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OTYET O CTPYKTYPE UHCTPYKL MU o Ne otyeTa YRM-

NMPUMEHEHWNIO IFU-
1602

Hutn BUKTOPUA (VICTORIA) 13 nonmamMokcaHoHa CTpaHuy, Page

M NONIMMOMIOYHOI KUCNOTbI CTEPUNbHbIE a 1 of

paccacblBalolmecs 4na NUPTUHra TKaHE Ha urnax- J,1 15
HOCUTENAX pasfinyHbIX pasmMepoB, BapUaHTbl

NCMOJSIHEHWUA

NHCTPYKLMSA NO NPUMEHEHUIO
03HAKOMbTECb C 3TOW MHCTPYKLMEN nepes UCMONb30BaHUEM U3AeNUs

Hutn BUKTOPUA (VICTORIA) 13 NONMAMOKCAHOHA U NOSIMMOSIOYHOM KUCNOTbI CTEPUIIbHBIE
paccacbIBatoLLMeCs AN MM TUHIA TKaHel Ha UINax-HOCU3eNaX pasMYHbIX pasMepoB., BapaHTbI
WCMONHEHWSA:

YRN-PL29-0l, YRN-PL30-02, YRN-PL29-02. YRN-PL27-03, YRN-PL27-02, YRN-PL26-05, YRN
PL26-03, YRT-PL26-02, YRS-PL26-03, YRS-PL27-02, YRS-PL27-05, YRDS-PL26-03, YRPN-PL2I
40-L, YRPN-PL23-40-L, YRPN-PL21-80-L, YRPN-PL23-80-L, YRN30-0lI, YRN30-02 YRN29-02
YRN27-03, YRN27-02, YRN26-05, YRN26-03, YRS29-02, YRS26-03, YRS27-02, YRT26-03,
YRDS26-03, YRPNI9-43-L. YRPN19-91, YRPN19-96-L, YRPN g8-126-L, YRDN-SC-AN-01, YRDN-
FC-AN-01

1 YRN-PL29-01 BcocTaBe;

- HWTb 13 NOANMONOYHOM KMUCNOTbI

- Wrna o6Luero HasHaveHus1 29G

- CMOHX ((rKcaTop HUTKU K Urfie)

- Konnayok npegoxpaHnTesbHbIR

- VIHCTPYKUMS 1Mo NpUMeHeHNIo

2. YRN-PL30-02 B cocTase:

- HUTb 13 NONMMOIOYHON KMCOTbI

- Wrna o6Luero HasHaueHns 30G

- CnoHX (hmkcaTop HUTK K Ur/Ie)

- Konnavok npegoxpaHnTebHbIiA

- VIHCTpyKUMA 1o npUMeHeHNo

3. YRN-PL29-02 B cocTase:

- H/Tb 13 NO/IMMO/IOYHON KNCOThI

- Nirna o6Luero HasHauverws 29G

- Cnomx (hMkcaTop HUTK K UITIE)

- Konnayok npegoxpaHuTebHbI

- IHCTpYKUMS NO NPUMEHEHNIO

4. YRN-PL27-03 B cocTase:

- HWTb 13 NOAMMONOYHOM KUCOTbI

- Wrna obulero HasHauveHust 27G

- CroHX (thnKcaTop HUTK K UIIE)

- Konnayuok npegoxpaHnTebHbIA

- IHCTpYKLUMS MO NpUMeHeHNo

5. YRN-PL27-02 B cocTase;

- H/Tb 13 NOIMMONIOYHOM KUCOTbI

- Nrna o6wero HasHaueHus 27G,

- CNoHX ((MKCaTop HUTU K UTTIe)

- Konnayok npefoxpaHnTeNbHbI

- VHCTpYKUMA Mo NPUMEHEHWIO

6. YRN-PL26-05 B cocTase:

- HuTb 13 NOAMMONOYHOM KUCNOTBI
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OTYUHET O CTPYKTYPE MHCTPYKLUWMWN no Ne otueta YRM-

NMPNMEHEHWIO IFU-
1602

Hutn BUKTOPUA (VICTORIA) 13 nonnanokcaHoHa CTpaHuy, Page

N MOAMMOSIOYHON KNCNOTbI CTEPU/IbHbIE a 30f

paccacblBalolMeca Ang NMMGTUHIa TKaHein Ha urnax- 15

HOCUTENAX Pa3/INYHbIX Pa3MepoB, BapMaHThbl

NCNONHEHUSA

- CNoHX ((hMKcaTop HUTU K UITIE)
- Konnayok npegoxpaHuTcbL, i
- VIHCTpyKUMA No NpyMeHeHUIo

14. YRPN-PL23-40-L B cocTase;

- HUTb 13 NOAMMONOYHOM KUCOTbI

- TynoKoHevHas urna o6LLero HasHadeHust TnHa «L» 23G
- CnoHX (KcaTop HUTU K UTTIE)

- Konna4ok npefoxpaHuTenbHbI

- VIHCTpyKUMA MO NpUMEHEHUIO

15. YRPN-PL21-80-L B cocTase:

- HUTb 13 NONMMOIOYHOM KUCOTbI

- TynokoHeuHas urna obLLero HasHayveHVa Tuna «L» 21G
- CnoHX (hmkcatop HATU K UrJie)

- Konnayok npegoxpaHnTebHbIi

- VIHCTpYKUMS N0 MPUMEHEHWIO

16. YRPN-PL23-80-T B cocTase:

- HUTb 13 NOAMMONOYHOM KUCTOTbI

- TynokoHeuHas ursa o6LLero HasHaveHa Tuna «b» 23G
- CnoHxX (hmKcaTop HATK K UF/e)

- Konnayok npegoxpaHnTesbHbIi

- NHCTpYKUWA Mo NPUMEHEHWIO

17. YRN30-01 BcocTase;

- HuTb 13 nonuamokcaHoHa

- Wrna obuiero HasHayveHus 30G
- CrnoHX (hKcaTop HUTKU K UTSie)
- Konnayok npegoxpaHnTeNbHbIi
- IHCTpYKUpS MO NPUMEHEHWIO

18. YRN30-02 B cocTase:

- HuTb 13 nonvamokcaHoHa

- Wrna obulero HasHauveHns1 30G
- CnoHX (hrkcaTop HATU K UTTie)
- Konnayok npeaoxpaHnTe/bHbIi
- VIHCTpyKUMA NO NMpUMEHEHNIO

19. YRN29-02 B cocTaBe:

- HuTb 13 NnonnamokcaHoHa

- Urna obLuero HaszHaueHus 29G
- CNoHX ((hMKcaTop HATU K UTSIe)
- Konnavok npefoxpaHuTebHbI
- VIHCTpYKUMSI MO NPUYMEHEHUIO

20. YRN27-03 B cocTaBe:
- HUTb 13 NonMamMoKcaHoHa
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OTYET O CTPYKTYPE MHCTPYKL UM no No oTueTa
NMPUMEHEHWIO

Hutn BUKTOPUNA (VICTORIA) 13 nongnoKcaHoHa CTpaHuy,
N NOIMMONOYHON KUCNOTbI CTEPUSIbHbIE a
paccacbiBatowmecs ansa NMMTUHTA TKaHel Ha urnax-

HOCUTENAX pPasNMyHbIX pa3MepoB, BapuaHThbl

NCMNONHEHUS

- H1Tb 13 nonmanokxaHoma

- Wrna o6uiero HasHaueHns 26G
- CnoHxX (hmkcaTop HATU K UTE)
- Konnayok npegoxpaHuTe/bHbIN
- VIHCTpYKUMS MO NPUMEHEHMUIO

28. YRDS26-03 B cocTagse: 1
- HuTb 13 nonnamokcaHoHa

- Wrna obulero HasHaueHust 26G

- CnoHx (mkcaTop HUTU K UrTe)

