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MHCTpyKUMA NO NCNosib30BaHUIO

Cuctema NnacTuH 1 BUHTOB MatrixMIDFACE

Mepen MCMONb30BaHVEM BHUMATEbHO MPOYUTaATE  AaHHYI WHCTPYKLMIO MO
npuMeHeHuto, bpoLutopy Synthes «BaxxHasa MHdopMaLma» 1 fokyMeHTbl MatrixMIDFACE
(DSEM/CMF/ 0216/0113) 1 MatrixORBITAL (DSEM/CMF/0216/0114) ¢ u3noxeHviem
COOTBETCTBYIOLLMX XMPYpruyecknx npolenyp. Ybeamnteco, YTo Bbl O3HAKOMUAWCH
C COOTBETCTBYIOLLMMY XMPYPrUYeCcKUMM OnepaTUBHbIMU TEXHUKaMU.

Cuctema nNacTuH 1 BuHTOB MatrixMIDFACE coCTOUT U3 NNacTuUH ANA CpefiHel 30Hbl
VL@ 1 rNasHUL, a TakxKe BUHTOB.

[na nonyveHua WHMOPMaLMKM MO CNeLMannM3MpPOBaHHbIM  XMPYPrudeckum
npouedypam C UCNONb30BaHWEM MPefBapUTESbHO OT(OPMOBAHHbIX FMa3HUYHbIX
nnactH MatrixMIDFACE cm. JokymeHT MatrixORBITAL (DSEM/CMF/0216/0114)
C M3N0XeHNeM COOTBETCTBYIOLLMX XMPYPrinyecknx npoLeayp.

Martepuan(-bi)

MnactuHel:  MaTepwman(-bl) CraHpapT(-bl)

TiCp ASTM F 67 1SO 5832-2
BUHTbI: Cnnas Ti-6Al-7Nb (TAN) ASTM F 1295 I1SO 5832-11
MNpepHa3HayeHne

Cnctema nnactvH v BuHTOB MatrixMIDFACE nokasaHa A1A WCNONAb30BaHWA Npu
NeveHnr TpaBM U PEKOHCTPYKLMM YepenHO-4eItoCTHO-NLEBOro OCTOBA.

Moka3aHuA K NpuMeHeHUio
Cucrema nnactvH v BuHTOB MatrixMIDFACE nokasaHa O/18 UCNOb30BaHUA Mpun
NIeYeHN TPaBM 1 PEKOHCTPYKLMM YepenHO-4eMtloCTHO-NNLIeBOrO OCTOBa.

[na3HunyHble nnactuHbl MatrixMIDFACE npefHa3HaveHbl 4NA NeYeHna nepenomos
rnasHuLbI.

MpeaBapuTenbHo  OTOPMOBaHHbIE  rNa3HWYHble naacTHbl  MatrixMIDFACE
npefHasHa4eHbl 414 eYeHNs C1efyoLwyX NepesoMoB:

— [lepenoMbl HUXHeW CTeHKW ra3HnLbl

— [lepenomMbl MeavanbHOWM CTEHKM FNasHULbI

— KOMOUHMPOBaHHbIE NEPENOMbI HUXHEN U MeNabHOM CTEHKM rnasHuLbl

MpoTuBonokasaHua
Ocobbix NPOTUBOMNOKA3aHWIA HeT.

Llenesas rpynna nayueHToB

Vi3penve [OOMKHO NPUMEHATbCA B COOTBETCTBUM C €ro MnpeAHasHayeHvem,
MoKa3aHWAMKW W MNPOTUBOMOKa3aHMAMU, a Takxke C Yy4eTOM aHaTOMUYeCKMx
0CODEHHOCTEN 1 COCTOAHMA 300P0BbA NaLMeHTa.

Mpepnonaraemblii Nonb3oBaTeNb

/cnonb3oBaHWe TONMbKO 3TOW WMHCTPYKLUMM MO MpUMeHeHWo He obecneyunt
[l0CTaTOYHOrO  YPOBHA MOArOTOBKW ANA  HEMOCPe[CTBEHHOTO  MPUMeHeHUs
YCTPOWCTBA UAN CUCTEMbI. HACTOATENbHO PEKOMEHAYETCA UHCTPYKTaX C XMPYProMm,
VMEIOLLIIM OMbIT MPUMEHEHNA YyCTPOWNCTB Takoro poaa.

