK).
HaTvBHas rvanypoHoBas KMCoTa He MnofjgepraeTca 06paboTke Ans hopMUPOBaAHNSA CBA3EN MeXy
ee MOJ/ieKynaMu, OT/IMYaeTCA CrOCOBHOCTbIO ObICTPO MPUTArMBATL MOMEKY/bl BOAbI, YCKOPATb
MPOLeCCbl Ha KMETOYHOM YPOBHE - 3TO AaeT BO3MOXKHOCTb MOSlyYUTb MaKCUMa/IbHbIA 3(hdeKT
onopeBuTaIM3aLMM - He NPOCTO YBN@KHEHMe, a 3anyCK MpoLeccoB OMOJIOXKEHUS, CUHTe3a
COGCTBEHHOr0 KOJMareHa, Yy/yudlleHne COCTOSiHWUS COCYZO0B, BblpaBHMBaHME TEKCTypbl W LBeTa
nmua.

CrabunnsnpoBaHHas (CLuMTass, PeTUKYNspHas) —aTo rMaslypoHOBas KWCIOTa, CLUMTas C
MOMOLLIbIO CLUMBAIOLLIETO areHTa 1,4-6ytaHavon auravuuannosoro agupa (BDDE).

Crabunuzaums  (PeTUKynaumns) rvasypoHoBOM KUCMOTbl - 3TO Mpouecc 06pa3oBaHus
MPOYHbIX  CBA3EM  MEeXAy  MOJeKynaMu  TUaslypoHOBOW  KUCNOTbl  ANS YBENIMYEHUS
MPOLOMKNTENBHOCTMN LEelACTBUS renisl. Takne CBA3M Ha3blBaKOTCS «CLUMBKAMM» UM «MOCTUKaMMU», 1
MMEHHO OHW 3alyLLIalT TUTYPOHOBYHO KUCMOTY OT paspyLuatoLlero [eicTBus (epmMeHTa
rmanypoHungasbl. bnarogapsi aTum «CluMBKam» (DEPMEHTbI pa3pyLUaloT rManypoHOBbIA TFeflb He
cpa3y, a MOCTEMEHHO, «OTWMNbIBas» OT AJIMHHOMN MOMEKYNbl TMaNypOHOBOW KUCNOTbI 60nee
KOPOTKME (pparMeHTbl B TedeHue AnutenbHoro spemeHu (0T 3 Ao 12 mecsueB). Bonee KopoTKue
(hparMeHTbl rMaslypOHOBOI KMUCNOTbI 06/1a4a0T PEBUTAU3MPYIOLLMM AEACTBUEM U CTUMYNNPYHOT
BbIPabOTKY KOJ/1areHa, moatomy [axe Moc/ie MoSIHOr0 PacCacbiBaHUA KOHTYPHOrO rens, KoXxa B
06nacT ero BBefeHWS COLePXXMUT B0/bLIOe KOMMYECTBO KOJIIAreHOBbIX BOMIOKOH, YKPEMISHOLMX
ee.

10 CNocob NPMMEHEHNA MEAVNLUVNHCKOIO N3AENNA
KonnuectBo WmnnaHtata ans ucnonHeHuin VISCOLINE® HYDRO, VISCOLINE® BASIC,
VISCOLINE® INTENSE onpegensercd CTeMeHbl BbIPXKEHHOCTN MOPLUMH W/UNK  YPOBHEM
enaemoi koppekuun, ans ncnonHeHms VISCOLINE® LIPS - ypoBHEM >enaemoil KOppeKLmMu.
- Ana VISCOLINE® HYDRO: nuHeiiHoe BBefeHME, METO[ MHOrOKpaTHbIX YKOMOB, METOA
C3HABUYA, METOL MUKPOCKOMMUYECKNX BYrOpKOB:
- Ana VISCOLINE® BASIC: nuHeiiHOe BBEAEHWME, BEEPHbIN METO[, METOA MHOrOKpPaTHbIX
YKO/I0B, METOZ C3HABMYA, METO/, MOMEPeYHON peLLeTKuy;
- Ana VISCOLINE® LIPS: nuHeiHOe BBeAEHWE, BEEPHbI METOA, METOJ MHOIOKpaTHbIX
YKO/I0B, METOZ C3HABMYA, METO/, MOMEPeYHON peLLeTKuy;
- [ns VISCOLINE® INTENSE: BeepHblii MeTOA,
["ny6rHa BBELEHWS UTNbl:
- Ana VISCOLINE® HYDRO: 0,5-1.0 mMwm;
- Ana VISCOLINE® BASIC: 1,0-2,5 mwm;
- Ana VISCOLINE® LIPS: 0,5-1,5 mwm;
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- Ana VISCOLINE® INTENSE: 2,0-4,0 mm.
Pacxop Ha npouenypy:

- [Ana VISCOLINE® HYDRO: nuuyo - makcumanbHo 0,1-0,3 mn Ha Kaxable 0,5 cM KoXu;
Lwes/pykun/gekonbTe - MakcumManibHO 0,1-0,3 M Ha KaXKable 2 CM KOXU;

- Ona VISCOLINE® BASIC: nobHble MOPLMHBLI/KOHTYpPbI TY6/MeXX6pOBHbIE MOPLUMHBI -
MaKC/MaJIbHO 2 M/1, HOCOTy6Hble CKNafKU/MapyOHETOUYHbIE MOPLLMHbI - MakCUMaibHO Mo
2 MJ1 Ha NeBYHO U MpaBytO CTOPOHbI;

- Ana VISCOLINE" LIPS: makcumanbHO 1,5 M Ha ofiHY ry6y;

- Ona VISCOLINE® INTENSE: Buco4Hast 061acTb/HOCOTY6HbIe CKIaLKU/ MapUOHETOYHbIE
MOPLLMHBI/LLEKN - MaKCUMa/IbHO MO 2 M/ Ha /IEBYHO U MPaBYyH CTOPOHbI, KOHTYpPbI MLa -
MaKCUMaJ/IbHO M0 2,5 M/1 Ha NMPaByHo Y JIEBYHO CTOPOHBI.

MmnnaHTat VISCOLINE® HYDRO BBOAMTCSA B IepMYy KYPCOM C MHTEPBa/IOM MeXay
NHBLEKUMAMU B 2-4 Hefenw.

Wcnonbsosatb WMmnnaHtat B ucnonHeHusax VISCOLINE® BASIC u VISCOLINE®
INTENSE MOXHO B MakCMMa/lbHO BO3MOXHOM Konn4yectse paBHoM 20 M Ha 60 Kr macchl Tena B
rog.

[na onTumanbHOro BBefeHUs VMniaHTaTa BaXKHO, 4TOObI Mrna Obina ycTaHOB/EHa Ha
LUNpYLe B COOTBETCTBMU C 4-MfA 3Tanamu, MokasaHHbIMW Ha cxeme (CM. pucyHku 1-5). B cnyuae
OLLYLLeHMs 3aKYMNOPKM W [aBneHns BO BPEMS BBEAEHUSA UHBEKLUUW NPUOCTAHOBWUTE BBEAEHUE W
3aMeHnTe Urny.

CHUMUTE NpefoXpaHUTeNbHbIi KOANa4vyokK co
wnpuua, NOTAHYB 3a HEro, Kak NokasaHo Ha
pucyHke |I.