- Konnayok npefoxpaHvTe/bHbIii

- IHCTpYKUMA N0 NpYMEHEHNIO

29. YRPN 19-43-Lb cocTase;

- H1Tb 13 nonvamokcaHoHa

- TynokoHe4Has urna o6LLero HasHayeHust Tuna «L» 19G
- CNOHX (hKCaTOp HATU K UITIE)

- Konna4ok npegoxpaHuTenbHpsii

- VIHCTpYyKUMA No NPUMEHEHNIO

30. YRPN19-91 B cocTase;

- HuTb 13 nonnamnokcaHoHa

- OCTPOKOHeYHast urna o6Lero HasHaveHnst 19G
- Konnayok npegoxpaHnTebHbIA

- VHcTpyKuma no npumeFlenmnto

31. YRPN 19-96-L B cocTtase:

- HUTL 13 NnonMaMoKcaHoHa

- TynokoHeuHas urna o6LLero HasHauveHa Tuna «L» 19G
- CnoHX (dhKcaTop HATKU K UTSIe)

- Konnayok npefoxpaHuTeNbHbINA

- VIHCTpYKUMA MO NPUMEHEHNIO

32. YRPN18-126-L B cocTase:

- HuTb 13 nonvamokcaHoHa

- TynokoHeuHasn mrna o6LUero HasHaveHus TuHa «L» 18G
- CNOHX (ChrKcaTop HUTK K UTE)

- Konna4ok npegoxpaHvTeNbHbIA

- VIHCTpYKLMS Mo NpUMEHeHWIo

33. YRDN-SC-AN-0] B cocTase:

- HuTb 13 nonvamokcaHoHa

- LlensbHas mrna o6Luero HasHaveHust 21G
- dyThap

- Kpennenus gnist HUTY ¢ urnoii B oy Trisipe
- VIHCTpYKUWS No NPUMEHEHNIO

34. YRDN-FC-AN-01 B cocTase;
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OTUET O CTPYKTYPE MHCTPYKLU WM no Ne oTueta YRM-

MPUMMEHEHWIO IFU-
1602

Hutn BUKTOPUA (VICTORIA) 13 noNNANOKCaAHOHA CTpanuL Page

N THOIMMONOYHOW KNCNOTbI CTEPUSIbHbIE a 7 of

paccacblBalowmMeca anga NMMGMTUHTA TKaHein Ha urnax- 15

HOCUTENAX Pa3INYHbIX pPasMepoB, BApUaHThI

NCMNONHEHUA

Mpouefypa [O/MKHA MPOBOAUTLCA  C COGMKOLEHMEM  COOTBETCTBYHOLLMX  YCMOBUIA  acenTuKuM B
CTaumMoHapHbIX ycoBuAX Bycnosuax JITY.

7. NMokasaHuA

* He3HauuTeNbHblE FPaBUTALMOHHbIE U3MEHEHUS NNLLA U LLEN

e APKO BblpaXXeHHbIe HOCOTY6HbIE CKNaAKWN, BEPTUKaNbHbIE NOOHbIE CKNAKK

* KWCETHble MOPLLNHbI U TOPU3OHTANbHbIE MOPLMHbI /162

* HEAOCTaTOYHbLIN TYProp KOXW pasHbiX 4acTei nuua u Tena

* TMNpoBMCaHMe TKaHel, BCEeACTBME HApYLIEHWSA YNPYrocTu

Ecnm HeT 06LiCCOMATUUCCKUX MPOTUBOMOKa3aHWn BO3MOXHO M XenaTenbHo nposegeHune RF-
nmTUHTa, ANna ycuneHns addekta. M3genmsa Xopowo coyeTawoTca € APYrMMKU  BUAAMMU,,
OMONOXeHna (6uopeBmTann3aumsa, KOHTYpHas nnacTUKa, anmnapaTtHble METOoAbl WU
JONOMHAT APYr Apyra. f

8. MNMpoTuBONOKa3zaHuA

« ocTpble uHbekuno}Lilie sa6onesanns (OPBW, rpunn v T.1.)
e 060CTpeHMe XPOHMYECKMX 3ab01eBaHU

* HapylweHuns B paboTe UMMYHHOWN CUCTEMBI

* anieprun v Sepmartosbl

* OHKO/OrmMyeckue 3aboseBaHuns

* HapyLleHns CBepTbIBAEMOCTN KPOBM

e GEpPeMEeHHOCTb

*  MOBbILLEHHAs YYyBCTBUTE/IbHOCTb K MaTepyasty HUTU

Ecnm HeT 06LLeCoMaTUUeCKMX NPOTUBOMOKAa3aHWIA BO3MOXKHO W Ke/laTeslbHO npoBefeHve RF-MATUHIA,
ona youneHnst  aghpeKTa.  M3fenms  XOpowio  CoYeTatoTes € APYLUMM  BUZAMK  OMOJIOXKEHWS!
(6ropeBUTaNIM3aLMS, KOHTYPHas! NM/1acTVIKa, annapaTHble MeToabl 1 Mp.) 1 4ONOMHAKT Apyr Apyra.

9. Bo3MOXHble N060YHbIe 3PEKTbI NPU UCMONb30BaHUN U3LeNnA

MecTHble  peakuuu: rematoma, 60fb, /IOKaNbHbIi  OTEK, YMNNOTHEHUE,  3PUTEMA,
TeNeaHrnoaKTasns, Y3enku, rpaHyneMbl, OYeHb PeAKo MOryT MNPOU30ATM WUHBLEKLMOHHbIE
WHAOYLMPOBAHHbIX KOXHble peakuuu, Takue, Kak nerkas 60/7b, 4YyBCTBO OTTArMBaHWA U
[aBNEHNSA, XOKEHUE, 3Y[.

WNH(EKLMOHHBIE  OCNOXHEHWS:  BCTpevyarTcs  KpaliHe  pefko  nNpu HecobnogeHum
aHTUCENTUYECKNX TPe6GOBaHWiA, B psafe Cny4vyaeB BO3HWKHOBEHWE WHMWULMPOBAHUA B MecTe
BBEEHNSA HUTEl

B03MOYKHO pa3BUTVE MMCPUYBCTBUTC/IBHOCTW K MaTepuasty HUATH.

10. XapaKTepucTnKun nsgenns

Hutn BUKTOPUA (VICTORIA) - 3T0 CTepu/bHbIA CUHTETUYECKMIA paccacbiBatOLLMIACA MaTepuan u3
MOMINAVMOKCAHOHA W MOIMMOMOYHOM KUCMOTbI /19 04HOPAa30BOro MPUMEHEHNS C UI/I0R-HOCUTENeM /1A
(hrKcaumu 419 MMMIaHTauumM B MArKVe TKaHW Nivua v Tea /1 KOPPEeKLMM BO3PACTHBIX MPaBUTaLMOHHbIX
M3MEHEHWI B npefenax MOLKOXHOIO >XMPOBOr0 €10, MOBEPXHOCTHOMO MbILLIEYHO-ArNOHCBPOTUYECKOIO
KOMI/IEKCa, HEKOTOPbIX MU.MUYECKMX MbILLILL,
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OTYET O CTPYKTYPE MHCTPYKUUWN N o Ne oTyeta YRM-
MPUMEHEHWIO IFU-
1602
Hutn BUKTOPUA (VICTORIA) u3 nonmgnmokcaHoHa  CTpaHuy, Page
1 NONIUMOSIOYHOM KUCNOTbI CTEPUNbHbIE a 8 of
paccacblBaloLLmecs o MMPTUHIA TKaHel Ha urnax- 15
HOCUTENAX Pas3/IMYHbIX Pa3MepoB, BapUaHTbI
NCMOSTHEHUSA

MonmanokcaHoH (Polydioxanone), 13 KOTOPOro, COCTOUT HUTb-3TO MOSIMMEP, MOMHOCTbLIO
Jlerpagmpyemblii G10MOrMYECKN UHEPTHDI CTEPU/IbHBIA MaTepuas, IMLLIEHHbIA aHTUIEeHHbIX U
MMPOreHHbIX CBOWCTB, B NPOLECCe CBOEI broderpajaumm pacrafaeTcs MofHOCTbIO Ha BoLy U
YINEKUC/TBIA Ta3 U BbI3bIBAET MUHMMASIbHYIO MECTHYHO TKaHEBYHO peakuuto. [MpodyKTbl pacnaga
BbIBOASTCA U3 OpraHm13Ma yepes MoYy U bixaHue. Bbuio ycTaHOBEHO, YTO A/1s1 MOTHOMO paccacbiBaHys
emMy HeobxoaMmo NpubansuTesnibHo 180 aHei. B pe3ynbTaTte BCero obpasyercs TOHYalLLMA KapKac 13
BOJIOKOH COBCTBEHHOIO KosiareHa, KoTopblid B fasibHeLLeM 1 6epe3 Ha cebs nojaepXXmBartoLLyto
hyHKUMIO, 0becneumnBast AUTENbHbIA MPTUHT - 3hheKT HabMoaaeTes 40 12 MecsILEB.