YCTPOWCTBO — MpefHa3Ha4yeHo  Aad  MPUMEHEHWs  KBaJMMWLMPOBaHHbIMU
MeLULMHCKUMU pabOoTHMKAMU, Hampyvmep XMpypramu, Bpadamu, nepcoHanom
onepaLMoHHbIX 1 CNeLlnanucTaMu, y4acTByoLLIMMY B NOArOTOBKe YCTPOWCTBA. Bech
nepcoHasn, paboTatoLmnin C yCTPOMNCTBOM, [OJIKeH ObiTh MOAPOOHO O3HaKOMIIEH C
WNHCTPYKLMEN MO NPUMEHEHMIO, XMPYPriyecKMMy npoLefypamu (eCam NpUMeHMO)
1 (nnm) c bpolutopolt komnaHuy Synthes «BaxxHas nHdopmaums» (SE_023827).
VIMnnaHTaums [[ONXKHa MNPOBOAWTLCA B COOTBETCTBMM C UHCTPYKUMAMK MO
BbIMOJIHEHWIO PEKOMEHYEMO XMpYpruveckoin npolendypbl. XMpypr oTBevaeT 3a
BbIOOP YCTPOMCTBa COOTBETCTBEHHO MMEIOLLMMCA NOKa3aHWaM (B4 naTtofaorum), a
Tak>xe 3a HadJiexalllee NpoBefeHne onepaLuu.

O>xupaemas KMHUYecKas nonb3sa

OxvpaemMasn KNMHUYeCKasn nosb3a oT NPYMEHeHA BHY TPeHHUX (hUKCaTOPOB, Takmnx
kak MatrixMIDFACE, npu ycnoBuv cobnofeHns MHCTPYKLMIA MO UCMO/b30BaHNIO
1 PeKOMEHAO0BaHHbIX METOANK, 3aK/Ilo4aeTCa B CTabUAM3aLMM CEerMeHTa KOCTW 1
CNoCcoOCTBOBAHUM €e 3aXMBMEHWIO, BOCCTAHOBEHUIO aHAaTOMWYECKON CBA3N
N OYHKUMIA.

Pabouve xapakTepucTukm ycTpomcrea

KomnaHua Synthes ycTaHoBMNa, 4TO C1CTEMa MNACTUH M BUHTOB MatrixMIDFACE,
KoTOpble MpefcTaBNAOT COOOV COBpPeMeHHble MefULMHCKUE YCTPOMCTBa [N
pa3MeLLeHns BHYTPeHHEN OpTOMeAMYecKon cUcTeMbl UKCaUMM BO BCeX BUAAxX
KOCTEN WAV Ha HWX, MPUrOAHA A5 3TOW Lenn 1 6e3onacHa npu ycIoBMmM NpYMeHEHNS
B COOTBETCTBUM C UHCTPYKLMAMMU NO UCMONb30BAHNIO U MaPKMPOBKOA.
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MoTeHuManbHble HeXXenaTesibHble ABJIEHUA, HeXenaTesbHble NOGOYHble
3chhekTbl M OCTaTOUYHBbIE PUCKU

006LMe 0CNOXXKHEHUA

KaK 1 BO BCeX OCHOBHbIX XMpYpruyeckux npoueaypax, B LaHHOM Cydae BO3MOXHbI
puckyn, NoboyHble 1 HexenaTesbHble ABAEHUA. B TO BpeMs Kak MOryT BO3HVKHYTb
Ccamble pa3NUyHble peakuuu, K HEeKOTOpbIM W3 Hawnbosee pacnpoCTpaHeHHbIX
OTHOCATCA Cllefytolimne:

npobnemMbl B pe3ysbTaTe aHeCTe3WM U pPacrosioXeHUs nauveHTa (Hanpvmep,
TOLUHOTA, PBOTa, 3yOHble TPaBMbI, HEBPOIOrMYeCKne HapyLWeHua 1 T.4), Tpomb0o3,
3aKyMnopKu KPOBAHbIX COCYA0B, MHMEKLMS, NOBPeXAeHNe HEPBOB W (M) KOpHel
3y608 U TpaBMbl OPYrnX BaXHbIX CUCTeEM, B T. 4. KPOBEHOCHbIX COCYyAOB,
Yype3mepHble KPOBOMOTEPU, MOBPEXAEHUE MArKMX TKaHeW, B T. 4. BOCMaseHue;
HeobbluHOe obpa3oBaHMe pybLOB, GYHKLUWOHAbHbIE HapyLIeHUA CKeneTHo-
MbILLIEYHOW cucTeMbl, 60b, AMCKOMMOPT UAN HeOoOblYHAA YYBCTBUTENbHOCTL B
CBA3N C npucytcTenem yCTpOl;ICTBa, anneprua unm CBepx4yBCTBUTENIbHOCTD,
nobouHble 3pdekTbl, CBA3aHHble C  BbICTYMaHWEM  METanIOKOHCTPYKLMI,
oTcoeAnHeHueM, U3rnbom  WAW  MONOMKOW  YCTPOWCTBA,  HenpaBMJbHbIM
cpacTaHuem, HecpacTaHuem WAn 3a[4epXXKON CpacTaHWA, YTO MOXET NpuBecTH K
I'IOBpe)KJJ,eHVHO MMMNNaHTaTa, I'IOBTOpHOI;I onepaunn.