Bo3bMuTE KONMA4YoK C UrNoi, 3aTeM BCTaBbTe
Kpan urnbl C Warom Hapes3ku B oTBepcTue
wnpuua (puc. 2)

3aKkpyTuTte uray no 4acoBoOW cTpenke,
coxpaHsAa HebonblLlOe faBNeHne Mexay
Urnonm v wnpuyom (puc. 3).

MpopomkaiTe 3akpyymBaTtb A0 Tex nop,
noka Kpar Konnayka urfibl He JOCTUTHET
unnnHgpa wnpuvua. Mexkagy atumn 2
3feMeHTaMn He O/HKHO ocTaBaTbCA NycTOro
mMecTa (puc. 4). HecobnofeHne atoro
YCNOBUA MOXET MPUBECTU K BbliTANKNBaHUIO
Urnbl /N BbiITEKAHUIO NpenapaTa u3 urnbl
Ha ypoBHe Luer-Lock

3aTteM CHUMUTE NpefoXpaHUTeNbHbIN
KO/INa4yoK C UrMbl, MOTSAHYB 3a HETo
OAHOW pyKOW 1 gep>ka apyroi pykomn
uuanHap wnpuya (puc. 5)

Mepen HauasioM Mpoledypbl HaAaBuTe Ha MOPLUEHb LWINPULA [0 MOSIB/EHWST ManeHbKOM
Karnm refisi Ha KOHUYMKE UMbl
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Ecnu BO Bpems MHBEKUMM KOXKa GeneeT (nobnegHeHwe), cnefyet HeMeA/leHHO MPeKpaTuTb
BBeJeHWe MeAMUMHCKOro U3fenMs U MaccmpoBatb 06/1acTb NobnefHeHUs A0 Tex nop, Noka Koxka
He BEPHET CBON HOPMa/IbHbIA OTTEHOK.

WN36eratb NpAMbIX COMHEYHbIX flydei, ynbTpagunoneTa, a Takke O4YeHb HU3KMX U O4YeHb
BbICOKMX TeMMnepaTyp B TedeHue 7 fHeli nocne npoLesypbl.

[lo Tex nop, noka OTeK W MOKPacHeHWe OT MHBbEKUMW He MPONAYT, Henb3d nopaseprarb
061aCTb UHBEKLMW CUIBHOMY TEMI0BOMY BO3LEVCTBUIO (HanpumMep, CONApUM, COMHEYHble BaHHbI)
WM CUIHOMY XOMO0AY.

MPUMEYAHWE: MNMpaBunibHaa TeXHUKa MHBEKLUUN MMEeEeT peLuatoLlee 3HaueHne a1 ycnexa
npoueaypbl U yAOBNETBOPEHHOCTN NauueHTa. VIMniaHTaT [o/KeH BBOAMTLCSA CMELMaMCTOM C
Heo6X0AMMOI KBanMmKaLmeid, NpesyCcMOTPEHHON MECTHBIM 3aKOHOAATEIbCTBOM M CTaHAapPTaMu.

Mocne MCMonb30BaHWUA LUNPUL, U Wbl JOMKHBI BbITb 06paboTaHbl Y YTUAN3MPOBAHbI
COr/1IaCHO MPUHATBIM MeAULMHCKAM MEeTOAMKaM W B COOTBETCTBMM C HOPMaMK, yCTaHOB/IEHHbIMU
3aKOHOM WM MECTHbIMM NOMOXKEHNAMM.

N TTIOBOYHBIE ABJTEHNA

BpemeHHOe MOKpacHeHWe KOXM, OTeK, 60/b, 3yd, obecuseumBaHve UM 601e3HEHHOCTb B
MECTe MHbEKLMW. DTW peakumm MOryT Hab/roAaTbCs B TeUeHWEe OAHOW Hesenn.

MosiBNeHWe Y3/10B U YNIOTHEHWUIA B MECTE UHBEKLMN.

Hw3kas aththeKTBHOCTb MEAULIMHCKOIO U3AENNSA 13-3a HEMPaBU/IbHOWM TEXHUKM MHBEKLMN.

Mocne MHBLEKLMWIA TMalypOHOBOW KMUCNOTbI COOOLLANOCh O TaKMX MOBOYHBIX ABMEHUSX, KaK
HEKpo3 B 06M1aCTN HafnepeHOCbs, abCcuecchl, rpaHyéMbl U MOBbILWEHHAA YYBCTBUTENIbHOCTb K
MeAMLUHCKOMY M3aennto. Bpay LO/MKEH NPUHMMATL BO BHYMaHWe BO3MOXKHOCTb MOSB/IEHNSA TaKUX
peakuuii B 3aBUCMMOCTI OT KOHKPETHOTO Cyyas.

Peakuuu, HOCALLME XapaKTep MOBbILLEHHON YyBCTBUTENIbHOCTU, OblN 3apPerncTpmMpoBaHbl B
MeHee YeMm | cnyyae Ha 1500 npouepyp. 3TU peakuMu BblpaXaiuUCb B MPOLO/HKUTEILHOM
MOKPACHEHMW, OTEKE M YNIOTHEHUN B 061aCTW UHBEKLMN.

Ecnm noboyHas BocnanvTe/lbHas peakums He NPoOXoauT 6onee 04HOW Hedenu, He06X0AMMO
06paTuUTLCS K Bpayy 4715 afieKBaTHOro fieveHnst (Hanpumep, KOPTUKOCTEPOULbl UK aHTUOUOTUKN).

@) BO3HMKHOBEHMMN NHOOLIX MOBOYHBLIX SBMEHWUIA HEOOXOAMMO COOOLWMUTL ANCTPUOLIOTOPY
N/vnn HeNoCpeLCTBEHHO MPOU3BOAUTENIO.

12 BBAUMOJEWNCTBWE C APYTMMW MPEMNAPATAMU
XOpowo ©3BeCTHa HEeCOBMECTUMOCTb MeXAy TUalypoOHOBOM KUCIOTOW W COMSIMM
4ETBEPTMYHOIO aMMOHMS, TaKUMU, HanpUMep, Kak Xnopug 6eH3anKoHNsA. YUnTbiBas 3TO, HUKOraa
He cneayeT AOMNyCKaTb KOHTaKTa VIMnnaHTaTa ¢ TakKMMWU COEAMHEHMAMM, a TakkKe MeAMLMHCKUM
XUPYPryecKnM UHCTPYMeHTapuem, 06paboTaHHbIM UMW,

13 NMPNHUWMIM PABOTbl MEAVNUMMHCKOIO U3OAE/TNA

"ManypoHoBas KuCnoTa SABNSETCA COeAMHEHWMEM, KOTOPOe MPUCYTCTBYET B Pa3INUHbIX
TKaHAX OpraHvM3aMa, B TOM 4MCfie U B KOXe. B pesynbTaTe npouecca eCTECTBEHHOr0 CTapeHus
coflepXKaHue rnMaslypoHOBOI KUCMOTbI B KOXKE CHUXAETCA, YTO MPUBOAUT K YXYALIEHWIO YNpyro-
3NaCTUYECKMX CBOWCTB NOKPOBHbIX TKaHEA.

B npeacTaBneHHbIX MEAMUMHCKUX W3LeNMAX  UCMONb3YeTCA MaslypoHOBas KWCOTa,
noslyyeHHas nyTem QepmeHTaummn Gaktepuii poga CTPenTOKOKKOB rpynnbl C no JIsHCGWbAY.
CwwuTas (cTabunmnsvpoBaHHas) rmaslypoHoBas KUCIOoTa - 3TO Nnosmcaxapug, COCTOAWNN U3 eauHNL,
O-rNoKypPOHOBOM KUCNOTbI U N-aUeTUNrIKo3aMMHa, COeAMHEHHbIX MonepeyYHbIMU CBSA3sSMK ¢ 1,4-
oyTaHavon gurnnumannosbim atompom (BDDE) B TpeXMepHYHO CeTb.

