[Ipunoxenne k penennto denepanbHON CITYXKObI IO

MHTEJUICKTYaJIbHOH COOCTBEHHOCTH.

3AK/IIOYEHUE
KOJLJIETMH N0 pe3yJbTaTaM PaccMOTpPeHHs

X BO3pakeHMs [] 3asABJICHUS

Komneruss B mopsiake, yCTaHOBIEHHOM MyHKTOM 3 cTatbu 1248 wyactu
yeTBepToM ['paxknanckoro koaekca Poccunickon denepanyiv, BBEIEHHOU B JEUCTBUE C
01 suBapss 2008 r. denepanbubiM 3akoHOM OT 18 nexabps 2006 . Ne 321-®3, B
penaknuu denepanproro 3akoHa oT 12.03.2014\e 35-03 «O BHECEHUU WU3MEHEHUH B
yacTU IMIEPBYHO, BTOPYHO M 4YerBepTyro ['paxkmanckoro koxaekca Poccuiickon
Qenepauyi U OTIEIBHBIE 3aKOHOJATENbHbIE akThl Poccuiickoii dDepepanum» u
IIpaBunamu nopauu BO3paXEHWM M 3asABJICHUM M UX paccMorpenus B llamare mo
MAaTeHTHBIM CIOpaM, YTBEPKJICHHBIMU Tpuka3zoM PocmarenTta ot 22.04.2003Ne 56,
3apErucTpUpoOBaHHbIM B MunuctepctBe roctuuuu  Poccuiickoin  Denepanuun
08.05.2003 Ne 4520 franee — IlpaBmma IIIIC), paccMmoTpena BO3pakeHHE  OT
He6abuna B.I'. (manee — 3asBurenn), nocrynmBinee 16.10.2017 ma perrenue
denepalibHO CITYKOBI 110 HHTEJUICKTYaIbHON cOOCTBEeHHOCTH (anee — PocmareHT) ot
04.09.2017 o6 oTkaze B BblAaYe IMaTeHTa Ha H300pEeTEHHE IO 3asBKE
Ne 2016112110/143pu 5TOM yCTaHOBJICHO CIIEIYIOIIIEE.

3asBneHo wu3o0pereHue «Cnoco0 OMEepaTUBHOTO JICUCHHS] BApPHUKO3HOTO
pacIIMpeHs] BEH HIKHHX KOHEYHOCTEH», COBOKYIHOCTh IPHU3HAKOB KOTOPOM
u3NokeHa B (opmysie, MPEACTAaBICHHOW HaA MaTy IMOJa4yd 3asBKH, B CIEAYIOMEH
peAaKIuu:

«1Cnoco6  omepaTMBHOrO  JIEYEHHMs]  BAPUKO3HOTO  PACIIMPEHHUs  BEH,
OTJIMYAIONTUNCS TEM, 4YTO Ha HECOCTOATEIbHBIE BEHBI, KOTOPBHIC YTPATUIU
CIIOCOOHOCTh K HOPMAJIbBHOMY (DYHKIITMOHMPOBAHUIO BXKUBIIAIOT MPOTE3bl 0OpPATHBIX
KJIAMIaHOB.

2.Cnoco6 mo n. 1 ornuyaromuiics TeM, YTO B KadecTBe OOpaTHOro KiamaHa

HCIIOJIB3YIOT OMOJIOrNYeCKHUI IIPpOTE3 KJIallaHa.



3.Croco6 mo n. 1 oTnuyaromuiicss TeM, YTO B KayecTBE OOpAaTHOTO KIaraHa
UCTIONB3YIOT MEXaHUYECKUH MPOTe3 KilarmaHa.

4.Cnoco0 no n. 1 oTnuuaronuiicss TeM, 4TO B KauecTBe OOpPaTHOTO KiarmaHa
UCIIOJIB3YIOT OMOMPOTE3, U3TrOTOBJICHHBIN Ha 3D-puHTEpEe».

Hannast ¢opmyna wu3o0pereHuss Oblla TPHHATA K PACCMOTPEHHUIO TpHU
HKCIIEPTH3E 3asIBKU IO CYIIECTBY.

