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MonnmepHbI matepuan PenepeH -
nnatrpopmeHHoOe pewieHne ana bnocoBmecTMMbIX UMNIAHTATOB



TexHoJsiorudg Nnpou3sBOACTBA

1 MaTepHaJl ,
N conlab
| N PY/CE/FDA

1. NoaroToBKa 2. 3a/MBKa 3. Y®-nonvmepusauus
nonu(onuroypetaHakpmnara)

VA

4. NNpomblBKa 5. KoHTpoOb KavecTBa

6. MNonyyeHue rotoBow
(cnekTpodoTomeTp)

npoayKumm

Ha cerogHALWHWIM AeHb - 3TO eAUHCTBEHHaA TEXHON0rMA, N03BONAIOLWaA Noay4aTb abCcontoTHO
MOHOJ/IUTHbIN NPOCTPAHCTBEHHO-CLUUTbIA NOAUMEP MEeANLMHCKOIO Ha3HaYeHus.



Martepuas PeniepeH

iconlab
PY/CE/FDA
CLUMTBIE NONUMeEpLI
Kraccuyeckue nonumepsi (cross-linked polymers)
PenepeH
nonu MetunMetAkpunar Monu(onuroyperaxakpunar)

MIMA

@ MeTUNMeTaKpunaT

@ GeHsunMeTakpunar

@ OKTHNHUNMeTaKpunar

@ YpeTaHoBbii (hparmeHT

Q apUpHLIiA pparMeHT

@ METUNMEeTaKpUnar



YHUKaJIbHbIYM OUOJIOTUYECKUM 3PPEKT
MaTepuaJsia PernepeH B cpaBHEHHH C TOJIMyPETAHOM

iconlab
NonunypeTaH PenepeH PY/CE/FDA
(rnapkaa aHTHMaAre3MBHaA CTOPOHaA)
[TonnypeTaH:
XaOTUYHbIN POCT
484 dunbpobnacros.
PenepeH:

KOHTPO/INPYEMBIN
pocT pnbpobnacTos,
NCKNOYEH PaKTop
aaresum




HckroueHre criaedyHbIX nponeccon

Reperen | iconlab
1 wgrs  PY/CE/FDA

* PenepeH He umeeT MUKpOMop U
NCK/IIOYaEeT afresunm

* PenepeH gelicTByeT Kak bromaTpuua Ann
KOHTPO/IMPYEMOTO POCTa TKaHEN




Penepen vs [lonunponuien vs [IBJd 0

iconlap
PY/CE/FDA

= epén

- no scar tissue
- no shrinking
- easy to separate

— A i\ X j L\
PenepeH X o




KauecTBoO k13HU ¢ ceTKOU PenepeH

iconlap
PY/CE/FDA

Life Quality with Reperen After Hernia Repair
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polypropylene B Reperen M |ocal tissue plasty

PF - Physical Functioning(p=0,117) RP - Role-Physical Functioning(p=0,012)
BP - Body Pain(p=0,0a5% GH - General Health(p=0,002)
PF - Vitality(p=0,044) SF - Social Functioning(p=0,0001)

PF - Role-Emotional Functioning(p=0,278) MH- Mental Health(p=0,041)

Source: “Life quality with Reperen After Hernia Repair” Parshikov V.V., Petrov V.V., Khodak V.A., Samsonov A.A.,
Nizhny Novgorod, Russia.



ACCOpTUMEHT UMIIJIAHTATOB
PerniepeH 11 repHHUOJIOTHUU U

M iconlap
THOMHOH XUPYPTUH PY/CE/FDA

- /
IPOM UP LiPP NaxoBas IPOM PP
PenepeH-17 PenepeH-8,9 PenepeH-16

Jlanapoctoma
PenepeH-14



PEMEPEH ana IPOM »

PEMEPEH UPP & PEINEPEH PP conlab

* BucuepanbHbin cion - aHTHaaresmsHboity /CE/FDA
CBEPXrnagKumn cNom n3 3anaTteHToOBaAaHHOIO
maTepwuana - PEMEPEH™ ;

* PaspewéH gna npumeHeHna B Poccuu, EBpone n
CLWA (FDA nonydeHo B aBrycte 2017);

* [lapueTtanbHblh cnon — obaeryeHHbIn
NONNNPONUAEH, C Pa3pPbIBHOM Harpy3komn bonee
32 H/cm2, yTO Bonee yem B 2 pa3sa NpeBocxoanT
HeobxogMMmblie MMHMMAIbHblE 3HAYEHUSA
cornacHo pekomeHaaumam EHS;

* MoxeT bbITb NICNONb30BaH NNanapoCKoOnMnMyeckn m
NanapoToOMHO,

* Tunopasmepsbl:
Kpyrabie 10, 15, 20 cm,

Y 4 OBanbHble 10x15, 15x20, 15x25, 20x30, 25x30,
B 25x35 cm

[lynoyHaa Kpyrnaa 4,6, 8, 10 cm



CPAB

HEHWE CETOK OJ14 IPOM

| .