AheKT HANONHUTENEN HA OCHOBE CLUMTON (CTabWUNM3MPOBaHHOM) MManypOHOBOI KUCNOTbI
HEXXMBOTHOIO MPOUCXOXAEHWUS HA WHBOJMIOUMOHHbIE W3MEHEHUS WMEET Hecrneumpuyecknin un
cneynuryecknii xapakTepbl. Hecneuuduyeckunii aggpekT 00yCnoBfeH 3amnosiHeHWem 061actn ¢
He[OCTaTKOM TKaHW reneobpasHbiM CTabWUIM3MPOBaHHLIM  HarMoIHUTENIEM, B pe3y/ibTaTe 4ero
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[OCTUraeTcs BM3yasbHas KOppekuus fdediekta B TeYeHMe ONpeAeneHHOro NpPoMeXyTKa BPEMEHW.
Bnarogaps BbICOKOI NAaCTUYHOCTW, HAMOMHUTENN PaBHOMEPHO pacnpeaenstoTcs B 30He BBEAEHMS,
obecneunBas aCTETUYECKMIA pe3ynbTaT cpasy nocse npoueaypbl. Cneunpuyecknin agekT B 30Hax
WNHBO/MOLMOHHbIX  M3MEHEHWUI A 00YCNnoBneH (HM3MONOrnMYecKUMmn  addekTamm  ranypoHOBOW
KUCNOTbl. Pacnonarascb BO BHEKNETOYHOM MPOCTPAHCTBE, rManypoHOBas KWCOTa, SBNSISICb
BbICOKOrMAPOMUIbHBIM COeUHEHNEM, CO3AAET AOMOHUTENbHLIA 06beM B 06/1aCTV MOPLYMH 3a
CYeT MNPUTATMBAHMA W CBA3bIBaHWUA MOMEKYNT BOAbl; BOCMOMHAET AePUUMT MNPOMEXYTOYHOIO
BellecTBa - COOCTBEHHOM rUa/lypOHOBOWM KUCNOTbI B Jepme, CO34aBasi  «Kapkac»  [Ans
BOCCTaHOB/EHMSI CTPYKTYPbl BO/IOKOH [1EPMbI.

MepneHHast U paBHOMepHas 6uoaerpagaumsi CLUMTOA rMasypOHOBO KUCMOTbl MO3BOMSIET
n36exaTb Pe3KoM MoTepn 0ObeMa B TEUEHME HaxOXAEHWs MMMNaHTaTa B TKaHsX. B npouecce
6roaerpagaumy 0CcBOOGOXAAOTCA MONEKy/bl cBO60AHON MK, He06X0AuMble ANns peBUTann3aLmmn u
YBMXKHEHUS KOXW.

14 TEXHNYECKOE ONMMCAHME MEAVNUMNHCKOIO N3AENNA
IMnnaHTaT BS3KO-3M1aCTWYHbI Ha OCHOBE TMalypOHOBOM KMCnoTbl B dhochaTHOM 6ydepe ans
BHYTPUKOXHOIO BBEAEHUS MPeACTaBieH B BMAE CTEPUILHOTO pacTBopa, NpeaBapuTeNibHO
HaNo/IHEHHOT O B CTEK/SHHbIE LUNPULBI, 415 OHOPA30BOr0 MCMO/b30BaHUS.

15 COCTAB
VicxogHble VISCOLINE*  VISCOLINE*  VISCOLINE®  VISCOLINE®
BeLLecTBa HYDRO BASIC UPS INTENSE

Cuwwuras
rManypoHoBas
Kucnota(ruanypoHar
HaTpus)
HaTtusHas
rmasypoHoBas
Kucnota (ruanypoHar
HaTpws)
["'manypoHoBas
Kucnota (ruanypoHar
HaTpus) (obLyee
KOoHUEHT — cofepxaHue)

- 220 (15 220 (15 22,0 (+15)

14,0 (+3,0) 3(x1,5) 3(x1,5) 3(x1,5)

140 (#30) 250 (3,00 250 (30) 250 (¢3,0)

pauus, ®ocha Pocchop 0,5-2,8 0,5-2,8 0,5-2,8 0,5-2,8
MEMA THBIA Harpuii 2,1-4,9 2,1-4.9 2,1-4,9 2,1-4,9
Oyde
*ycb P Xnopuapl 0,2-3,7 0,2-3,7 0,2-3,7 0,2-3,7
pH Boga ana 1
6.8-7.6 MHbEKLMI] o 1mn o 1wmn [0 M fo 1wmn
OcTaTto4Hoe
cofepXaHue
CLUMBAIOLLIErO areHTa 1, i
4-6yTaHamon <L ppm <1 ppm <L ppm
OUTNINLNLUIOBOTO
aupa (BDDE)
CwmTas ruanypoHoBast
KucnoTa(rmanypoHat - 2,2 (£0,15) 2,2 (£0,15) 2,2 (£0,15)

KOHUEHT  HaTtpus)
pauud, % HaTuBHas

U4 (+0,3) 03(x0,15) 03 (0,15) 0,3 (#0,15)
ranypoHoBast K1cnoTa
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(rmanypoHat HaTpus)

["'vanypoHoBas Kucnota
(rvanypoHat Hatpus)
(obLLee cofepXKaHume)
docha docthop
gHblVl HaTpwii
e
Qy(p P Xnopugpl
pH Boga ans
6,8-7,6 NHBEKLIMI

OcTaTto4yHoe
cofep>kaHue
CLUMBAIOLLLEro areHTa 1,
4-6yTaHgmnon
ANTNNLNANIOBOIO
3¢mpa (BDDE)

1,4 (0,3)

0,05-0,28

0,21-0,49
0,02-0,37

fo 100

2,5 (£0,3) 2,5 (x0,3) 2,5 (x0,3)
0.05-0,28 0,05-0,28 0,05-0,28
0,21-0,49 0,21-0,49 0,21-0,49
0,02-0,37 0,02-0,37 0,02-0,37
fo 100 fo 100 fo 100
<l ppm <1 ppm <1 ppm

ACocTas pochaTHOro 6ypepa: Hatpua rugpogocpaTt (Na2HPO04), HaTpuda xnopug (NacCl), soga

ANA UHBEKL WA,

16 MH®OPMALUUMA O JNEKAPCTBEHHBIX CPEACTBAX, COAEPXALWWMXCA B

VcxopgHble @YHKUMOHabHOE CAS-Homep MpounssoguTesnb
BELLECTBa HasHayeHue
"manypoHat AKTUBHbI KOMNOHEHT,  9067-32-7 1 BLOOMAGE BIOTECHNOLOGY
6 CORPORATION LIMITED, Kutai,
HaTpiA reneobpasosareri ®C-001305 ot 11.01.2016 T;
2. Altergon Italia Zona ind.le AS! 83040
Morra de Sanctis AV, Utammsa, ®C-
001899 ot 27.06.2019 ;
1.06u1ecTBO c OrpaHMyYeHHO
OTBETCTBEHHOCTblO  «3dnnapa» (OO0
«9nnapa»), Poccud, J1C-001534 ot
06.05.2011 (mata nepeodopmIEHNS-
Boaa ans PaCTBOpUTEN 7732-18-5 23.04.2018) - 6eccpouHo;
NHbBEKLWI 2. O6wectBO €  OrpaHMYeHHoOM

OTBETCTBEHHOCTbIO  «IpoTekc» (OO0
«['potekc»), Poccusa, JIM-002529 ot
08.07.2014 (mata nepeothopMIEHUSA-
09.06.2021) - 6eccpoyHo.