B03MO>KHbIe OCJIOXKHEHUA, XapaKTepHble A/l JaHHOIO YCTPOWCTBA
BO3MOXHbIe OC/IOXKHEHWA BKJIIOYaloT B cebs B TOM Yuce:
— HenpaBunbHoe cpacTaHve / HecpacTaHMe, KOTOpOe MoxeT ObiTb CBA3aHO
€O cneayoLnm:
— HenpasunbHbii  BbIGOP pasMepos
1CNONb30BaHNA
— [edopmaLnsa oTBEPCTUA U3-3a U3rnbaHNA NAaCTUHbI
— MonomKa KOHCTPYKLMWN 1333 He4O0CTaTOYHOM MPOYHOCTH
— C/MWKOM  HU3KaA  MPOYHOCTb  KOHCTPYKLUMM,  HECOOTBETCTBYIOLLAA
nocfeonepaLyoHHbIM Harpy3kam
— CnvwkoM 6O0MbLION AMaMeTp MAACTUHbLI/CETKM UAN CAUWKOM MafleHbkas
ronoska BUHTa
— HeHapnexatnii Boibop MaTepuana/koHCTPYKLMM MMMAaHTaTa
— Beopsluan B 3abyXAeHe/HenpaBmIbHan 3TUKeTKa
— WHdopmauua, npefocTaBneHHas KOHEYHOMY Mosb30BaTesto (Hanpumep, B
BUAE UHCTPYKLMI NO NPUMEHEHUIO, TEXHUYECKOro PYKOBOACTBA, PyKOBOACTBA
M0 VCMONb30BaHWIO), ABNAETCA HEAOCTaTOYHOW, HEBEPHOW NV HETOYHON
— Mocne Bbipe3aHWA NNACTUHbBI 0CTaN0Ch He[OCTaTO4HOE KONMYeCTBO OTBEPCTHN
nof BUHTbI
— [NpvimeHeHVe u3rnba c nepernbom 1 MHOroKpaTHbIX 13rnbos
— HebnaronpuaTHas TkaHeBasA peakuWs, KOTOpas MOXeT ObiTb CBA3aHa Co
cnefyoWyMmM hakTopamiu:
— 3arpasHeHve/obpa3oBaHye YacTUL, Ha MHCTPYMEHTax BO BpeMs pesku
— 3arpasHeHue/obpa3oBaHMe YacTUL, Ha MHCTPYMEHTax BO BPeMsA yCTaHOBKMW/
M3BNIEYEHMA UMMNIAHTaTa
— HeTo4Han 3TWKeTKa, @ UMEHHO yKa3aHue Ha 3TVKeTKe HeBePHbIX AaHHbIX, B TOM
Yyucne HeBepHbIA TeKCT, OTCYyTCTBYylOWMe 0OO3HayYeHWs, HesepHasd pnaTa
OKOHYaHMA CPOKa roAHOCTM
— lNoBpexAeHne XNU3HEHHO BaXHbIX OPraHOB/OKPYXaloLMX CTPYKTYp, KOTOpoe
MOXeT ObITh CBA3aHO CO CleflytoWmnMm dakTopamu:
— MpexAeBpeMeHHbI BbIXOL U3 CTPOA NNaCTUHbBI/CETKM
— MnacTuHa/ceTka He NO3BOJNIART PA3MECTUTL JOCTATOYHOE KONYECTBO BUHTOB
— MnacTuHa/ceTka ABNAGTCA CIMWKOM TONCTOW ONA OaHHOrO aHaTOMUYeCckoro
y4acTtka
— OTBepCTMA Nof BUHTbLI He 0becneynBatoT 4OCTAaTOUHYIO DrKCaLMo
— HeHapnexatlas KOHCTPYKLMA CeTKN
— MonapgaHve BWHTa B Heps, 3yOHOW 3ayaTok/KopeHb 3yba unn gpyrue
YyBCTBUTE/IbHbIE Y4aCTKM
— COUWKOM  ManeHbKun  amameTp
noc/IeonepaLyoHHO NoOJOMKe BUHTa
— [echopMypoBaHyie 1y MONOMKa BUHTa BO BPEMA ero BefieHUs ¢ obpa3oBaHnem
06J10MKOB, KOTOpble XVPYpr MOXET He 3aMeTUTb UM KOTOpble OH He crnocobeH
13B/1€Y4b, C BO3MOXHbIM MOC/IEAYIOLLIM NepeMeLLieHVieM 3TUX 06710MKOB
— Monocbl OT yrnyOneHni NoA BUHTbI 13-3a BbIXOAA N€3BUA
— 3ayCceHLbl/0CTPble KPOMKW Ha Kpaax NAacTyHbI
— Bbibop HeHapnexatlen hopMbl MAACTUHBI/CETKM, YTO MOXET MpuBECTU K
HefoCTaTouHOMY 06XaTuio
— [onomka BWHTa BO BpemA 3akpyunBaHusa 6e3 n3sneveHns obpa3osasLUMXCA
obnomMKoB
— MocneonepaLnoHHan NOJOMKa BVHTa
— Cockanb3blBaHWe 0TBEPTKM CO LLWLA BUHTa
— BWHT NONHOCTbBIO NPOXOANT Yepe3 NNacTUHy
— Obpa3oBaHue YacTuL, rpA3n BO BPeMA XMPYPruyeckoro BMellaTenbcTea
— MocneonepaLnoOHHOe 334eBaHVe KOCTHOW TKaHW BUHTOM
— HeHapnexallee 3akpeneHune B1HTa, YTO MOXET MPVBECTU K NOTepe BUHTA BO
BPEMA XVPYPruyeckoro BmeLlaTenbCcTsa
— lMocneonepalunoHHoe cMelleHre 1n AeopMaLya BUHTa VAW NAaCTUHbI
— OTBepcTHe B NnacTuHe He obecneynBaeT HUKCALMIO FONOBKN BUHTA
— MocneonepaunoHHas noTeps dyHKLMOHaNbHbIX CBONCTB UMMNaHTaTOM
— HeHapnexatlee 1Cnonb3oBaHne MMMNIaHTaTa, KOTOPOe MOXET MpuBecTu K
HeHaafiexallemy neyeHuo
— HeBepHbiii BbIGOP NAacTHHbI