MonumonoyHast kucnota (Poly-L-Lactic Acid), 13 KOTOPOro, COCTOUT HUTb —3TO BMOCMHTETUYECKUIA
No/IMMEP, MOSHOCTLIO AerpPaanpyeMblii, GMONOMMYECKN UHEPTHBIA CTEPUIbHBIA MaTepuan, INLLEHHbII
aHTUIEHHBIX U NMMPOreHHbIX CBOWCTB, B MPOLECCe CBOel brogerpajaumm pacnagaeTcs MosIHOCTLIO Ha
BOAY W YINEKNC/IbIIA Fa3 U BbI3bIBAET MHUMATIbHYHO MECTHYHO TKaHEBYHO peakumto. MpoayKTbl pal7haﬂa
BbIBOZATCA M3 OpraHm13Ma vepes MoYy W fbixaHve. bbuio ycTaHoBieHOY YTO /151 NOSIHOMO paccachbIBaHys
emMy HeobxoanmMo NprbnmanTenbHO 240 fHeit, B pesynbTaTte BCero 06pasyeTcst TOHUaLLINI KapKac 13
BOJIOKOH COBCTBEHHOrO Kos/iareHa, KOTopbIi B fasibHeliLLeM 1 beper Ha cebs nofaepXvBaroLLyto
(hyHKUMIO, 0becneunBast 4MTesIbHbIA MNPTUHT - 3dhheKT HabnogaeTes 40 12 MecsLEB.

B 3aBuCMMOCTWM OT CTeneHW MoTeHUManbEROro pycka npuMeHeHVs B MeAULMHCKMX Lensx. W3genve:
«Hutn BUKTOPUA (VICTORIA) 13 nonvamMokcanoHa 1 NoIMMONoYNoi KUCNOTbl CTepusibHble
paccacblBaloLLmecs AN AMQTUHra TkaHeld na WEArax-HocUTeNsX PasfiMyHbIX pasMepoB, BapuaHTbl
NCMO/THEHUSI» OTHOCUTCS K Knaccy 3, B COOTBETCTBUM ¢ EBponelickoii AupektuBoin MDD93/42/EEC ¢
BHeceHHbIMV nonpaskamu 07/47/EEC MpunoxeHuve IX, Mpaswio 7.

Pa3vepb! Wb Pa3mep LLIOBHOTO Masepuana

Mogenb Kannbp/BHenwwmii JnvHa vrnbl Pa3mep cornacHo [nvHa TMEoBHOMO
WD E) ) () ST herepare )
(M)
YRN-PL29-01 25(+ 1,5/-2,5)/0,179 6-0 30
290(0,324'-0,351)
YRN-PL29-02 38 (+ 1,5/-2,5)/0,187 (0,070-0,099) 60
YRN29-02 29G (0,324-0,351) 38(+1.5/-2.5)/0.187 6-0 60
YRS29-02 38(+1.5/-2.5)/0.187 (0,070-0,099) 60
YRN-PL30-02 38(+ 1,5/-2,5)/0,182 6-0 60
YRN30-01 300(0,298-0,320) 25(+].5/-2.5)/0,182 (0,070-0,099) 30
YRN30-02 38{+1.5/-2.5)/0.182 60
YRS-PL27-02 270 (0,400 - 0,420) 50(1 1,5/-2,5)/0,195 5-0 80
YRN-PL27-02 50 (+ 1,5/-2,5)/0,195 (0,100-0,149) 80
YRN-PL27-03 60(4 1,5/-2,5)/0,195 100
YRS-PL27-05 90 (+ 1.5/-2.5)/0,195 160
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OTYET O CTPYKTYPE MHCTPYKLWWN no Ne otyeta YRM-

NMPUMEHEHWIO TFU-
1602
Hutn BUKTOPUA (VICTORIA) 13 nonnanokcaHoHa  CTpaHuly Page
1 NOSIMMOJIOUHOM KUCNOTbI CTEPUNbHBIE a 9 of
paccacblBaloLLMecs 415 MNGTMHIA TKaHe Ha urnax- 15
HOCUTENSIX PasINYHbIX PasMepoB, BapUaHTbl
NCMOSIHEH NS
YRN27-03 60(+1.5/-2.5)/0.195 uoo
YRN27-02 50(+1.5/-2.5)/0,195
YRS27-02 50(+1.5/-2.5)/0,195 80
YRN-PL26-05 90 (+ 15/-2,5)/0,225 160
YRN-PL26-03 60 (+ 15/-2,5)/0,225 100
YRS-PL26-03 60 (+ 1,5/-2,5)/0,225 5-0 100
26G (0,440 - 0,470)
YRN26-05 90(-( 1.5/-2.5)/0.225 (0,100-0,149) 160
YRN26-03 60(+1.5/-2.5)/0,225 100
YRS26-03 60(1 1.5/-2.5)/0,225 100
YRT-PL26-02 50 (+ 15/-2,5)/0,225 6-0 %0

(0,070-0,099)
260(0,440-"0,470)

YRDS-PL26- 60(+1.5/-2.5)/0,225 60
03 100
(0,070-0,099)
YRPN-PL21- 90 (+ 1,5/-2,5)/0.32
40-L 150
21 0(0,800-0.830) 20 (0,300-0.349)

YRPN-PL21- 90 (+ 1,5/-2,5)/0,32

160
80-L
aRTNPL23 230(0,600-0,673) %0 (+ 1,5/-2,5)/0,25 3-0 (0,200-0,249) 150
YRPN19-43-L 100(+1.5/-2.5)/0,385 205
YRPNI9-O1 190 (1,020-1.100) 100 (+1.5/-2.5)/0,385 0-0(0,350-0,399) -
YRPN19-96-L  190(1,020-1.100) 100(-M.5/-2.5)10,385 150

- - | -
YRPNIAZ5 1001 0301 100 100(+1.5/-2.5)/0,39 -
YRDN-SC- 110(-H.5/-2.5)/0,61 1-0 (0,400-0,499) 120
AN-01
21 0(0.800-0,830)

YRDN-FC- 110(+L5/-2.5)/0,61 420
AN-OI
PR 210(0,800-0,830) %0 (+ 1.5/-2,5)10,25 30 (0,200-0,249) 150
YRT26-03  260(0,440-0,470) 60(+1.5/-2.5)/0,225 7-0(0,050-0,069) 100
YRDS26-03  26G (0,440-0.470) 60(+1.5/-2.5)/0,225 7-0(0,050-0,069) 100

10. KoMnneKTHOCTb

- MNagkast HUTb U3 NOINAMOKCAHOHA C UI/Iol 06LLEro HasHaueHusl, MOLENN:
YRN30-01, YRN30-02, YRN29-02, YRN27-03, YRN27-02, YRN26-05. YRN26-03, YRS29-02
YRS26-03, YRS27-02, YRT26-03, YRDS26-03.
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OTYET O CTPYKTYPE MHCTPYKUWNWN NO Ne otyeta YRM-