17 TEXHUYECKWME XAPAKTEPNCTUKW MEAVNUMNHCKOIO U3OENNA

Ne  HawumeHoBaHue
n/n nokasarens

1 pH

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

VISCOLINE®
HYDRO

Crp. 7

VISCOLINE®

VISCOLINE®  VISCOLINE®
LIPS INTENSE

6,8 1o 7,6



V13Bnekaemblin
06beM pacTBopa
B LUMPUMLE, MN
BHeLuHWiA Bug,

1,0(x0,2)

MMnnaHTaT Ao/MmKeH ObITb NPO3payHbiM, OT GECLIBETHOrO [0 CBET/O-
XKENTOro LBeTa, 6e3 3anaxa, 663 NOCTOPOHHUX BK/HOUEHWA

CopepxaHune
bakTepuanbHbIX He Gonee 0.5
3HA0TOKCVHOB,
E3/mn
?Jg‘;&’;ﬂﬁ”om 0T 200 710 400
AvHAMHECKaR 5 54 10 0o 5 000-20 000 5000-20 000 7 000-25 000
BA3KOCTb, MI1a C
Ycunve,
Tpebyemoe ans
npuBefeHNs B
LBVDKeHne
LLITOK-NOPLUHA oT 15 po 45
Lwnpuua,
3arno/IHeHHOr o
VimnnaHTaTom,
H
Cpok
6uogerpagaumu, 1-3 6-9 6-10 10-12
MeC.
MakcumanbHaa — Jluuo - J106Hble MaxkcumanbHO BucouHas
paspeLleHHas MakKcumasibHO 0,1-  MOPLWMHBLI/KOHTYP 15 Mn Ha ogHy 06nacTb/HOCO
f03a 0,3 MJ1 Ha KaXable bl ryéy ry6Hble
MmnnaHTaTta 05 CM  KOXM; ryb/MexxbpoBHble cKnagku/map
ans OfHOro LWesA/pyKn/gekonb  MOPLUMHbI - MNOHETOYHbIE
yesioBeka 32 Te- MakCMMa/lbHO MaKCUMalbHO 2 MOPLLMHBbI/LLI
O4HY 0,1-0,3 M1 Ha M, HOCOrybHble ek -
npoueaypy, M1 Kaxable 2 CM  CK1agKu/MapuoHe MaKCUMa/lbH
KOXMW TOYHbIE MOPLLMHBI 0 Nno 2 mn Ha
- MakcuMasibHO NeByH0 7
Nno 2 M/ Ha NeByto npasyto
7 npasyto CTOPOHB!,
CTOPOHbI; KOHTYpbl
nmua -
MaKC/MaJsibH
0 no 25 mn
Ha npaByto U
NeBYH0
CTOPOHbI
10. Pasmep uacTtuy,
(arnomeparo) 300-410 415-450 420-480 450-550
rMaslypoHOBOI0
rens, MKv
11 MornekynspHas CuTas 2,0 Cwwutaa 35
macca HatmsHaa 1,0 CuwwuTas 1,0 (£10) + (+15) N
rmanypoHara (x0,5) (£0,5) + HaTMBHas HATUBHaS HaT;ABHaﬂ
Hatpus, MAa
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12, [poucxoxaeHu
e rmaslypoHoBOW
KUC/OTbI

13. CopepxaHue
6enka, %

14.  CrteneHb
PETUKYNALNN
rManypoHOBOro
rend, %

15. T1noTHOCTb
rens, r/mn

16. ['epMETUYHOCTb
LINpULEB

17.  CTtepubHOCTb

1,02-1,09

\1,2 Wnpuybl
HavmeHoBaHMe

LLnpuubl MeanLMHCKME BGecLBETHblE W
KOpPU4YHeBble n3 CTEKNOTPYOKM
émkoctbto 05 - 120 mn  c
NPUHAAJIEXXHOCTAMW U 6e3 HUX.

Lnpuubl  cTeknaHHble BD  Hypak
CTEPU/IbHbIE U HECTEPUSIbHbIE, C UI/IONA
n 6e3 urnbl, o6bemom ot 0,5 mn go 20
M.

LWinpuupl  gna  npefaBapuTeNibHOro
Harno/NHeHNs OHOpPa30oBble CTEPU/IbHBIE
obbemamm 0,5; 1; 1 long; 1,5; 2,25; 3;

MeTog aspo6bHoi hepMeHTaLmmn GakTepuii poga CTpenTOKOKKOB rpynmbl C
no J1aHcunbay

<0,1

30+£05

1,12-1,3 1,12-1,3 1,12-1,3

[OMKHbI ObITb FePMETUYHBI

[0MKHbI 6bITb CTEPU/IBbHBI

MponssoauTenb Homep perncrpaumoHHOro
YL, 0CTOBEPEHUA/HOPMATMBHOIO
[AOKYMeHTa
«LLOTT CBu3 Al», ®C3 2009/04195 ot
LLIBeiLapus 05.09.2012

®C3 2011/11237 ot
26.12.2011

«BbeKTOH JJUKNHCOH
®paHc C.A.C.»,
dpaHuus

«LLlaHbayH Baiirao P3H 2013/764 26.03.2018 .

Tpyn
Megukan NMonumvep

5; 10; 20 mn. KomnaHuu JIuMuTag»,
KuTait
17.3 Urnbl
HavnmeHoBaHWe n3genuns MponssoguTenb Kannép Pa3mepsbl Howmep
perncTpaunmoHHoro
Y[0CTOBEPEHUA/HO
PMaTUBHOIO
[IOKYMeHTa

VIHCTpYMEHTBI cTepunbHble  «PN.MOC. 0.4x12 mm  PC3 2011/09452
O[lHOpa3oBOro  ucnonb3oBaHua C.p.1.», Utanus G27 (1'/2..) oT 27.08.2019
Jilgfs Me3oTepanuu cepuu (cpok  [pecTBuS:
ME3OPAM (MESORAM), G30 0,3x13 MM  6eCccpoyHO)
3. Vrna gns MMKPOUHBEKLMIA. (/2")
Wrna MESO-RELLE «BVOTEKHE G27 0,4x12 mm ®C3 2011/10175
CTepu/bHadA 4ns Me3oTepanun C.P.N1», WNtanua (1/2") oT 11.02.2018
(Gallini S.r.1.) G30 0,3x12 mm  (CPOK  [AeicTBuS;
(a/2") 6eccpoyHO)
Nrnbl  MHBEKLMOHHbIE BD «bekToH G27 0,4x13 mm ®C3 2008/03143
Hypoint 0fHopa3oBble  [AMKNHCOH 2z oT 03.12.2008
CTEPU/bHbIE Megukan (C) IMre G30 0,3x13 mm (CPOK  feicTBuS:
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Nta», CuHranyp (2 16eccpoyHo)

Wrna MHBEKLMOHHaA «Tepymo  HOpon 0,4x12 mm P3H 2018/7086 ot
ofHopasoBas cTepunbHas K- H.B.», benbrus G27 (/2" 26.04.2018 (cpok
Pack Il Needle 0,4x 20 AencTBuMS:

MM 6eccpouHo)

0,3x12 mm

G30 (1/2")

bl runogepManibHble ¢ «TCK 0.4x13 MM ®C3 2011/10609
3aKpYr/1eHHbIM KOHLIOM B Jlabopatopu», G271 (1’/2..) oT 15.09. 2011 .
cTepunbHO  ynakoBke — ana  AnoHmA(TSK) (cpok  pewicTBUS:
BBeEHUS npenapaTos Ha G30 0,3x13 Mm  6eccpoyHo)
OCHOBE 'MaslypOHOBOV KUCNOTb! (1/2")

18 TPEBOBAHUWA BE3OINACHOCTW MEANUMNHCKOI O N3AENTNA

VIMnnaHTaT He TOKCMYEH M He OKasblBaeT BPeAHOro BO3AEMCTBMSA Ha OpraHu3M 4enoBeka
npy paboTe C HAM.