TexHuko- Amnaror 1 Amnaror 2 Amnaror 3 Amnaror 4 CoziaHHBIN POIYKT
SKOHOMHYECKHE Texnomoruss  Composix | Texnonorust Sepra (CR | TexHonorus Texnomnorus Texnomorus Penepen
napamerpsl mponykra [ (CR  Bard  Davol/BD [ Bard Davol/BD CIIIA) [Ha ocuHoBe sxuBotHOTrO | Proceed (Ethicon, | (AtikonJIa6 I'mox,
CIIIA) KoJuTareHa benbrus CILIA) Poccus)
(Covidien/Medtronic,
CILIA)
l. ePTFE I'maporens Konnaren Oxucnennas IIpocTpancTBEHHO
[IpotuBocnaeynoe | CyOMUKpPOHHBIN peresepupoBaHHas CLIUTBIN
HOKpPBITHE nonurerpadrop LEJUTI003a ruipohoOHBINA aKpUIT
SHIONPOTE3A aTriIeH (TeIoH)
2. OcHoBa Tsxenplid u | [lonmunponuiexn O6wemusIil nonuddup | onunponuien + [ [onunponuiexn
SHJOMPOTE3A 00JIeTYeHHBII 00JIeTYeHHBII MOJIU-TI-TUAKCAHOH 00JIeTYCHHBII
MTOJIUITPONIUIIEH
3. Meronuka HNurtponepuroneansHa | MHTponiepuroneansHa | MHTponepuroneansHa | MaTponepuroneansHa | MATponiepuToHeanbHa
MMILJIaHTAlU U s (IPOM) s (IPOM) s (IPOM) s1 (IPOM) st (IPOM)
4.1. CroumMocTh 9,35-69,27 24,17 -132,00 16,5-53,92 23,8-94,37 6,50-45,00
TOTOBOTO U3AEIHUS,
TBHIC. PYO.
4.2. CrouMocCThb 3a 160 140 125 160 107
KB. CM, pyO.
5. Pa3mepsl, cMm Or4,3x4,3 10274x |014,3%x4,3 1027,4%[019,0x9,0 1028,0x|0T6,4x6,4 1030,5%x| Ot4,0x4,0 10 25 X
34,9 34,9 37,0 30,5 35
6. % oOpa3oBaHUs 24.8 £37.0 0.0£0.0 0.8+£2.0 28.8 £ 16.1 0.0£0.0
CIIAaeK
7. O6nacts | Xupyprus rpblk | XUpyprus rpbik | Xupyprus rpblk | XUpyprus rpboiK | XUpyprus TPBIK
MpUMEHEHUS JKUBOTA, rpbIXka | )KUBOTA JKHUBOTA, IpbIXKA | )KUBOTA JKHABOTA, rpbIKa
OUIIeBoaa MIUIIeBOaa MUIIEBOAa, THOMHBIN
IIEPUTOHUT,
MMapaKOJI0CTOMAIbHAS
rpblka
8. Paspemenue Ha|PVY, CE, FDA PY, CE, FDA PY, CE, FDA PY, CE, FDA PY, CE (ma IPOM

CepTUPHULIUPYIOIIN
X OpraHoB

PA), FDA (monmana
3as1BKa).




JIAMTAPOCTOMA (PENEPEH-14) »

iconlap
PY/CE/FDA

e [1ns BegeHUA rHOMHOro NEPUTOHNTA OTKPbITbIM
METOA0M;

* W3 aHTMaaresmsHoro matepuana - PEMEPEH™;
* Pa3pewéH gna npumeHeHna B Poccuu;

* bBonee AewéBbln U NPOCTOM aHANOT BaKyYMHbIM
CUCTEMaM, Y OZHOTO NaLUUeEHTa MOKeT bbITb
MCNONb30BaHa NOBTOPHO;

 Pa3paboTaH COBMECTHO C HOBOCUMOUPCKUM
XUPYProm A.m.H., npodpeccopom AHuLLEHKO B.B.