NMPUMEHEHMWIO IFU-
1602

Hutn BUKTOPUA (VICTORIA) 13 nonnanokcaHoHa — CTpaHul, Page

1 NOJIMMOSIOYHOIN KUCNOTbI CTEPU/IbHBIE a 10 of

paccacbiBaroLnecs 4N NNPTUHIa TKaHel Ha uriax- 15

HOCUTENAX PasINYHbIX PasMepoB, BapuUaHTbl

NCMOSTHEHUSA

- 3ybyatas HATb 13 MONNAMOKCAHOHA C TYMOKOHEUHOW UI/IoiA 06LLEro HasHaveHUst Tvna «L» mwin «45°»

mogenn: YRPN19-43-L, YRPN18-126-L, YRPN19-96-L

-napKas HATb 113 NOSIMVIDAOYHOM KUC/OTLI C UI/I0MA OBLLETO Ha3HaYeHWs, MOJENW; M
YRN-PL29-0K YRN-PL30-02, YRN-PL29-02, YRN-PL27-03, YRS-PL27-05, YRN-PL27-02,

PL26-05, YRN-PL26-03, YRT-PL26-02, YRS-PL26-03, YRS-PL27-02, YRDS-PL26-03

- 3ybuaTast HUTb 13 MONMMOSIOYHOM KUC/OThI C TYNMOKOHEYHOM UI/ol 06LLero HasHadeHns Tuna «Ly»,

mogenn; YRPN-PL21-80-L, YRPN-PL23-80-L, YRPN-PL21-40-L, YRPN-PL23-40-L

Neo HassaHue uyactn usgenus DyHKLUMA
1 HWUTb 13 nonnanokcaHoHa / HWUTb  ana umnnaHTauMmM B MATKME TKa>MM AMLa W TeNa B Npefenax NoAKOXHOFO XWPOBOro
U3 NO.THMONIOYHOW KUCNOTbI cnos, noBcpxHoCTHOI 0 MbILWCYHO-aHOHEBPOTMUYCCKO:'0 KOMM/IEKCa, HEKOTOPbIX

MUMMUYECKNX MblLIL,

2 Wrna obuero HasHadeHns [4NA BBOAA HUTK B Npejenax NOAKOXHOTO XXUPOBOTO C/NOS, MOBEPXHOCTHOIO
MbILICYMO-aMOMNCBPOTUYECKOTO KOMMIEKCA, HEKOTOPbIX MUMUYECKUX MbILLL,

3 CnoHX (hukcaTop HUTU K Urne) Ana pukcaymm HUTK K urne
4 Konnayok npegoxpaHuTeNnbHbli [na 3aW Tl UrNbl-HOCUTENS C paccacbiBalolwelics CTepUIbHON HUTbIO
5 MHCTPYKUMNA HO NPUMEHEHMNN) A.TA 03HaKOM/IeHMA C NMPOAYKTOM

HasHa4eHus, mogenn: YRDN-SC-AN-01. YRDN-FC-AN-01

N HasBaHWe YacTu usnenvs DyHKUYIS

1 HWTb M3 NnonnanokcaHoHa ANA MNNanTauHu B MArKne TKaHW nuua v 1ena B npegenax NoAKOXHOIMo XXMpPoBOro cnos,
NOBEPXHOCTHOIO MbILWCYHO-aMONEHPOTUYECKOTO KOMM/EKCA, HEKOTOPbIX MUMUYECKUX MbrLUH

2 LienbHas urna obuiero ONna BBOJA HUTW B Npefenax NOAKOXHOM0 XXWUPOBOro /105, MOBEPXHOCTHOIO MbllIEYHO-
Has3HayeHun arnoHeBPOTUYECKOTO KOMM/IEKCa, HEKOTOPbIX MUMUYECKUX MbILLL,

3 dyTnap [nsa xpaHeHNa HATK C UrNoi

4 Kpe:rneHus n]ia HATK ¢ Urnoi B NS KPensiieHust HATK ¢ urnoii K (Pyraspy
thyTnsape

5 NHCTPYKLNA HO NPUMEHEHWNIO /(N 03HaKOM;|enuns ¢ NPoAYKTOM

- 3y6uaTast HUTb 13 MOMMAVMOKCAHOHA C OCTPOKOHEYHOM UF/I0i OBLLEr0 Ha3HAUEHWSI, MOLE/b:
YRPN 1991

! 1
n.u F«I/Iy)Kl On<L|_v1aT!b1F|epeA I/|C,E|,LLI,£I,|;:31'Il/IaM MNCMuArkne TKkaHn nuua v Tena B npegeniax NoAKOXKHOI0 XXMUPOBOro
CNosl, NMOBEPXHOCTHOIO MbILWEYHO-aNOHEBPOTUYECKOrO KOMMJIeKCca, HEKOTOPbIX
MUMUYECKUX MbILLL,

2 Wrna o6uero HasHaveHus ANna BBO;(a HATK B Npefenax NOAKOXHO:o XXUPOBOTO CN0SA, MOBEPXHOCTHOIO
MblLLEYHO-aHOHEBPOTHYECKOI0 KOMIMJIEKCA, HEKOTOPbIX MUMUYECKUX MbILLLL

3 Ko/ninayok nMpefoxpaHnTeNbHbIA  [Ins 3aWuUThl UT/bI-HOCUTENS C PACCACLIBAIOLLENCS CTEPUIIbHON HUTbIO

4 WVIHCTPYKLMUS N0 NMPUMEHEHUIO [rrs 03HaKOMNEHUS C NPOAYKTOM

a) lMepep ncnonb:toBaHWEM U3LENNA COCTOAHME NaumeHTa LOKHO 6bITb CTabUNBbHBIM
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OTYET O CTPYKTYPE MHCTPYKLUWMU no Ne oTueta YRM-

NMPAMEHEHWIO IFU-
1602

Hutn BUKTOPUA (VICTORIA) u3 nonmanokcaHoHa  CrpaHuy, Page

1 NOSTIMMOSIOYHON KUCNOTbI CTEPUNbHbIE a 12 of

paccacblBaroLMecs s IMTUHIA TKaHe Ha nrnax- 15

HOCUTENSIX Pa3INYHbIX Pa3sMepoB, BapuaHTbI

NCMOSTHEH NS

MeTogMka MeHee TpaBMaTMyHa, YeM MPU OMnepaumsix Mo MOATSKKE KOXW -  Ma KOXe ve [JenaeTcs
pas3pe3oB.

He vicnonb3yiiTe NpogyKT, ec/in OH 6bl1 OTKPbIT.

MocKoMbKy NMPOAYKT MpefHasHayeH A5 OLHOPA30BOro MCMO/b30BaHWSA, OH He JO/MDKEH WCMO/b30BaTLCA
MOBTOPHO.

14. YTunusaumsa gns Poccuiickoii degepaumm

YTUNn3npyinTe UCNO/b30BaHHbIN NPOAYKT B 6e30MacHOM MeCTO.

Vcnonb3oBaHHble MaTepuanbl  YTUNUIUPYIOTCA COMNacHO YKasaHHOMY Knaccy onal LUTAN***A
MeANLUMHCKMUX O0TxofoB B cooTBeTcTBUM C¢ CadllnHom 2.1.7.2790-10 K knaccy b - Kak
ANUAEMUOMOTMYECKM OMacHble OTXOAbl, 3arpsasHCllLIble KPOBbIO W APYrMMU GUONOTUYECKUMU
XUAKOCTAMMN.

M3genusa, Hencnosib3oBaHHbIE MO MPAMOMY Ha3HAYeHUKD HO MPUYMHE OKOHYaHUA CPoKa
rofHOCTU W APYIrUX MPUUMH OTHOCATCA K Knaccy A - Kak anujemuosiormyeckume 6esonacHble
0TX04bl U YTUNU3UPYIOTCA KaK ObITOBble OTXOAbI.