MMnnaHTaT He 06pa3yeT TOKCUMYECKMX COeAMHEHWUM B BO3AYLUHOW cpefe WM B CTOYHbIX
BOZax, He NPUBOAUT K CaHUTapPHO-0MacHbIM 3arpA3HEHNAM OKPYXKatoLLel cpefpl.

VmMnnaHTaT AO/MKEH COOTBETCTBOBaTb TpeboBaHMAM OMONOrMYeckoi 6e30MacHOCTM B
cootsetcTBMM ¢ TOCT P 52770, TOCT P NCO 10993-2 n cepum ctaHgaptoB NOCT ISO 10993, u
[OMKEH ObITb HETOKCUYHbIM.

19 CBEAEHWA O CTEPUNU3ALNN
KOMMOHeHTbl  MIMnnaHTaTa npefBapuTeNbHO CMELUVBAOT 1 (pacytoT B LUMPUUpI.
HanonHeHHble  LUNPULBI  CTEPUNM3YIOT METOAOM MapoBO/ CTEpUAM3aUMM B aBTOKIaBE B
cootBetcTBUM ¢ TOCT P NICO 17665-1-2016, TOCT P 56893-2016/180A48 17665-2:2009.

20 TPAHCIMOPTUPOBAHWVE N XPAHEHWE

TpaHcnopTMpoBaHve LWNPULOB ¢ VIMniaHTaToM Npov3BOAAT BCEMU BUAAMW TPAHCMOPTHbIX
CpeAcTB B COOTBETCTBMM C TPeOGOBaHUAMU W MpaBUiaMn NepeBO3KM FPy30B, AEMCTBYHOLMMU Ha
COOTBETCTBYIOLLEM BWUAE TpaHCMopTa, NpW COGMHOAEHUM TemnepaTypHoro pexuma (ot +2 °C go
+25 °C), He 3aMopaXkmnBaTth.

Bug oTnpaBKy - NOYTOBOW MOCHIIKOW, aBTOMaLUMHaMK, KOHTelHepamy no MTOCT 20435-75
nnn FOCT 18477-79.

MMnnaHTaT B YynNakoBKe XpaHAT npu Temnepatype oT +2 °C po +25 °C, B MecCTe,
3aLMLLEHHOM OT MPSAMbIX COTHEYHbIX STyYeld.

21 YCNnoBnA NPMMEHEHINA

VIMnnaHTaT [O/MKeH BBOAWUTHLCA KBUIM(MUMPOBAHHLIM Bpa4oM, MPOLLEALINM 06y4YeHune
TEXHUKE UHBLEKLNIA C LIENbH0 KOPPEKLMIN HEAOCTATKOB 1 AENEKTOB KOXN.

[Jo Havana npoueaypbl NAaUMEHT AOMKEH ObiTb MNPOUMH(OPMMPOBAH O MOKa3aHUAX
MeAULMHCKOrO M3fdenns, a Takke O ero MpOTUBOMOKa3aHUSAX U BO3MOXHbIX HeXenaTeNbHbIX
NOBGOYHbIX SBNEHUSX.

Mepen nNpuMeHeHWEM Y6eauTecb, 4TO YMakOBKAa C MNpenapaTtoM He MOBPEeX[eHa |
CTEPUNBLHOCTb He HapylleHa. Y6eanuTech, YTO CPOK FOAHOCTM npernaparta He UCTeK.

MmMnnaHTaT, a Takxe MOoCTaBfiieMble B KOMI/IEKTE WI/bl, MpefHa3HayeHbl A1 OLHOPA30BOro
MCNonb30oBaHMs. He uncnonb3oBaTb MOBTOPHO. [pyM MOBTOPHOM  MCMOMb30BaHUM €CTb  PUCK
NH(ULMPOBAHNA NN 3apaXKeHNS Yepe3 KPOBb.

MecCTO MHBEKLMM AO/MKHO ObITh TLATE/IbHO MPOAE3UHINLINMPOBAHO.

MeanunHCKoe mn3fenve A0MKHO XpPaHUTbCA NPW KOMHATHOM Temnepatype 3a 30 MUHYT [0
Hayasia npoweaypbl.
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MMnnaHTaT Henb3s BBOAWTL B 06/1aCTb, COAEPXKALLyt APYroi ¢mnnep, Tak Kak HeT
K/IMHUYECKUX JaHHbIX O B3aMOAENCTBUM C ApYrUMI NpenapaTamu.

MMnnaHTaT Henb3s BBOAUTb B 006/1aCTb, e HAXOAWTCS MOCTOSHHbIA uanep wam
VIMMNJIaHTaT.

MMnnaHTaT He [O/MKEH WUCMO/b30BaTbCA A1 YBEMUEHUS TPYAM WU NS BBEAEHUS B
CYXOXWNSA, CBA3KM U MbILLILbI.

Ecnm y nauyeHTa B aHamHe3e OblM MPOSIBNIEHMS Teprieca Ha /inue, TO NPOKO/bl UI/bl BO
BPEMS IHBLEKLX MOTYT CMPOBOLIMPOBaTh HOBbIE BbIChINaHKs repneca.

11pUMeHeHWe  acnMpuHa,  HECTEPOWMAHbIX  MPOTMBOBOCMA/INTE/NbHLIX  MPEnaparos,
MpenapaTtoB C BbICOKUM COAep>XaHWEM BWTaMuHa E nepen MHbBEKUMER MOXET YBENNYUTb PUCK
KPOBOTEYEHMS 1 MOSIB/IEHWE reMaToOM B MECTe yKo/a.

22 CPOKTOAHOCTW
CapaHTWIAHbIA CPOK roAHOCTY VIMNnaHTaTa - 24 Mecsilla co HS CTePUnM3aLImn.

23 TAPAHTNN N3TOTOBUTENA
MpeanpuaTUE*N3roToBUTENL  FapaHTUPYET COXPaHHOCTb WMMnnaHTata npu cobnogeHun
YCNOBUIA MPUMEHEHNS, TPAHCMOPTUPOBAHMA U XPaHEHUSs, YKa3aHHbIX Ha YMaKoBKe.
"apaHTWiHBI CPOK rogHocT VimnnaHTata 24 MecsELL CO AHA CTepunm3aLmm.
MeAanLMHCKOe 13aenmne ¢ UCTEKLUMM CPOKOM TOAHOCTU NMPUMEHEHMUIO HE MOLIEXNT.

24 YTUNITN3ALUNA

Vicnonb3oBaHHble MaTepuasibl YTUIM3UPYOTCSA COMMacHO K/accy OmnacHOCTU yKasaHHOMY B
CaHllnH 2.1.7.2790-10.