nMnnaHTaTa [LOAsa npegnonaraemMoro

CTepXHA BWHTa, 4TO MNpmBOAUT K
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— HeBepHoe pasmelleHne MNNACTUHbI/BUHTA, KOTOPOE MOXET MpuBecT K
HeobpaTUMbIM NOBPEXAEHVAM
— Herapnexallee ncnonb3oBaHne BUHTOB UV CBEPN
— MNeperpes cBepna, KOTOPbIN MOXeT NPUBECTU K TEPMUYECKOMY HEKPO3Y KOCTU
— TpaBMWpOBaHMe NoJsib30BaTessd, KOTOPOe MOXET ObiTb CBA3AHO CO ClefyoLWMu
akTopamu:
— lNoBpexaeHne XMpyprnyeckrx nepyaTok/pyk xupypra OCTPbIMU KPOMKaMU,
06pa3oBaBLUMMWCA B pe3ynibTaTe paspesaHna naacTuH
— OcnabneHve MNNacTHbl, KOTOPOe MOXeT ObiTb CBA3aHO CO CledyloWwyMu
akTopamu:
— HepocTaTtouHan dukcauma vmnnaHTaTa
— MNocneonepaunoHHan NONOMKa BUHTa
— Wcnonb3oBaHue HeHadnexalnx BUHTOB
— 3ajeBaHune nepudepnyeckoro Hepsa, KOTOpoe MOXeT ObiTb CBA3aHO CO
cnepylowmmn hakTopamu:
— MonafaHve BWHTa B HepB, 3yOHOM 3a4aTok/KOpeHb 3yba M Apyrue
4yBCTBUTEJIbHbIE YHaCTKMN
— MoBpexAaeHne MArkUx TKaHern, KOTopoe MoxeT ObiTb CBA3AHO CO ClefyloLWwMu
akTopamm:
— lNpexaeBpeMeHHbIN BbIXO, U3 CTPOA NAACTUHbI/CETKM
— lNocneonepaunoHHan NONOMKa BUHTa
— 3ayceHLbl/0CTpble KPOMKM Ha Kpaax NaacTuHb
— lNocneonepaunoHHas NnoTepa yHKLVOHabHbIX CBONCTB UMMIAHTaTOM
— CucTeMHas MHGekuys, KoTopas MOXeT OblTb CBA3aHa CO  ChenyloLuMu
hakTopamu:
— HenonHas/HeBepHas 06paboTka, KOTOpasa MOXET NPWUBECTU K MMMAaHTaUum
HeCTepuabHOro 3Jenua
— HapylweHue cTepunbHoro 6apbepa, KOTOpOe MOXET NPVBECTW K UMMIaHTaLMmn
HeCcTepuabHOro nU3genusa
— MMnnaHTauma HecTepuabHOro n3nenus