Mpn uncnonb3oBaHUWM UrI cnefyeT cobnofjaTb CTaHAapTHble Mepbl MPefoCTOPOXHOCTU. He
noAsepraTtb npenapaTsbl NOBTOPHOW CTEPUNN3ALINN.

15. MpepynpexaeHue
MayneHTbl, K KOTOPbIM He crieayeT NPUMEHSATh LLOBHbIV MaTepuast:

a) MauneHTbI ¢ HegoefaHNEM

6) OcnabneHHble NauneHTbI

B) MauneHTbI ¢ 06pasoBaHUEM runepTpomyeckoro pyéua

r) MauuveHTbl, KOTOPbIM BBOAAT aHTUKOArynsHTbl WM MHIMOUTOPLI arperauum TPoM60OLUTOB
(Hanpumep, ACC)

4) MaumeHTbl ¢ UHPULMPOBAHHBIMU UM BOCMANEHHBIMW YYacTKaMn KOXK

e) MauneHTbl ¢ ayTOMMMYHHbIMUW 3a60/1€BaHUSIMW, MPOXOASLLME MMMYHOTEpPanuio

X) MauneHTbl ¢ NOBbILIEHHOW YYBCTBUTENBHOCTLIO K M34ennio

3) bepemMeHHble 1 KOPMSLLME YEHLLNHBbI

1) MaLmeHTbI B Bo3pacTe 40 18 neT

16. Mepbl NpPefoCTOPOXKHOCTH
a) JTO M3genue JO/HKHbI UCNO/b30BaTb Bpayn
6) Hc ncnonb3yiTe n3genve rnocse UCTeHeHNs CPOKa rogHoCTK
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OTYET O CTPYKTYPE MHCTPYKL UM no Ne oTueta YRM-

MPUMEHEHWNIKO IFU-
1602

Hutn BUKTOPUA (VICTORIA) 13 nonngnokcaHoma CTpaHuLy Page

N TH/IMMOSIOUHOM KUCMOTbI CTEPU/bHbIE a 14 of

paccacblBaroLmecs s MNPTUH] a TKaHein Ha urnax- 15

HOCUTENAX Pa3/IMYHbIX Pa3MepoB, BapuaHTbl

WCMOMHEHNSA

22. TapaHTWUiiHbIe 06513aTeNbCTBA

KomnaHuna npov3BoauTeslb rapaHTUpYeT Npu CO6/I0AEHNN NMPaBUa TPAHCMOPTUPOBKM, XPaHEHNS 1
aKcnayaTaumy coxpaHeHns paboumx xapakTepucTUK MeauLMHCKOrO M3aenus 2 roa ¢ MOMeHTa
cTepunm3aLmm.

23. OnucaHue 0603HaYeHUN
OnucaHWe CMMBOJOB 3TUKETKN Ha KOPOOKe 1 6nnctepe

Ncnonb3yemblii OnucaHue Ncnonb3yemblit cumson OnwucaHune
CuMBON
v CumBoNn «TemnepaTypHblii
I I Il/l Cumson «lpounssoanTenb» A AvnanasoH».
Ycnosua xpaHeHus
MeAULNHCKOTo u3genns

Cumeon «He gonyckaTtb
BO3/4eiiCTBUA COMTHEYHOTO CBeTa» (D Cumson «He
MCMNONb30BaTh NOBTOPHO»
CumBon «CTepunusauus

STERILE
Bepeub oT BNarn 3TUNEHOKCUAOM »

Cumson «CrtaHgapTt O
npoussoAcTBa» CumBon «MoBTopHas
cTepunnsauns

Bii/feo”euzeTca»
A CumBON «OCTOPOXHO MCMoNbL30BaTH NpM
o6paTUTECh K NHCTPYKLWM NO
p pyKu noBpexXnaeHun
npuMeHeHNo »

I I CumBon «Bepx»

YNAKMOPKW»

A 3T0 0603HAYeHME YKa3bIBAeT Ha BaXKHYH MHGOPMaLuMio. EC/in Ha yCTPOCTBE eCTb 3TO
0603HauYeHNe, OHO KacaeTcsl BaXkKHOW MHoOpMaLMK, cofepykalleiics B CONPOBOAUTENbHbIX
[OKYMeHTax. JTo 0603Ha4YeHNe o3HavaeT «OCTOPOXHO 06paTUTECH K MHCTPYKLUN MO
NPVYMEHEHMIO»

24.  WHudopmaumss 06 o6CcToATENbCTBaX, MpyM  KOTOPbIX  MNOTPeOUTeNb  AO/HKEH
NPOKOHCY/IbTUPOBATLCA C MEAULMHCKUM PabOTHUKOM:

1) B cnyyasx NoAroToBKM K/IeYEHWUIO A4/1s ONpefenieHNst MeTOA0B U TUMOB HUTENA.

2) Mpv BOSHMKHOBEHWUWN OCNOXXHEHWUIA 1 Yepe3 [Be, YeTbIPe 1 BOCEMb HeAeslb NMOC/e NPOBeeHS
npouesypbl 418 PerynsipHoi KOHCybTaumm.

25. CofaepxXaHue 1 NepuoaNYHOCTb TEXHNYECKOT0 06CY)XMBaHUS:
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REPORT ON THE STRUCTURE OF THE
INSTRUCTIONS FOR USE

Polydioxanone (PDO) and polylactic acid (PEA) sterile
absorbable threads VICTORIA for lifting tissues on
carrier needles of different sizes, versions

Instructions for use
Read this instruction manual carefully before using the product.

Report
No.

Page

YRM-
IEU-
1602
Page 1 of
14

Polydioxanone (PDO) and polylactic acid (PLA) sterile absorbable threads VICTORIA for lifting

tissues on carrier needles of different sizes, versions:

YRN-PL29-01, YRN-PL30-02, YRN-PL29-02. YRN-PL27-03, YRN-PL27-02, YRN-PL26-05, YRN-
PL26-03, YRT-PL26-02, YRS-PL26-03, YRS-PL27-02. YRS-PL27-05, YRDS-PL26-03, YRPN-PL21-
40-L, YRPN-PL23-40-L, YRPN-PL21-80-L, YRPN-PL23-80-L, YRN30-0l1, YRN30-02, YRN29-02,
YRN27-03. YRN27-02, YRN26-05, YRN26-03. YRS29-02, YRS26-03, YRS27-02, YRy26rn3
YRDS26-03, YRPN19-43-L, YRPN19-91. YRPNI9-96-L, YRPN18-126-L, YRDN-SC-AN-01

FC-AN-01

1 YRN-PL29-0l includes:

- PLA thread

- General needle 29G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

2. YRN-PL30-02 includes:

- PLA thread

- General needle 30G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

3. YRN-PL29-02 includes:

- PLA thread

- General needle 29G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

4. YRN-PL27-03 includes:

- PLA thread

- General needle 27G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

5. YRN-PL27-02 includes;

- PLA thread

- General needle 27G,

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

6. YRN-PL26-05 includes;

- PLA thread

- General needle 26G

- Sponge (thread fixation to the needle)
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REPORT ON THE STRUCTURE OF THE Report YRM-

INSTRUCTIONS FOR USE No. IFU-
1602

Polydioxanone (PDO) and polylactic acid (PLA) sterile Page Page 2 0

absorbable threads VICTORIA lor lifting tissues on 14

carrier needles of different sizes, versions

- Protcclive cap

- Instructions for use

7. YRN-PL26-03 includes:

- PLA thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

8. YRT-PL26-02 includes:

- PLA thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

9. YRS-PL26-03 includes:

- PLA thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

10. YRS-PL27-02 includes:

- PLA thread

- General needle 27G

- Sponge (thread fixation to the needle)
- Proteetive cap

- Instructions for use

| 1 YRS-PL27-05 includes:

- PLA thread

- General needle 27G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

12. YRDS-PL26-03 includes:

- PLA thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

13. YRPN-PL2I-40-L includes:

- PLA thread

- General "L" blunt needle 21G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use
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REPORT ON THE STRUCTURE OF THE Report
INSTRUCTIONS FOR USE No.