B cootBetcTBMM ¢ CaHllnH 2.1.7.2790-10:
- LUNpWL, C UrnaMm no Knaccugukaumm onacHocT oTHocuTca K Knaccy b;
- YNaKoBOYHblE MaTepuasnbl, KapTOHHas Kopobka M 6amMcTep No KnaccuuKkaumm OnacHOCTU
oTHocuTCa K Knaccy A

LLInpny, ¢ urnammn nocne Mcnosib3oBaHUA HEOOXOAMMO Cpa3y YTUIN3MPOBaTb, AaXe B TOM
C/yyae, ecnm CoAePXKMMOe He Obl/10 1CMO0/b30BaHO MOHOCTLHO.

25 MAPKNMPOBKA
MapkupoBka VImnnaHTaTa go/mkHa cootBeTcTBoBaTh NOCT P 15223-1-2014, TOCT 14192-96 n
HacToAlmM TY.
MapKrpoBKa NepBUYHO YNaKOBKWN COAEPXUT:
- HavMeHOBaHWe MeAULIMHCKOrO U3fenuns;
- 00beM HanosIHeHNS LWINPULLE;
- cumvBon «Ctepunmnsaums napom» *;
- cuMBON «OBPaTUTECH K MHCTPYKLUMW MO NPUMEHEHUIO» *;
- cMmBON «[1OBTOPHOE MCNONb30BaHKeE 3anpeLleHo» *;
- CUMBOJ «BepxHAA 1 HWXHAA rpaHuLa TeMnepaTypHOro guanasoHa» *;
* - 0603HaYeHWe CMMBOSIA YKa3aHo B Tabnmue «C1MBO/bI, YKa3aHHbIE Ha YNaKOBKe»

MapKupoBKa TPETUYHOI YNaKOBKM COLIEPKUT:

- Ha¥MeHOBaHVe MeANLIMHCKOrO M3aenus;

- KOMMN/eKTauus MeauLMHCKOro U3Aenms;

- COCTaB MeAuLMHCKOr0 M3enus;

- 06bEM HanoNMHEHUS LWUNPULA;

- KONMYeCTBO HarMo/HEHHbIX LUNPULEB B YMAaKOBKE;
- HaMMeHOBaHWe 1 afpec NPon3BOANTENS;

- CPOK FrOAHOCTY;
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- MCNONb30BaTh A0...*;

- YCNOBUS XpaHeHus;

- HOMep mapTumn™;

- cumBon «CTepunmsama napom»

- cuMMBON «[1OBTOpHaA CTepuM3aLmns 3anpeLleHar»™;

- cumBOon «OBpaTUTECH K MHCTPYKLMMN MO NMPUMEHEHUNIO» *;

- cumBon «[1OBTOPHOE UCMONb30BaHNe 3anpeLleHo» *;

- CUMBON «BepxHAA U HMXKHAA rpaHuLLa TeMnepaTypHOro AManasoHa» *;

- cumBON «He MCMNoMb30BaTh, EC/IN YNaKOBKa MOBPEXAeHa»™;

- cumBon «3Hak cooTeTcTBMS PCT feknapupoBaHusi ToBapoB» (NpuM Heob6Xo4MMOCTW, B
COOTBETCTBUY C [eMCTBYIOLLMM 3aKOHOAATeNNbCTBOM)™;

- WTPUXKOL,

- QR-kog;

- HOMEpP perucTpauMoHHOro yaoCTOBEPEHUA

- cumBON «He fonyckatb BO3AENCTBUE COTHEYHOrO CBETa»n™

* - 0603HaYeHNe CMMBO/A YKa3aHo B Tabnuue «C1MBO/bI, yKa3aHHbIE Ha YNaKOBKe»

Ha Hakneiike (MapHOM CTUKepe) JOMKHO ObITb YKa3aHo:

- HaMMeHOBaHWe MeULNHCKOro N3henus;

- ucnonb3oBarthb fo...%;

- HOMep napTumn®;

- 00beM HarnoMHEHNS LWNpULa;

* - 0603HaYeHMe CMBO/IA yKaszaHo B Tabnuue «CUMBO/IbI, YKa3aHHbIE Ha YNaKOBKe»

MapKu1poBKa TPaHCMOPTHO YNaKOBKM COAEPXMT 3HaKW, COOTBETCTBYOLLME 3HAUEHMSIM:
- CMMBON «XpynKoe. OCTOPOXHO!»*;

- cuMMBON «He fonycKaTb BO3AECTBINE COMTHEYHOMO CBETa»™;

- cumBON «bepeyb OT Braru»*;

- CMMBOJ «He 3aMopaXkmBaTb»™.

* - 0603HaYeHNe CMMBO/IA YKazaHo B Tabnmue «CUMBO/bI, YKa3aHHbIE Ha YNaKoBKe»

CumBonbl, YKa3aHHbI€ Ha YMaKOBKE:

He ncnonb3oBaTb NOBTOPHO

.,-I CobntofiaTb YKazaHUsi B UHCTPYKLWK

Crepunusaums napoM Uam Cyxum Tenaom

W He fonyckaTh BO3aelicTBME CONMHEUHOro cBeTa ([epyaTb BAAM OT UCTOUHMKOB
Tenna)

icnonb3oBathb fo...

[1ot] Homep naptum

XpaHuUTb NpKn TeMnepaTtype oT +2 °c Ao +25 ®C

He ncnonb3oBath, €CNn yNakoBKa MOBpPeXXaeHa
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He nofnexuT NoBTOPHOI CTEpUNM3aLK

I Xpynko, cobnoaiiTe 0CTOPOXKHOCTb

bepeub 0T Bnarun

H He 3amMopaXx1BaTh
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Translatedfrom Russian into English

INSTRUCTIONS
FOR USE OF MEDICAL PRODUCT
«Intradermal viscoelastic implant according to Technical Specifications
32.50.50-004-06997856-2020»

1 MEDICAL PRODUCT NAME
Intradermal viscoelastic implant according to Technical Specifications 32.50.50-004-06997856-
2020.

2 PACKAGE CONTENTS
3. Intradermal viscoelastic implant in the form of VISCOLINE® HYDRO:
5) 1.0 ml syringe - 1pc.,
6) 30G 1/27needle -2 pcs.,
7) instructions - 1pc.,
8) label - 2pcs.®

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

6) 27G 1/2” needle-2 pcs.,

7) instructions - 1pc.,

8) label - 2 pcs.

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

6) 27G 1/2” needle - 2 pcs.,

7) instructions - 1pc.,

8) label - 2 pcs.

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

6) 27G 1/2” needle - 2 pcs.,

7) instructions - 1pc.,

8) label - 2 pc.

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», 143026, city of Moscow, territory of Skolkovo Innovation Center, 42
Bolschoi bulvar, bid. 1, fl. 3, room 785

2. LLC «INTELBIO», Russian Federation, 14282L Moscow region, city district Stupino,
village Shmatovo, str. Industrialnaya, possession 2

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.
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For use only in healthcare institutions.

5 ADMINISTRATION
Cosmetology, dermatology.

6 PROSPECTIVE CONSCMER
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

- For the form of VISCOLINE” HYDRO:

VISCOLINE® HYDRO is used for biorevitalization: enhancing skin moisture and elasticity by
repeated injections of the drug into the area of the dermoepidermal junction of the skin and the
upper layer of the dermis.