[To pesynbratam paccmotrpenusi Pocrarent npunsin 04.09.2017pemenue 06
OTKa3e B BbIJaye NaTeHTa Ha H300pETeHHE, MOTHUBHUPOBAHHOE HECOOTBETCTBHEM
3asBJIICHHOTO CIIOCO0a YCIIOBHIO NATEHTOCIOCOOHOCTH «HOBHM3Ha» B CBETE €ro
M3BECTHOCTH M3 MaTteHTHOro gokymenra RU 2266057 pny0a. 20.12.2005 fanee —
[1]). Ilpm STOM OTMEYEHO, YTO MPU3HAKU 3aBHCUMBIX NMYHKTOB 2, 3, 4 dopmyisl
M3BECTHBI M3 MaTeHTHBIX NokyMeHToB RU 2429023 fanee - [2]), [1] u crateu Dr.
Wolfgang Streule. MunoBaiuu B cepe BeHO3HBIX KiamaHoB», omyoa. 04.09.2012,
B3SITOMN B ceTu WutepHer o azmpecy https://web.archive
Org/web/20120904013051/http://www.biofluidixafiee - [3]) cooTBeTCTBEHHO.

B coorBerctBun ¢ mynkrom 3 crateu 1387 Kopgekca, 3asBuTenp momal

BO3paKEHUE.

CyTh comepKaluxcsi B BO3PaXKEHUH JOBOJOB CBOJIUTCS K TOMY, YTO OTIHYNE
3asBJICHHOTO TEXHHYECKOTO PENICHHSI OT U3BECTHOTO M3 MAaTEHTHOIO JOKyMeHTa [1]
3aKJIFOYACTCS B HAJWMYMKM  «OOpaTHOrO  KJalaHa, KOTOPBIA JACHCTBUTEIBHO
o0OecrieunBaeT YCTpaHEHHWE pPETpOrpajHoro (oOpaTHOro) TOKa KPOBH TIPH €rO
WCIIOJIb30BaHUU», B TO BPeMs KaK B M3BECTHOM criocobe [1] «wmcronb3yercs: mpocTo
TpyOKa».

N3yuuB mMaTepuaibl 1ejia U 3aclIylliaB Y4aCTHUKOB PACCMOTPEHUST BO3PAKCHHS,

KOJUIETHs YCTAaHOBHJIA CIIEAYIOIIEE.

C yuerom matel MmexxayHapoaHoi nogauu 3asBku (30.03.2016)npaBoBas 6aza
JUISS OIIEHKHM TATEHTOCIIOCOOHOCTH 3asBJICHHOW TPYMIBbl W300pETEHHW BKIIOYAET
Konexkc, AIMUHUCTpAaTUBHBIM perjiaMeHT ucnojHeHus dDenepaabHON CIy:KO00M 10

HHTCHHCKTyaHLHOﬁ CO6CTBCHHOCTI/I, IMNaTCHTaM U TOBAPHLIM 3HAKaM FOCYI[&pCTBCHHOﬁ



GyHKUMM MO OpraHu3aliu MpueMa 3asBOK Ha H300pETEHHUE U UX PACCMOTPEHUS,
HKCIIEPTHU3bl U BbIJIAYM B YCTAHOBJICHHOM Mopsiake nateHToB Poccuiickoii denepanuun
Ha U300peTeHne, YTBEPKICHHOTO MpuKa3oM MuHuCTepcTBa 00pa3oBaHus U Hayku PO
oT 29 okTs6pst 2008Ne 327 ,3apeructpupoBantoro B Muntocte PO 20 derpans 2009,
per. Ne 13413 franee — Pernament U3).

Cornacuo myHkty 1 crateum 1350 Konekca m300peTeHHIO MPEIOCTaBISETCS
IpaBOBasi OXpaHa, €CIU OHO SIBISIETCS HOBBIM, UMEET M300peTaTeNbCKUil YPOBEHb U
MPOMBIIIUIEHHO TPUMEHUMO.

Cornacuo nyHkry 2 ctatb 1350Koaekca nzo0pereHue sBiaseTcsi HOBbIM, €CIlTi
OHO HE M3BECTHO U3 YPOBHS TEXHUKH. Y POBEHb TEXHUKU BKJIIOYAET JIFOOBIE CBEICHNS,
CTaBIIMe OOLIEAOCTYITHBIMU B MUPE JI0 1AaThl IPUOPUTETA U300PETEHUS.

B cootBerctBum ¢ moamynktom 1 mynkrta 10.8 Permamenta U3 dopmyna
U300peTeHs] TpeAHa3HadaeTcss M OmpeneieHuss oObeMa MPaBOBOM OXpaHbl,
MPEI0CTaBIAEMON TATEHTOM.