PEMEPEH — 8/PEMEPEH -9 ‘

iconlap
PY/CE/FDA

* OTKpbITaA NacTUKa NAaXOBOM FPbIXKM MO METOAMKeE
JNinxteHwTenH — 70-80% Bcex onepauuin No NoBoAy
MaXOBOW FPbIXK;

* /3 MaKponopucToro noannponunaeHa u
aHTMaaresnBHoro matepmuana - PEMNMEPEH™;

* PaspelwéeH ana npumeHeHua B Poccum,

* BnoctabunbHbIN MaTePUan U aHATOMUYHAA KOHCTPYKLUA
npeaoTBpaLlaeT ycaaKy U XPOHUYECKYLO 60b;

* 3awmTHOE KonbLo n cnon u3 PEMEPEHa B mecTe
npuaeraHnA ceMeHHOro KaHaTuKa, ANA UCKNOYEHNA ero
nospexxaeHna, PopmMuUpyeTca eCTECTBEHHbIN KaHan,
obecneumBaroWMiN NOABUKHOCTb CTPYKTYP CEMEHHOTO
KaHaTUKa U OPraHOB COMPAXKEHHbIX C HUM;

° Pa3pa60TaH NMNOo MHOIToOYUCNEeHHbIM nNoAaTBepPKAEHHbIM
ncenegoBaHUAM.



SMUAEMHUOJIOTUS »

[TAXOBA{ I'PBIJKA PO iconlab
> 200 000 B roa PYICEIFDA

TN

JTAMAPOCKOMWA OTKPbITbIE METOAbI
TAPP/TEP
/ JlnxteHwTenH 75%
N3 BCEX OTKPbITbIX
18-20% npyrve METOAVK B IECD

3-5% onepauuit METOAMKN Okono 150,00 Thbic.
Okono 10 Thic. Okoro 40 TbiC. onep/ rog
onep/ron onep/rog

TpeHA Ha yBennyeHne nanapoCcKoNMUYEeCKMX onepaumn 1 nosiBieHMe HOBbIX
MMMNJIAHTATOB M METOAMK. B nanapocKkonmnu naeanbHbIM CYUTAETCA
CaMOUKCUPYIOLLAACA CETKA, B OTKPbITOM Xnpyprmn ¢opmoBaHHAA MaKponopucTas
ceTKa, c obpaboTaHHbIM Ko/bLLOM (No pekomeHaaumsam POX)

13



[laxoBasa rpbpka

NpeAOoChbIJIKU AJ11 HOBbIX UMIIJIAHTATOB iconlab
PY/CE/FDA

* BbIrogHOE U KNANHNYECKU 06OCHOBaHHaFI, »renaHme npons3sognTb rotoBble U3NeNnUA
noA 3apaHee onpeaeneHHble MeETOANKHU;

* Y nnockux (HenoAroToBAEHHbIX CeTKaxX) Hannuyme 60nbLIEro KoAnYecTsa peLnanBsos,
HEMeNn y cneumanmn3npoBaHHbIX UMMIaHTATOB;

* 1o cuX NOp HET YHMBEPCANbHOIO U3aenua, pa3paboTKn NpoaonKaloTCs;

e OblWue KpUTePUM KayecTBa, COBPEMEHHbIX MMMIAHTATOB A1 XUPYpPrum
MaxoBbIX rPbIXX METOAOM JIMXTEHLITENH:

-Tnunopasmepbl —5x10 cm, 6x11 cm, 7x12 cm;
-KpynHonopuctble (Makponopuctbie) — ayeika He meHee 1,0 mm;
-Pa3pbiBHaA HarpysKka — He meHee 16 H/cm2;

-3apaHee NoAroToB/AEHHAA CeTKa C Bblpe3aHHbIM KO/IbLLOM NOJ, CEMEHHOW KaHaTUK
— no pekomeHgauunam POX;

-Bo3morKHOCTb camodUKcaumMmn Unm MMHMMaNbHas duKcauma, 2-3 Weamu;
-besycapgouHasn, dusmMonornyHas;

-AHTMCNaevyHoe KonbLo (Cnoi) B mecTe CONPUKOCHOBEHUS CEMEHHOTO KaHATUKa;
-BO3MOKHOCTb MOAENMPOBAHUA, C MUHUMAIbHbIMW TPYA03aTPaTaMM MO BPEMEHMN.