- For the form of VISCOLINE* BASIC:

VISCOLINE® BASIC is used for uniform filling of surface and medium wrinkles, small
wrinkles and skin creases (fine lines, forehead wrinkles, perioral wrinkles, small nasolabial
folds), correction of dehydrated or sagging skin areas in the face, neck and decollete,
restoration of skin hydration.

- For the form of VISCOLINE® LIPS:
VISCOLINE® LIPS is used for lip augmentation, correction and improvement of their contour,
as well as restoration of their hydration.

- For the form of VISCOLINE® INTENSE:

is used to correct significant imperfections in soft tissue contours by injecting the drug into the
deeper layers of the dermis (deep wrinkles, perioral wrinkles, nasolabial folds, mimic
wrinkles).

8 CONTRAINDICATIONS

- 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.

- Ifa patient has any skin diseases, inflammations, infected areas in the proposed injection or
adjacent area.

- Patients with known hypersensitivity to implant components

- Ifany allergic reaction to implant components is present.

- Patients with autoimmune disorders or undergoing immunotherapy treatment.

- Coagulation disorders or anticoagulant therapy.

9 DESCRIPTION

This medical product is a biocompatible, injectable hydrogel based on bioresorbable native
hyaluronic acid (VISCOLINE® HYDRO) or on bioresorbable cross-linked hyaluronic acid with the
addition of native hyaluronic acid (VISCOLINE® BASIC, VISCOLINE® LIPS, VISCOLINE®
INTENSE) intended for the correction of imperfections in soft tissue contours by skin injections.
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According to the state of molecules a distinction is made between! native (unstabilized, non-
reticular, non cross-linked) and cross-linked (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.

Stabilized (cross-linked, reticular) is a hyaluronic acid cross-linked with a cross-linking agent
1,4-butanediol diglycidyl ether (BDDE).

Stabilization (reticulation) 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.

10 ROUTE OF ADMINISTRATION
The amount of implant for the forms of VISCOLINE® HYDRO, VISCOLINE® BASIC,
VISCOLINE® INTENSE is determined by the degree of wrinkling and/or the desired level of
correction, for VISCOLINE® LIPS - the desired level of correction.
- For VISCOLINE® HYDRO: linear injection, multiple injection method, sandwich injection,
papule technique;
- For VISCOLINE® BASIC: linear injection, fanning technique, multiple injection method,
sandwich injection, crosshatching technique;
- For VISCOLINE® LIPS: linear injection, fanning technique, multiple injection method,
sandwich injection, crosshatching technique;
- For VISCOLINE® INTENSE: fanning technique.
Injection depth:
- For VISCOLINE® HYDRO: 0,5-1,0 mm;
- For VISCOLINE® BASIC: 1,0-2,5 mm;
- For VISCOLINE® LIPS: 0,5-1,5 mm;
- For VISCOLINE® INTENSE: 2,0-4,0 mm.
Procedure costs:
- For VISCOLINE® HYDRO: face - maximum 0,1-0,3 ml per each 0,5 cm of skin;
neck/hands/decollete - maximum 0,1-0,3 ml per each 2 cm of skin;
- For VISCOLINE® BASIC: forehead wrinkles /lip contours/glabellar lines - maximum 2
ml, nasolabial folds/melolabial folds - maximum 2 ml in the left and right sides;
- For VISCOLINE® LIPS: maximum 1,5 ml per lip;
- For VISCOLINE® INTENSE: temporal region/nasolabial folds/ melolabial folds/cheeks -
maximum 2 ml in the left and right sides, facial contours - maximum 2,5 ml in the left
and right sides.

The VISCOLINE® HYDRO implant is inserted into the dermis in a 2-A week interval
between injection courses.

The implant in the form of VISCOLINE® BASIC and VISCOLINE® INTENSE can be used
in the maximum possible amount of 20 ml per 60 kg of body weight per year. 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.
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Remove the safety cap from the syringe by pulling it as
shown in Figure 1

Take the cap with the needle, then insert the edge of the
needle with the graduated marks into the syringe hole

o (Fig. 2)

Screw the needle clockwise while maintaining slight
9 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
T0 NO between these 2 elements (Fig. 4). Non-observance of this

‘ . . .
requirement may result in the needle being pushed out
OC E  andlor the drug leaking out of the needle at the Luer-Lock

level.

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

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

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
Temporary skin redness, swelling, pain, itching, discoloration, or soreness at the injection site.
These reactions can be observed within a week.
The appearance of nodes and indurations at the injection site.
Low efficiency of the medical product due to improper injection technique.

Cmp 17
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After injections of hyaluronic acid, side effects such as necrosis in the glabellar area, abscesses,
granulomas and hypersensitivity to the medical product were reported. A physician should take into
consideration the possibility of such reactions depending on the specific case.

Hypersensitivity reactions were recorded in less than 1 case per 1500 procedures. These reactions
resulted in extended redness, swelling, and induration at the injection site.

If an inflammatory adverse reaction doesn't disappear during a week, you should consult with a
doctor to obtain adequate treatment (for example, corticosteroids or antibiotics). Any side effects
should be reported to the distributor and/or directly to the manufacturer.

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. Cross-linked hyaluronic acid is a
polysaccharide consisting of units of D-glucuronic acid and N-acetylglucosamine, cross-linked with
1,4-butanediol diglycidyl ether (BDDE) into a three-dimensional network.

The effect of fillers based on cross-linked (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 cross-linked 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.

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 CO MPOSITION
Starting substances VISCOLINE®  VISCOLINE®  VISCOLINE®  VISCOLINE®

HYDRO BASIC LIPS INTENSE
Cross-linked
hyaluronic acid : 22,0 (£1,5) 22,0 (x1,5) 22,0 (£1,5)
Concentr 22 arontc a
ation, ve ny 14,0 (¢3,0) 3(x1,5) 3(x1,5) 3(x1,5)
mg/ml (sodium hyaluronate)

Hyaluronic acid

. + + 25,0 (£3,0
(sodium hyaluronate) 14,0 (+3.0) 25,0 (x3,0) 25,0 (£3,0) (*3.0)
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(total content)

Phosoh Phosphorus 0,5-2,8 0,5-2,8 0,5-2,8 0,5-2,8
ate P Sodium 2,1-4,9 2,1-4,9 2,1-4,9 2,1-49
buffer* Chlorides 0,2-3,7 0,2-3,7 0,2-3,7 0,2-3,7
PH 6.8 \nater for
7,6 injection upto 1ml upto 1ml upto 1ml upto 1ml
Residual content of
cross-linking agent 1,4- <
butanediol diglycidy! <1 ppm <L ppm 1 ppm
ether (BDDE)
Cross-linked
hyaluronic acid 2,2 (x0,15) 2,2 (£0,15) 2,2 (£0,15)
(sodium hyaluronate)
Native hyaluronic acid +
(sodium hyaluronate) 1,4 (£0,3) 0,3 (x0,15) 0,3 (x0,15) 0,3 (x0.15)
Hyaluronic acid
(sodium hyaluronate) 1,4 (x0,3) 2,5 (£0,3) 2,5 (£0,3) 2,5 (x0,3)
(total content)
Phosphorus 0,05-0,28 0,05-0,28 0,05-0,28 0,05-0,28

Concentr  Phosph

atio. % ate P Sodium 0,21-0,49 0,21-0,49 0,21-0,49 0,21-0,49
buffer*  Chlorides 0,02-0,37 0,02-0,37 0,02-0.37 0,02-0,37
pH 6,8-
7,6 W.atef for up to 100 up to 100 up to 100 up to 100

injection

Residual content of
cross-linking agent 1,4- <1 ppm <1 ppm <1 ppm

butancdiol diglycidyl
ether (BDDE)

APhosphate buffer composition: sodium hydrogen phosphate, sodium chloride, waterfor injection.