Polydioxanone (PDO) and polylactic acid (PLA) sterile Page
absorbable threads VICTORIA for lifting tissues on
carrier needles of different sizes, versions

14. YRPN-PL23-40-L includes:

- PLA thread

- General "T," blunt needle 23G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

15. YRPN-PL21-80-L includes;

- PLA thread

- General "L" blunt needle 21G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

16. YRPN-PL23-80-L includes:

- PLA thread

- General "L" blunt needle 23G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

17. YRN30-01 includes;

- PDO thread

- General needle 30G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

18. YRN30-02 includes:

- PDO thread

- General needle 30G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

19. YRN29-02 includes;

- PDO thread

- General needle 29G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

20. YRN27-03 includes;

- PDO thread

- General needle 27G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use
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REPORT ON THE STRUCTURE OF THE Report YRM-

INSTRUCTIONS FOR USE No. IFU-
1602

Polydioxanonc (PDO) and polylactic acid (PEA) sterile Page Page 4 of

absorbable threads VICTORIA for lifting tissues on 14

carrier needles of different sizes, versions

21. YRN27-02 includes;

- PDO thread

- General needle 27G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

22. YRN26-05 includes:

- PDO thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

23.  YRN26-03 includes;

- PDO tliread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

rjaaen*

24. YRS29-02 includes;

- PDO thread

- General needle 29G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

25. YRS26-03 includes;

- PDO thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

26. YRS27-02 includes;

- PDO thread

- General needle 27G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

27. YRT26-03 includes;

- PDO thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use
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REPORT ON THE STRUCTURE OF THE Report YRM-

INSTRUCTIONS FOR USE No. IEU-
1602

Polydioxanone (PDO) and polylactic acid (PLA) sterile Page Page 5 of

absorbable threads VICTORIA for lifting tissues on 14

carrier needles of different sizes, versions

28. YRDS26-03 includes:

- PDO thread

- General needle 26G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

29. YRPN19-43-L includes;

- PDO thread

- General "L" blunt needle 19G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

30. YRPN19-91- includes:
- PDO thread

- General sharp needle 19G
- Protective cap

- Instructions for use

31. YRPN 19-96-L includes:

- PDO thread

- General "L" blunt needle 19G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

32. YRPNI8-126-L includes:

- PDO thread

- General "L" blunt needle 18G

- Sponge (thread fixation to the needle)
- Protective cap

- Instructions for use

33. YRDN-SC-AN-01 includes:

- PDO thread

- Solid general needle 21G

- Case

- Fixations for a thread with the needle in a case
- Instructions for use

34. YRDN-FC-AN-01 includes:

- PDO thread

- Solid general needle 21G

- Case

- Fixations for a thread with the needle in a case
- Instructions for use
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REPORT ON THE STRUCTURE OF THE Report  YRM-

INSTRUCTIONS FOR USE No. IEU-
1602

Polydioxanonc (PDO) and polylactic acid (PLA) sterile Page Page 6 of

absorbable threads VICTORIA for lifting tissues on 14

carrier needles of different sizes, versions

(Hereinafter, Uic PDO thread, tlic PLA thread)

1 Medical device manufacturer’s data

Company name: Yurim Medical Co., Ltd.

Registration address:

303, 310, 312-ho (KU Biomedical Research Center), 125. Osongsaengmyeong 2-ro, Osong-eup,
Heungdeok-gu, Chcongju-si, Chungcheongbuk-do, Korea, Korea

Address of the production place:

501-ho, 7, Gangni 1-gil, Ochang-eup, Cheongwon-gu, Cheongju-si, Chungcheongbuk-do, Korea,
Korea

Tel. +82-43-231-9788

e-mail: vyss9787@ hanmail.net

3. Medical device developer's data

Company name: Yurim Medical Co., Ltd.

Registration address:

303, 310, 312-ho (KU Biomedical Research Center), 125, Osongsaengmyeong 2-ro, Osong-eup,
Heungdeok-gu, Chcongju-si, Chungdieongbuk-do, Korea, Korea
Tel,+82-43-231-9788

e-mail: yyss9787@ hanmail.net

4. Information on the authorized representative In the Russian Federation
Company name: LLC E+

Registration address: Russian Federation, Moscow, 105062, Mashkova str. 24, apt. 10

*

5. Intended performance and consumers

The devices arc designed for implantation into soft facial and body tissues to correct age-related
gravitational changes within the subcutaneous fat layer, superficial muscular-aponeurotic
complex, and some facial muscles.

Potential consumers:

patients with age-related changes in the skin of face and body with a reduced level of elastic
components of the skin, early manifestations of menopause, consequences of transferred skin
diseases, pronounced greasiness, age-related pigmentation.

6. Terms of use

VICTORIA threads are intended for subcutaneous insertion to a patient by qualified medical personnel
that underwent special training. The procedure should be carried out in accordance with the
appropriate aseptic conditions under hospital conditions in the conditions of health facilities.

7. Indications

* minor gravitational changes in face and neck

¢ pronounced nasolabial folds, vertical frontal folds

» purse-string wrinkles and horizontal wrinkles of the forehead
» inadequate skin turgor of different parts of the face and body
* sagging tissues due to an abnormality of elasticity
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INSTRUCTIONS FOR USE No. TFU-
1602

Polydioxanone (PDO) and polylactic acid (PLA) sterile Page Page 7 of

absorbable threads VICTORIA for lifting tissues on 14

carrier needles of different sizes, versions

If general somatic contraindications are absent, it is possible and desirable to perform RF-lifting
to enhance the effect. Products are well combined with other types of rejuvenation
(biorevitalization, contour plasty, hardware methods, etc.) and complement each other.

8. Contraindications
acute infectious diseases (ARVI, influenza, etc.)
exacerbation of chronic diseases
disorders of the immune system
allergies and dermatoses
oncological diseases
blood coagulability disorders
pregnancy
hypersensitivity to the thi-ead material

If general somatic contraindications are absent, it is possible and desirable to perform RF-lifting to
enhance the effect. Products are well combined with other types of rejuvenation (biorevitalization,
contour plasty, hardware methods, etc.) and complement each other.

9. Possible side effects when using the device

Local reactions: hematoma, pain, local edema, condensation, erythema, telangiectasia, podyles,
granulomas, very rare injectable induced skin reactions, such as mild pain, a sense

pressure, burning, pruritis.

Infectious complications: extremely rare due to breaches of antiseptic requirements, in some
cases the infection occurs at the site of the threads' insertion

The development of hypersensitivity to the threads material is possible

10. Product Features

VICTORIA threads is a sterile synthetic PDO and PLA absorbable suture for single use with a carrier
needle for fixation for implantation into soft facial and body tissues to correct age-related gravitational
changes within the subcutaneous fat layer, superficial muscular-aponeurotic complex, some mimic
muscles.

Polydioxanone composing the thread is a completely biodegradable inert sterile polymer without
antigenic and pyrogenic properties. In the process of biodegradation, it decomposes completely into water
and C02 and causes a minimal local tissue reaction. Decay products arc removed through the urine and
respiration. It was found that the complete absorption takes about 180 days. As a final result, a very thin
frame of fibers of its own collagen is formed, which later fulfills a maintaining function, providing a long
lifting - the effect lasts up to 12 months.