— VIMNNaHTauMs  HeCTepuibHOTO  HEYWCTOro  W3Aenus W3-3a  HeBepHoW
VH(OPMaLIUK, YKa3aHHO Ha 3TUKETKE
— MoBTOpHOE  WCMONb30BaHWE  WMMNAaHTaTa,  NpeAHasHayeHHoro  Ans

OLHOKPATHOrO NpUMeHeHUs

n CTepunn3oBaHo obnyyeHnem

XpaHuTe UMNNaHTaTbl B 3aBOLCKOV 3alUWMTHOW YMNakoBKe W W3BJeKante ux u3
YNakoBKW HeMoCpeCTBEHHO nepef NCMo/b30BaHeM.

Mepen nNpUMeHeHWeM npoBepbTe CPOK FOAHOCTU W3L4eNnA U LeNoCTHOCTb
CTepUbHOM yNnakoBKK. 3anpeLlaeTca MCNob30BaTh, €CW ynakoBka NoBpexaeHa.

YCTPOICTBO OAHOPA30BOro NCMOJIb30BaHUA
® 3anpeLlaeTcs UCNosb30BaTh NOBTOPHO

3anpelyaeTca MOBTOPHOE WCMONb30OBaHWe U3LeNUR,
O[HOKPATHOrO NPUMEHeHUA.

MoBTOpHOE UCMNONb30BaHWe unn obpaboTka (Hanp., OYMCTKa WU MOBTOPHas
cTepunn3aLms) MOryT HapyLUUTb KOHCTPYKLMOHHYIO LeNOCTHOCTb YCTPOMCTBa U
(MnV) NPYBECTU K ero MoSOMKe, YTO, B CBOIO Ovepefb, MOXET CTaTb MPUYMHON
TpaBMbl, 3a601€BaHUA NN CMePTY NaLyvieHTa.

bonee Toro, NOBTOpPHOE MCMOSIb30BaHVeE UK 06paboTka yCTPONCTB OAHOKPATHOIO
NPUMEHEHNA MOXET CO34aTb PUCK 3apakeHns Yepes nepefady MHPULMPOBAHHOTO
BelllecTBa OT OAHOrO nauueHTa ApPYyromy. 3TO MOXET NpuBECTU K Tpasme Waun
CMepTuV NauyeHTa U onepaLMoHHOro NepcoHana.

npefHa3HavyeHHbIX Ans

3anpelyaeTca NOBTOPHO 06pabaTbiBaTh 3arpsA3HeHHbIE UMMNAHTATbI. HY Npu Kakux
obcToATeNbCTBAaX  Hesb3A  MOBTOPHO  MCMOMb30BaTh  WMMnaHTaThl  Synthes,
3arpA3HeHHble KPOBbIO, TKaHblo W (MAK) DU3NONOTUYECKMMU  KUAKOCTAMMN/
BeLLecTBaMu; C HUMW HeobxoAMMOo obpallaTbCsa COrnacHo NpasuaaM, NPUHATLIM B
MeAVLUMHCKOM  yypexXaeHun. [axe eCcaM  UMNAaHTaTbl  He  BbIFAAAAT
NOBPEXAEHHBIMY, B HUX MOTYT UMeTbCA Meskue fedeKTbl WKW BHyTpeHHue
CTPYKTYpHble M3MeHeHUA, KOTOpble MOryT NPUBECTM K YCTaNoCTu MaTepurana.