CornacHo moanyHkty 1 mynkta 24.5.2 Permamenta W3 mpoBepka HOBHU3HBI
U300peTeHHs] MPOBOJUTCS B  OTHOLIEHWHM BCEH  COBOKYMHOCTH IPU3HAKOB
U300pETEeHMs], COAEPKALUXCS B HE3aBUCUMOM MYHKTE (POPMYJIBI.

CornacHo mnoanyHkty 4 mnyHkta 24.5.2 Permamenta W3 wu3o0Operenue
NPU3HAETCA M3BECTHBIM M3 YPOBHS TEXHUKH M HE COOTBETCTBYIOIIMM YCJIOBHIO
HOBH3HBI, €CJIM B YPOBHE TEXHUKHU PACKPBITO CPEACTBO, KOTOPOMY MPHUCYIIH BCE
NpU3HAKU N300PETEHHUS, BEIPAXKEHHOTO (POPMYIION, MPEI0OKEHHOMN 3asBUTEIIEM.

CymHocth U300peTeHus BhIpakeHa B MPUBEICHHOM BhIIIe (opMmyIie.

CornacHO HE3aBUCMMOMY TYHKTY (OpMyJbl, Ha HECOCTOATEIbHBIE H
yTPaTUBILHUE CIOCOOHOCTh K HOPMAJIbHOMY (DYHKIIMOHUPOBAHUIO BEHBI ONEPATHBHBIM
MyTeM BXKUBJISIOT MPOTE3bI OOpATHBIX KiamaHoB. Kakoil-mubo KOHKpeTH3aIruu
pasmepoB, ¢opm mpore3oB B (opmyse He mnpuBeneHo. To ecth, (opmyna
M300pEeTEeHHs COCTaBIIEHA B CaMOM OOIIIEM BUJIE.

AHanu3 MarepuanoB 3asBKM U JIOBOJOB, COJEPXKALIUXCA B BO3PAKEHUU

3asBUTCIIA U PCHICHHUN 00 oTKa3e B BbIJA4C IMAaTCHTA, ITOKa3ajl CICAYIOIICC.



M3 marenTHoro mokymeHTa [l] w3BecTeH cmoco0 ONMEpaTUBHOTO JICYCHUS
BApUKO3HOTO pACHIUPEHHS BEH, NpPHU KOTOPOM B YTPATHBIINE CIIOCOOHOCTH
HOPMAJTBHOTO (DYHKIIMOHUPOBAHUS HECOCTOSITEIBHBIE BEHBI  BKHUBISIIOT TPOTE3bI
oOpatHbIX KiamaHoB (cM. crp. 3 ommcanms). [Ipore3 KkiamaHa IO MAaTEHTHOMY
nokyMmeHty [1] mpenacraBiser co0oi NMIMHIP U3 JACTUYHOTO MaTepHaia, KOTOPBIN
UMIUTAHTUPYETCSl B TIPOCBET BEHBI CJICAYIOMNUM 00pa3oM: BEPXHHUU KOHEI| IIJIUHApA
(GUKCHPYIOT B BEHE B JBYX JIUAMETPAIbHO TMPOTHBOIIOJIOXKHBIX TOYKAX IIIBAMHU,
ocTajJbHas 9acTh OKPY>KHOCTH OCTaeTCsi CBOOOHOM, 00pa3ysl /IBe CTBOPKM KJallaHa,
KOTOpBIE TOJI JEUCTBHEM OOpPAaTHOTO TOKa KPOBU CMBIKAIOTCS; BTOPOWM KOHEIT
[WIAHJPA TMOIINAT MOJHOCThIO. COTJIaCHO MMEIOIIEHCS B MTaTEHTHOM JOKyMeHTe [1]
uHPOpMAIMH, IS YCTPAHCHHS PETPOTPAAHOTO TOKAa KPOBH IO MarucCTPaTibHOMY
BEHO3HOMY COCYAY, OCYIIECTBISIOT BXXHBJICHHE HCKYCCTBEHHOTO MPOTE3a,
PEACTaBISAIONIETO coO0N TPYOKy, paBHOW MO IWAMETPYy C MPOTE3UPYEMOUM BEHOM.
OTOT TpUeM BOCCTaHABIMBACT HOPMaIbHOE (YHKIIMOHHPOBAHHE HAPYIICHHOTO
BEHO3HOT0 KJanaHa. Tak, IpH MPOXOXKICHUH KPOBH B aHTErpagHOM (110 TOKY KPOBH)
HampaBJIieHUN TPOMCXOAUT PAclpaBiICHHUE KIIallaHa, a MPU YBEIUYCHUH JABJICHHS B
KpaHUAIBHOM OTJENIE BEHBI IPOUCXOAWT CMBIKAHHE CTBOPOK KJamaHa, dYTO
HPEMSATCTBYET PETPOrpajHOMy (IIPOTHB TOKA KPOBH), PACIIPOCTPAHCHHUIO KPOBU (CM.
crpoku 35-50o0mnwucanus). To ecTh, CTBOPKH KJIallaHa PACKPBIBAIOTCS O] IaBJICHUEM
TOKa KpPOBH B aHTerpajgHoM (M0 TOKYy KpOBH) HaIpaBJICHWH, a TPH CHIKCHUU
JaBJICHUS M IO/ JICHCTBHEM JaBJICHUS TOKA KPOBH B PETPOTrpagHOM (IIPOTHB TOKa
KpPOBH) HaITPaBJICHUN CTBOPKH KJIallaHA CMBIKAFOTCS.