Polylactic acid (Poly-L-Lactic Acid) composing the thread is a biosynthetic completely degradable
biologically inert sterile polymer without antigenic and pyrogenic features. It decomposes completely into
water and carbon dioxide during its biodegradation and causes a minimal local tissue reaction. Decay
products arc removed through the urine and respiration. It was found that the complete absorption takes
about 240 days. As a final result, a very thin frame of fibers of its own collagen is formed, which later
fulfills a maintaining function, providing a long lifting - the effect lasts up to 12 months.
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REPORT ON THE STRUCTURE OF THE

INSTRUCTIONS FOR USE

Report  YRM-
No. IFU-
1602

Polydioxanonc (PDO) and polylactic acid (PLA) sterile Page Page 8 of
absorbable threads VICTORIA for lifting tissues on 14

carrier needles of different sizes, versions

Depending on the degree ol potential risk of medical use, the device "VICTORIA PDO and PLA sterile
absorbable threads tor lifting tissues on carrier needles of different sizes, hardware versions" refers to
Class 3, in accordance with European Directive MDD93 / 42 / EEC as amended 07/47 / EEC Annex IX,

Rule 7.

Model Gauge / outer
diameter needle (B)
(mm)
YRN-PL29-01
290(0,324-0,351)
YRN-PL29-02

YRN29-02 209G (0,324-0,351)
YRS29-02
YRN-PL30-02
YRN30-01
YRN30-02
YRS-PL27-02
YRN-PL27-02
YRN-PL27-03
YRS-PL27-05  27G (0,400 - 0,420)
YRN27-03

YRN27-02

YRS27-02

YRN-PL26-05

YRN-PL26-03

YRS-PL26-03

YRN26-05

YRN26-03

YRS26-03

YRT-PL26-02

300(0,298-0,320)

260 (0,440-0,470)

26G (0,440 - 0,470)
YRDS-PL26-
03

YRPN-PL2E
40-L

YRPN-PL2I-
80-L

21 G (0,800-0,830)
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Needle sizes

Needle Icnsth
(A) (mm) / weight* (g/ pcs)

25 (+ 1,5/-2,5)/0.179
38 (+1.5/-2,5)/0.187
38(+1.5/-2.5)/0.187
38{-H.5/-2.5)/0.187
38{+ 1.5/-2,5)/0.182
25(+1.5/-2.5)/0.182
38(+1.5/-2.5)/0,182
50 (+ 1,5/-2.5)/0.195
50 (+ 1,5/-2,5)/0.195
60(-t 1,5/-2.5)/0.195
90(+ 1,5/-2,5)/0.195
60(+1.5/-2.5)/ 0,195
50(+1.5/-2.5)/0.195
50(+1.5/-2.5)/0,195
90 (+ 15/-2,5)/0.225
60 (+ 15/-2,5)/0.225
60 {+ 1,5/-2,5)/0.225
90(-t-1.5/-2.5)/0,225
60(+1.5/-2.5)/0.225
601+1.5/-2.5)/0,225
50 (+ 1,5/-2.5)/0,225

60(+1.5/-2.5)/0,225

90 (+ 1.5/-2.5)/0.32

90 (+ 1.5/-2.5)/0.32

Suture size

USP size / diameter Suture length

suture (mm) (mm): not less
than 98%
6-0 30
(0,070-0,099) 60
6-0 60
(0,070-0,099) 60
6-0 60
(0,070-0.099) 30
60
80
80 .
i'lbo:.--
5-0
(0,100-0,149)
100
80
80
160
too
5-0 100
(0.100-0.149) 160
100
100
6-0
80
(0,070-0,099)
6-0
100
(0,070-0,099)
150
2-0 (0,300-0,349)
160

- m/. E
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YRPN-PL23- 90 {+ 1,5/-2,5)/0.25

80-L 23G (0,600 ~ 0,673) 3-0 (0,200-0,249) 150

YRPNI9-43-L 100(+1.5/-2.5)/0,385 205

YRPN19-91 190(1,020-1.100) 100 (+1.5/-2.5)/0,385 0-0(0,350-0,399)

YRPNI9-96-L 190 (1.020-1.100) 100(+1.5/-2.5)/0,385 150

I\_(RPN18-126- 180(1,020-1.100) 100(-H,5/-2.5)/0.391 -

YRDN-SC- 110(+1.5/-2.5)/0,61 1-0 (0,400-0,499)

AN-OI 420
21 0 (0.800-0,830)

YRDN-FC- 110(+1.5/-2.5)/0,6l

ANOL 420

YRPN-PL23- 90 (+ 1,5/-2,5)/0,25

0L 21 G (0,800-0,830) ( ) 3-0 (0,200-0,249) 150

YRT26-03 26G (0,440 - 0,470) 60(+1.5/-2.5)/0,225 7-0(0,050-0,069) 100

YRDS26-03  26G (0,440-0,470) 60(+1.5/-2.5)/0.225 7-0 (0,050-0,069) 100

10. Completeness

- Smooth PDO thread witli a general needle, models:

YRN30-01, YRN30-02. YRN29-02, YRN27-03, YRN27-02. YRN26-05, YRN26-03, YRS29-02
YRS26-03, YRS27-02. YRT26-03, YRDS26-03,

- Cog PDO thread with blunt general "L" or “45°™ needle, models: YRPN19-43-L, YRPNI8-126-L
YRPN19-96-L

- Smooth PLA thread with a general needle, models:

YRN-PL29-01, YRN-PL30-02, YRN-PL29-02, YRN-PL27-03, YRS-PL27-05, YRN-PL27-02, YRN-
PL26-05, YRN-PL26-03, YRT-PL26-02, YRS-PL26-03, YRS-PL27-02, YRDS-PL26-03

- Cog PLA thread with blunt "L" general needle, models: YRPN-PL21-80-L, YRPN-PL23-80-L YRPN-
PL21-40-L, YRPN-PL23-40-L

Ne Part name Function
1 PDO thread /PLA thread for implantation into soft facial and body ti,ssues within the subcutaneous fat layer,

supcrticial muscular-aponeurotic complex, some facial muscles

2 General needle for inserting the thread within the subcutaneous fat layer, superficial muscle-
aponcurotic complex, some facial muscles

3 Sponge (thread fixation to the To fix sutuie to the needle
4 fA2StlI?7ve cap To protect the carrier needle with absorbable sterile thread
5 Instruction.s for use Forunderstanding how to use this product.
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Ne Part name Function

PDO thread for implantation into soft facial and body tissues within the subcutaneous fat layer,
superficial muscular-aponeurotic complex, some facial muscles

2 Solid general needle for inserting the thread within the subcutaneous fat layer, superficial muscle-
aponeurotic complex, some facia! muscles 1
3 Case To store the suture with needle
4 Fixations for a thread with the To (Ix the thread with a needle to the case

needle in a case

5 Instructions for use For understanding how to use this product.

- Cog PDO thread with a sharp general needle, model:

YRPN19-91
111 A :tioosifefift)re using for implantation into soft facial and body tissues within the subcutaneous fat layer,
superficial muscular-aponcurolic complex, some facial muscles
2 General needle for insening the thread within the subcutaneous fat layer, superficial muscle-
aponeurotic complex, some facial muscles
3 Protective cap To protect the carrier needle with absorbable sterile thread
4 Instructions for use For understanding how to use this product.

a) Before using the product, the patient's condition should be stable

b) Disinfect the area where the procedure will be carried out, for example, with a cotton
tampon

c) Prepare asingle use product "Sterile suture" in the sterile packaging

d) Check that tlie model is proper

e) Check expiration date

f) Check the integrity of the package

g) Apply only after you become familiar with the instructions

12. Sterilization

This medical device is sterilized using ethylene oxide gas (refer to the report on the approval of
the ethylene oxide sterilization process No. YRM-E0-1302), in accordance with:

ISO 11135-1:2007 "Sterilization of health care products — Ethylene oxide — Part 1
Requirements for development, validation and routine control of a sterilization process for
medical devices"

The storage life of sterilization for unopened, undamaged packaging is 2 years.