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, ®C-
001305 of 11.01.2016r;
2. Altergon Italia Zona ind.le ASI 83040
Morra de Sanctis AV, Italy, ®C-001899
of 27.06.2019 r;
1.Limited Liability Company «EW/ara»
(OO0 «EWara»), Russia, LS-001534 dated

Water for 7732-18-5 06.05.2011 (date of reissue - 23.04.2018)

N Solvent -perpetually.

Injection 2. Limited Liability Company «Grotex»
(OO0 «Grotex»), Russia, LP-002529
dated 08.07.2014 (date of reissue -
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09.06.2021) - perpetually.

17 TEXHNICAL SPECIFICATIONS OF MEDICAL PRODUCT

17.1General Product Specificaltions

Ite

no.

18.
10.

20.
21.
22.

23.
24.

25.

26.

27.

28.

29.

30.
31

32.
33.
34.

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®
HYDRO BASIC LIPS INTENSE

6,8 1o 7,6
1,0(x0,2)

I'ne implant is to be transparent, from colorless to light yellow,
odorless, free of impurities

upto 0,5
from 200 to 400
3500-10000 5000-20 000 5000-20 000 7 000-25 000
from 15 to 45
1-3 6-9 6-10 10-12
Temporal
region/nasola
Face- Frontal bial
maximum wrinkles/lip folds/puppet
0.1-0.3 ml for  contours/inter- wrinkles/chee
every 0.5 cm  brow wrinkles- Kks-maximum
of skin; maximum 2 Maximum of 2 ml each on
neck/arms/de  ml, nasolabial 15 ml per lip the left and
collete- folds/puppet ' right sides,
maximum wrinkles- facial
0.1-0.3 ml for maximum 2 ml contours-
every 2 cm of each on the left maximum 2.5
skin and right sides ml each on
the right and
left sides
300-410 415-450 420-480 450-550
Native 1.0 Cross-linked Cross-linked Cross-linked
1,0 (x0,5) 2,0 (£1,0)
(0,5 . . 3,5 (£1,5)
+ Native + Native ;
+ Native

Lancefield met lod of aerobic fermentation bacteria of the genus
of Group C streptococci

<0,1
- 30£05 35+0,5 4,0£0,5
1,02-1,09 1,12-1,3 1,12-1,3 1,12-1,3
must be leak-proof
must be sterile
Ctp. 20



17.2 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 0of0.5 - 20 ml.

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

17.3 Needles
Product name

Single-use sterile instruments for

Manufacturer

Manufacturer

«SCHOTT Swiss AG»,

Switzerland

«Becton Dickinson

France SAS», France

«Shandong Weigao

Group Medical Polymer

Company Limited»,
China

Gauge

«RI.MOS. S.r.l.»,

mesotherapy of the MESORAM Italy G27
series (MESORAM):
3. Needle for microinjections. G30
MESO-RELLE sterile needle for «BIOTEKNE
G27
mesotherapy S.R.L.», Italy
(Gallini S.r.l.) G30
BD Hy-point uinjection needles «Becton G27
disposable sterile Dickinson
Medical (S) Pte.
Ltd», Singapore G30
Disposable injection needle K- «TERUMO
Pack Il Needle EUROPE N.V.», G27
Belgium
G30
Hypodermic needles with a «TSK
rounded end in a sterile Laboratory», G27
packaging for the administration Japan (TSK)
of hyaluronic acid-based G30

preparations

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

Size

0,4x12
mm (1/2")
0,3x13
mm (1/2")
0,4x12
mm (1/2")
0,3x12
mm (1/2")
0,4x13
mm (1/2")
0,3x13
mm (1/2")
0,4x12
mm (1/2")
0,4x 20
mm
0,3x12
mm (1/2")

0,4x13
mm (1/2")

0,3x13
mm (1/2")

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
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Marketing
authorization
number/regulatory
number
FSZ  2011/09452
27.08.2019

(validity
perpetually)

FSZ  2011/10175
dated 11.02.2021
(validity term:
perpetually)

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

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

term:

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



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 56893-2016/1SO/TS
17665-2:2009.

20 TRANSPORTATION AND STORAGE
Syringes with an implant are transported by all types of vehicles in accordance with theshipping
requirements and rules, effective for an appropriate mode of transport while observing the
temperature conditions (from +2 X 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 doctor who has been trained in injection technology of
skin imperfections and defects correction.
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.

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.
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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»

Labeling for tertiary packaging contains:

- medical product name;

- package contents of medical product;

- composition of medical product;

- fill volume of syringe;

- number of prefilled syringes per pack;

- name and address of manufacturer;

- expiration date;

- Use by date*;

- storage conditions;

- batch code*;

- symbol «Moist heat 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»*

* - 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 carel»*;
- symbol «Protect from sunlight»*;
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- symbol «Protect from moisture»*;
- symbol «Do not freeze»*.
* - symbols are designated in the Table «Packaging symbols»

Packaging symbols:
Do not reuse

A Consult instructions for use

Moist heat or dry heat sterilization

Protect from sunlight (Keep away from heat)

Use by date

[1ot Batch code

Keep at a temperature of +2 °C to +25
(§) Do not use if package is damaged
® Do not resterilize

Fragile, take due care
Protect from moisture

Do not freeze
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MepeBoa AB((HOTOMeKCT a C PyCCKOTO A3blKa Ha aHTAMACKUIA A3bIK CieNaH MHO, NnepeBoAUYNKOM KOTNApOBbIM

AHTOHeM LW opeBayem.

The translation o fthis textfrom Russian into English wasperformed by me, the translator Kotlyarov Anton

Igorevich.
/sienature/

Poccuiickasa ®epepayus
["opog Mocksa
[BajuaTb TpeTbero asrycra fse Thica4yu ABajuaTb BTOPOro roga
A, PoguHa YnbaHa AnekceeBHa, BPeMEHHO UCMONHAWan 0693aHHOCT U
HoTapuyca ropofa Mocksbl Kopcuka Brnagumupa KoHCTaHTUHOBMYA
CBUAETENbCTBYIO MOANMHHOCT b NOANNUCK
nepesogyunka Kornaposa AHTOHa Vropesuya.
Mognuch caenaHa Bj esiipucymcmeuu.
JlnyHocTb nognucawuns ™ a'ak ebl T y1*"0BneHa.

3aperncTpupo<

YnnaueHo 3a ¢ Horobé”rcTBua: 400 py6. OOkon

1~. PoguHa

Bcero npoLHypoBaHo, NPOHYMEPOBAHO W CKPEMN/EHO
MevaTbto ( 24 ) nHcT(a)(0B)

BPWNO HoTapuyca
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The Russian Federation
The city o f Moscow
23.08.2022
1 Rodina Ulyana Alekseevna, deputy notary ofthe city of
Moscowfor Korsik Vladimir Konstantinovich, certify the
authenticity o fsignature, 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 77/2128-n/77-1
Paidfor the performance ofa notarial act. 400 rubles 00j
paid

/signature/

Seat: Notary Korsik V.K.

Notarial district ofc. Moscow

ITN 770474847174 - _
Stitched up, numbered andsealed () pages
Deputy notary /signature/

Seal: Notary Korsik V.K.
Notarial districtofc. Moscow
ITN 770474847174 -