14



KOHKYpeHTEI onlah

PY/CE/FDA
e Bard * 3TUKOH

15



KOHKYpeHTEI

iconlap
PY/CE/FDA

* KoBnauneH * JpProH OCT

16



CpaBHeHHE C aHaJIoOTaMU, 0

iconlab
[ieH4a B py6' PY/CE/FDA

BARD

Tunopasmep (o6bnerueHHasn)

benapycusa-
Utanua

CeTKa 3agaHHOM
dopmbi+orBepcTue 5X10 4 270,00

CeTKa 3agaHHOM
dopmbi+oTrBepcTue 6X12 6 400,00

Xvpypru otaatoT npeanoyTeHme ober4yeHHbIM CETKaM

17



OneHKa NpoAYKL MU U3 MaTepHuasia PeniepeH /1 repHHUOJI

NPAaKTUKYKIMMHA XUPypPramMmm B paMKaxX aHKEeTHPOBaHU
ISO 13485

iconlap
PY/CE/FDA

OTANYHbBIN
aHasor He
yCcTynaeT no
KayecTBy
3anagHbim
obpa3uam

XopolLuaAn
ceTKal

K.M.H.
Bacunbes U. A.

. L
PelTUHT ceTKu Cerka xopoLLas Mpogeccop, A4.M.H.

- n Mmory cmeno
BbICOKUW MO Y XutapbaH A. T,
peromeHaoBaTb

Konneram

COOTHOLWEHUIO
LeHa KayeCTBO

K.m.H. Al

YepenaHos [.9. O.MH. o
Curya b. B.



Henpoxupyprus 0

iconlap
PY/CE/FDA

[Mpote3z TMO

ANnHeBpUM
Dura Soft/D. Armor/D. Mater



PENEPEH g1 TMO N

_jconlab
OauH maTtepuan —4 tuna usgennn;  py/CE/FDA

Pa3pelwéH ana npumeHeHuna B Poccuu;

3 Buaga TMO, nopg pasHble 33434 U pa3Hble
6roaKeTbl;

100% oTcyTCcTBUE CPALLEHUA U
npeaoTepalleHne obpasoBaHUA pyoLOB;
* Tunopasmepsbl:

}1;; Sttt «,‘-,‘4{"3' AN
“Je 5((5 'tj‘!-} \‘.“(“.“‘\)-_%ﬂ \), 8 8%,
[ J

S LII RS
b2 j

Dura Mater — Hegoporo# 2-x CNOMHbIN BapUaHT
NCMONIHEHUS;

Dura Armor — apmnpoBaH NOAMaMUAOM, TaM FAe
HY»Ha MaKCMMa/ibHaA NPOYHOCTb Npu
dbukcaumnm

Dura Soft — MArkun, TAHYLWKMNCA, NPO3PaYHbIN U
NPOYHbIN MaTepuan, raakas U TOHKan
NOBEPXHOCTb C OHOW CTOPOHbI N MeHee

rnajKas c Apyrom .



Hcnosib3oBaHue Penepena »

iconlap
PY/CE/FDA

Puc. 4.17. 3axposimue onepayuonuoii pamer.

@ — naacmura TMO uckyccmeennoii membpanoii «Penepen»; 6 — kpenaentie
KOCMHO20 10CKyma Kpanuoguxcamu ¢ ocmaenenuem mynnens 0ias ITBA.

Onepauuu peBacKyJasipyu3alMy roJJOBHOT'O MO3ra B COCYAUCTON HEUPOXUPYPTHUU IO
penaknven KpoiioBa B.B., B.JI. JlemeHeBa



Mcnosib3oBaHue PerniepeHa B 0
KayectBe TMO iconlab

PY/CE/FDA
e i’:—- . - - 1

HoBas coefuHuUTeNbHaA
TKaHb

|3 okt 2008 — 14 deB 2009: cbopmmpoBaHa coeaANHUTENbHAA TKAHb, HET CNaekK




PEITEPEH “

§ iconlap
AJ1d HEUPOXHUPYPTrHUH PY/CE/FDA

N

Oonyxoin MOSlrA YepenHo-mo3rosble TpaBMbl

" N

10 ThbIC. HOBbIX 35 ThIC. HOBbIX
cliyyaeB rog criyyaeB rog

/

35%
peonepaunu

23



OuneHkKa NpoAyKUMHU AJIA HEUPOXUPYPrUuM NPaKTUKYIOLL,
HenpoXUupypramu B pamkax ISO 13485

[Mpo3payHan CTPyKTypa iCQﬂ|ab
naacTuHbl PenepeH PY/CE/FDA

g NO3BONAET BU3yaNbHO
7 i\ KOHTPO/IMPOBATb
pasmeLlleHme NAaCTUHbI Hag,
BCEMW MNOBPEXAEHHbIMMU
y4acTKaMWU KOpbl MO3ra

KonnareH
brnonormyecku
YyXKepoaHbIN
maTtepuan, a PenepeH
abcontoTHO [1.M.H.