13. How to use the product

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1. Before performing the medical procedure, calm the patient and explain the rules of conduct
during the procedure. Before using the device, the patient's state should be stable

2. Before opening the sterile package of the device, check its integrity, damage absence, and the
expiration date.

3. Determine the correct size of the device according to the type of procedure.

4. Release the device from the packaging.

5. Before insertion of the device, fulfill an antiseptic treatment of the therapy area. Disinfect the
area to be treated, for example, with a cotton swab with alcohol

6. Perform an application anesthesia.

7. After the application anesthesia, carefully insert the earner needle with the thread along the
intended trajectory for the entire length, until the end of the suture is completely

of biting the skin with the needle. IHalrali

8. Then remove the carrier needle, and leave the thread in the tissues.

9. Apply an aseptic bandage to the injured area of the skin. Needle entry points heal quickly and leave no
traces. Threads are thin enough, so, sufficiently light that does not lead to their slipping. For the
procedure, flexible needles of hyperfine diameter are used, therefore, traces of impact are minimal. Due to
the creation of a thread framework in problem areas, a momentary lifting effect is manifested. The patient
immediately after the procedure returns to the usual mode of life.

No infiltration anesthesia required for the procedure. Thus, a large volume of infiltration, the risk of an
allergic reaction to an anesthetic and massive hematomas arc completely excluded.

The procedure is less traumatic than in the case of operations for lifting the skin. No cuts on the skin
required.

Do not use the product if it was opened.

Because the product is intended for a single use, it should not be reused.

14. Recycling for the Russian Federation

Dispose of the used product in a safe place.

The used materials are disposed of according to the specified hazard class of medical waste in
accordance with Sanitaiy Regulations and Standards, 2.1.7.2790-10 for class B - epidemiological
hazardous waste contaminated with blood and other biological fluids.

Devices that are not used for their intended purpose due to expiring and other reasons are of class
A as epidemiological safe waste and are disposed of as household waste.

Standard precautions should be followed when using needles. Do not re-sterilize.

15. Warning
Prevent applying a suture to the following patients;
a) Patients with malnutrition
b) Debilitated patients
c) Patients with hypertrophic scar formation
d) Patients who receive anticoagulants or platelet aggregation inhibitors (c.g., ACC)
e) Patients with infected or inflamed skin areas
f) Patients with autoimmune diseases undergoing immunotherapy
g) Patients with hypersensitivity to the device
h) Pregnant and lactating women
i) Patients under 18

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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16. Precautions
a) This device should be used by doctors only
b) Do not use the product after the expiration date
c) Do not use the product if the packaging is damaged.
d) This product should only be used for its intended purpose.
e) Ifthe area to be treated is inflamed or infected, the product should not be used.

17. Storage conditions

a) Store the product in a clean and dry place.
b) Avoid direct sunlight and high humidity.
Temperature; + 2 °-+25 “C.

Relative humidity: 10-80%. .
Atmospheric pressure: 500 - 1060 hPa. 1§]ifol3.
18. Transportation conditions
Transportation can be carried out by any means of transport in compliance with the requirements
for storage:

Temperature: t 2~- +25 ° C.

Relative humidity: 10-80%.

Atmospheric pressure; 500 ~ 1060 hPa.

19. Terms of use

Medical devices in operation are resistant to the influence of climatic factors under the
temperature condition +32°C ~ +42°.

20. FORBIDDEN!

a) Stop taking anticoagulants (e.g., aspirin, marukumar, etc.) a week before the operation

b) Stop taking alcohol and smoking before and after operation

¢) Unexpected indispositions, such as cold or fever, can cause problems with anesthesia; it is
necessary to inform the attending physician on such indispositions.

21. Expiration date
Expiration date: 2 years from the date of sterilization
After the expiration date, this medical product must be disposed.

The term of absorption: polydioxanonc: complete absorption takes approximately 180 days. As a result, a
very thin frame of fibers of its own collagen is formed, which performs a maintaining function providing
a long lifting — the effect lasts up to 12 months (360 days).

Poly-L-Lactic Acid: complete absorption takes approximately 240 days. As a final result, a very thin
frame of fibers of its own collagen is formed, which later fulfills a maintaining function, providing a long
lifting — the effect lasts up to 12 months.
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22. Warranty statement

The manufacturer guarantees the performance of the medical device for 2 years from the moment of
sterilization provided compliance with the rules of transportation, storage, and operation.

23. Description of the symbols
Description of the label symbols on the box and blister

Symbol used Description Symbol used Description

Symbol "Temperature

Symbol "Manufacturer” range"
ttd iy
J Storage conditions of
medical devices A
Symbol "Keep away from [fc.a
sunlight" ® Symbol "Do not reusa\Siil

Symbol "Ethylene oxide

STSRILS so - -
sterilization

Protect from moisture

Symbol "Manufacturing standard"
Symbol "Do not re-

> ©-

sterilize"
_ Symbol "Do not use the
.Symboli Caution, Referto the product that packaging
instructions for use" .
sdamaged

CumBon «Bepx»

A this symbol means important infomiation. If the device has this symbol, it refers to
important information contained in the accompanying documents. This symbol means "Caution”

24. Information on the circumstances when a consumer should consult a health
professional:

1) During preparation for treatment, to detennine the methods and types of threads.

2) If complications occur and in two, four and eight weeks after the procedure for regular
consultation.

25. Contents and frequency of maintenance:
No maintenance required.

Complaint bureau ofthe authorized representative of the manufacturer's company in the Russian
Federation - LLC E+, Mashkov str. 24, apt. 10, Moscow, 105062
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sergei.sinkevich@vita-forma.ru
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J¥*ob | swear that the attached translation is
true to the original.
2018 04-i 26M Apr. 26, 2018
i Tip
2018 > M 534 Registered No. 2018-534
°TL 0 Notarial Certificate
A UP?KAN IHONGLAN)------- AN HONGLAN---------------- personally
& P'2170] appeared before me, confirmed that
tl-i-a: 3=<ySfjl A '7o] the attached translation is true to the
PPP. original and subscribed his(her) name.
2018U 0411 2611 'I’his is hereby attested on this c i L;
Edilii., >
o] Al-1-2i<41 A 26th day of Apr. 2018 at this offic"?"
Name of the office
517"' ta ta TL O s TONGIL LAW & NOTARY OFFICE
A Belong to  Uijeongbu
District Prosecutor's Office
IATIAISA) Address of the office
11716 JID=A] QJa -1 -7 1187 .lungang-ro, llsandong-gu,
1187, 2#(-1:3:/4'M 1AN Goyang-Si, Gyconggi-Do, Korea
Signature of the Notary Public
If A)-1fin Al94163:<41 21a P<A This office has been authorized by the
20151 021 071 11T-11 P1:0.4LH-El Minister of Justice, the Republic of
1P1- 411 IP 171 4UP\y. Korea, to act as Notary Public Since

7, Feb. 2015 Under Law No0.9416.

210mm X 297mm
70g/m’
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MepeBof fa Loro TekcTa chenaH MHOI, NnepeBoAYNKOM KnenneBbiM BUKTOpoM Mropesuuem.

Poccuiickaa ®epepayusn

Fo6o(1(Mocksa
CeMHajguaToOro mMmasf fBe ThiCAYM BOCEMHaAALATOro roga

/Axumos neb Bopucosuy, HoTapuyc ropoga MoCKBbl, CBUAET ENbCTBYI NOANUHHOCT b NOANUCHK
‘nepeBofuynka KnenHesa BukTopa Uropesuua.

Mognna”™ coenaHa BMOeM NPUCYTCTBUN.

inyHocT b NoAnNuCcaBWEro fOKYMEHT ycT aHoOBNEHaA.
3aperumcrTrpupoBaHo sBpeecTpe: N 77/09-H/77-2018- "n.p9l

B3blckaHO rocygapcT BeHHO/ now nuHbl (no Tapudgy): 100py6.

ynnaueHo 3a okas3aHue ycnyr npaBoBOro W TexHU4Yeckoro xapakTepa: 200 py6.

6. Aknmos

Bcero npowHypos

W CcKpenneHo nedvya

HoT apuyc
\

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