CrnemoBaTelbHO, B HW3BECTHOM M3 IaTEHTHOro JokyMmeHTa [1] cmoco0e
OTEPaTHUBHOTO JICYCHHUsS BAPUKO3HOTO PACIIMPEHHUS BEH HCIIONB3YETCS HE <«IPOCTO
TpyOKa», Kak 3TO CUUTAET 3asiBUTENb, & UMEHHO OOpaTHBIN KIlanaH, 00eCreurnBarOIInun
yCTpaHEHHUE peTporpaaHoro (0OpaTHOr0) TOKa KPOBH.

Takum 00pa3oM, B ypOBHE TEXHUKH (CM. IATEHTHBIN JOKyMeHT [1]), packpbITo
CPEICTBO, KOTOPOMY MPUCYIIN BCE MPU3HAKU U300pETEHUS, OXapaKTEepU30BaHHOTO B

HC3aBUCHUMOM ITYHKTC 1 q)OpMyJ'II)I, HpC,Z[J'IO)KCHHOﬁ 3aABUTCIICM, YTO HEC IIO3BOJIACT



NPU3HATH 3asBJICHHBIA CIMOCOO COOTBETCTBYIOIIMM YCJIOBUIO MATEHTOCIOCOOHOCTH
«HOBH3HAa» (CM. moamyHKT 4 myHkTa 24.5.2PernmamenTa U3).

Ha ocHOBaHWM W3JI0KEHHOTO, MOXHO COTJIACHUTBCS C TIPAaBOMEPHOCTHIO
CICIaHHOTO B pelieHud PocrmaTeHTa BbIBOJA O HECOOTBETCTBUH 3asBJICHHOIO
croco0a, OXapakTepH30BaHHOTO MPH3HAKAMU HE3aBHCUMOTO ITYHKTa IMPHBEICHHON
BBIIIE (DOPMYJIBI, YCIOBHUIO MATEHTOCIOCOOHOCTH «HOBH3HAY.

Yro kacaeTcs MPU3HAKOB 3aBUCHUMBIX MYHKTOB 2-4 (OpMyJibl, TO OHH TaKXke
M3BECTHBI U3 YPOBHS TEXHUKH.

Tak, ucnosbp30BaHKe OHOIOTUYECKOrO MPOTE3a B KAYECTBE OOPATHOrO KIanaHa
(3aBuCHMBIN yHKT 2 (GOPMYJIBI) HM3BECTHO U3 MATEHTHOTO AOKyMeHTa [2] (cMm. cTp. 3
onucanus, pedepar).

Hcnonp30BaHWE MEXaHUYECKOTO MpoTe3a B KadecTBe OOpaTHOro KiamaHa
(3aBUCHMBIN MyHKT 3 GOPMYJIbI) HM3BECTHO W3 MaTeHTHOro JokymeHnTa [1] (cm. ctp. 3
OIMCAHUA).

Hcnonb3oBanue u3rotopieHHoro Ha 3D-mpuHTepe OuompoTe3a, B KayecTBE
00OpaTHOTO KJarmaHa (3aBUCHMBIA TYHKT 4 pOpMyIIbl), U3BECTHO U3 CTaThi [3)].

YuuThIBas BBIIICU3IOKEHHOE, KOJUIETHS MpPUILIA K BBIBOAY O HAJIHYHH

OCHOBAHUM L IIPUHATUA PocnarenTom CIICOYIOLICTO PCIICHM.

0TKa3aThb B Y/OBJETBOPEHHH BO3pa:keHusi, nocrynusiero 16.10.2017,

peumienue PocnarenTa ot 04.09.2017 ocTtaBMTH B CHJIE.