6MoCcTabnnbHbIN MegaHuk Uropb
AneKkcaHapoBu4

K.M.H.
LLlectepukos A. A., OKb

CtpykTypa PenepeH bonee mArkas, no
cpaBHeHuto ¢ Neuro-Path, mbl
OCTAaHOBMINCb Ha UCNOIb30BAHUM
NNacTUHbI PenepeH BBMAY HaM4YMA ero

YKa3aHHbIX Bbllle NPeMMyLLEeCcTB nepes,
o6o0n04kon Neuro-Patch ”



JNMHEBPHUHU »

] iconlab
* WcnbITaHHbIU MmaTepunan, Py/CE/FDA
* (CBepx TOHKas CTPYKTypa, 6e3 notepu
NMPOYHOCTMH,

 100% oTcyTCcTBME CpaALLEHUNA U
npeaoTBpalleHne obpasoBaHUA pyoLOB;

* PaspewéH gna npumeHeHna B Poccuu;
*  Tunopasmepsbl 5x5 1 5x10 cm.

Moka3aHuA:

* TpaBmbl nepedpepnyeckomn HePBHON CUCTEMbI
 Onyxonu NHC (onyxonb LLIBaHHOMA)

° HPOCI)MﬂaKTMKa AINNAYypnUTa nocsie KopewroBoro
HOpE CMHApPOMa

reparan pro v
' e [lpodunnaktnka ¢paHTOMHbIX Bonewn

®’-W‘WW—‘ Cnepyouwmin Wwar - Npou3BoACTBO U perucrpauma
TOHHE/IbHOrO 3NMHEeBPUA
25



CpaBHVITeIIbeIe TEXHUKO-3KOHOMUYECKNE XAPAKTEPUCTUKUN IHOOMNPOTE3OB AN1A

HENPOXUPYPTNM
TexHuko- Amnaror 1 Amnaror 2 Amnaror 3 CoznaHHbIN IPOTYKT
SKOHOMHUYECKHUE Dura Preclude B.Braun (NeuroPatch, | DuraForm (Codman,JJ) TexHonorus Penepen
IapaMeTpsl MPOIyKTa (Gore, CILIIA) I'epmanus) (AiixonJIa6 I'mOx, Poccus)
1. Marepuan* CyOMHKpOHHBIH MHuKpOnoOpUCTBIN Komnaren IIpocTpaHCcTBEHHO
nonurerpadrop HETKaHHOTO IOJIUACTEP CIIMTHIN ruIpodoOHBII
sTUIIeH (TedaoH) aKpuII
2.1. Meronuxka OnuaypaibHO OnuaypaibHO OnuaypajibHO OnuaypanbHO u
HMIUTaHTAK * ** CyOaypaIbHO
2.2. Meron ¢pukcanun™® XUpypru4eCcKUMHU XUpPYypru4eCcKUMU HUTIAMHU | XUPYPrUYECKUMU XUpYypru4ecKUMHA HUTIMU,
HUTSIMU HUTAMH, a TaKk OKe | Ipu cyonypanbHOU
CBOOO/IHAs YKJIa/IKa YCTAaHOBKE —  TOYEYHasd
(bukcanus
2.3. Meron Xupyprudeckuil kjie | Xupypruueckuil Kieu He tpebyer XUpyprudeckuil Kieu
repPMETH3AINH *
3.1. CroumocTts roroBoro | Her akryansubix uen | 15,4-59,0 13,4-73,95 3,15-29,5
u3nenus, Thic. pyo.™*
3.2. CTouMoOCTb 3a KB. Her aktyanbnbix e | 618,00 1560,00 260,00

cM, py0.**

4. Pazmepsr, cM*

O1 4,0 x 4,0 10 10,0 x
12,0

Or 2,5 x 7,5 mo 10,0 x
12,5

Or 2,54 cm x 2,54 no
10,16 x 12,7

Ot 4,0 x4,0 1o 14,0 x 14,0

6.0061acTh IpUMEHEHUS ™

Heiipoxupyprus,
3aMEHHUTENb TBEPIOH
MO3roBoii 000JI0YKH

Heiipoxupyprus,
3aMEHUTEIb TBEPAOU
MO3roBO#il 000JI0YKH

Heitpoxupyprus,
3aMEHUTEIb TBEPAOU
MO3T0BOI 000JIOYKH

Heitpoxupyprus,
3aMEHUTEND TBEPAOU
MO3TOBOM 000JIOUKH

7. Paspeienue

CepTUPHULIUPYIOIIUX
OpraHoB ****

Ha

Py, CE, FDA (ue
noctasialoT B PO B
BUJTy CAHKIIHUI)

PY, CE, FDA

PV, CE, FDA

Py




N

iconlap

Cnacubo 3a BHUMaHue!
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