MpeaynpeXaeHus 1 Mepbl NPefOCTOPOXKHOCTH

MpepoctepexkeHns
MpepocTepexxeHna nNpu  BLIMOSHEHWN  XVPYPrnyeckoro
ncnonb3osaHem cucteM MatrixMIDFACE n MatrixORBITAL

BMewaTenbCctBa C

— Heobxogumo  ybeautbca B COOTBETCTBUM  (PYHKLMOHAbHBLIX — CBOWCTB
MHCTPYMEHTOB, a TakXXe BbINMOJIHNTb MPOBEPKY Ha Hain4ymne npusHakoB M3HOCa BO
Bpems MOBTOPHOW 06paboTkn. HeobXoArMO 3aMeHWTb W3HOLIEHHbIe WN
noBpeXAeHHble MHCTPYMEHTbI Nepes UCNosb30BaHNEM.

- PeKomeHuyeTcg MNCMOb30BaThb TOJIbKO MHCTPYMEHTbI, MOKa3aHHbIe K NMPpUMeHeHNo
B TEXHUYECKUX PYKOBOLCTBAX MO XMPypruyeckomMmy BMeLlaTesibCTBy C NprUMeHeHrnemMm
cnctem  MatrixMIDFACE  (DSEM/CMF/0216/0113) 1 MatrixORBITAL ~ (DSEM/
CMF/0216/0114) c ncnonb3oBaHnem nmnnaHtaTos MatrixMIDFACE.

— ObpalyaiiTecb C YCTPOMCTBAMU OCTOPOXHO; W3HOLUEHHbIE WHCTPYMeEHTbl O
pe3aHna KoCtn CK}'Ia,D,b\Bal;ITe B yTBEPX[OEHHbIe KOHTeI;IHepb\ A71A OCTPbIX OTXOAOB.

— Bcerga npviMeHsAinTe opoLLeHMe ¥ OTCOC ANA yAaaneHus obNOMKOB, KOTopble
Mornv 06pa3oBaTbCA BO BPEMA UMMAAHTALUW UAN YAANEHNA.

— Mpn HeobXxoAMMOCTU (POPMMPOBAHUA KOHTYpa XWpypry cnegyet wsberatb
n3rnba yCTpOl;ICTBa B MeCTe BMHTOBOIo OTBEPCTUA.

— W36eraitTe cunbHbIX, @ Tak>ke NOBTOPAIOLLMXCA U 0OPATHBIX M3rHOB, MOCKOMbKY
3TO yBe/IMYMBAET PUCK MONOMKM UMMNaHTaTa.
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— YT0bbl ONpPeaennTL He0OXOANMOE KONYECTBO BUHTOB 1A LOCTVXEHA CTabUNbHO
uikcaumy, xvpypry Heobxoanmo y4ecTb pasmep v hopMy nepenoma.

— [o3aboTbTeck 0 TOM, YTOBbI 3aLLUTUTL MATKME TKaHW OT 0Bpe3aHHbIX Kpaes NaacThHbI.

— lNepepn cBepneHnem ybenutech, 4TO AJMHA W AMaMeTp Hacafkw cBepna
COOTBETCTBYIOT AJIMHE BbIOPAHHOIO BUHTA.

— Bcerpga BbINOMHANTE OpoOlUeHVWe BO BpeMA CBepseHuA BO u3bexaHue
TEPMUNYECKOro NOBPeXAEHNA KOCTU 1 ANA obecreyeHna KOHLEeHTPaLnuy Hacagku
cBepsa Ha OTBePCTUM NAACTUHbI.

— CKOpOCTb CBEPNEHNA HMKOra He AosKHa npesbiwaTb 1 800 06/MUH, 0cobeHHO B
TBep,EI.OPI NAOTHOM KOCTW. bonee Bbicokas CKOPOCTb CBEPJIEHNA MOXET NPUBECTU K:
— TepMUYeCKOMY HeKpo3y KOCTW;

— OXOry MATKMX TKaHewn;

— BbICBEP/IMBAHWMIO OTBEPCTUA OOMblUero AvameTpa, Y4em Heobxo4MMO, 4TO
MOXeT npuBecTn K CHUXEHUIO yCunua OTpbiBa, YBEJIMYEHUIO pucKa
packanblBaHUA KOCTU BWMHTOM, HeonTUManbHOW dukcaumn w  (Unn)
HeobXOAVMOCTY NCNOSb30BaHWA aBapUiHbIX BUHTOB.

— He cBepnuTe nosepx HepBa 1AV KopHen 3yba.

— CobntofaiiTe OCTOPOXKHOCTb NP CBEPSIEHNM, HTODBI HE MOBPEAUTD, He 3aLLeMUTb
1 He NpopBaTb MATKMe TKaHW NauyeHTa Wan He NOBPeANTb BaXHble CTPYKTYpPbI.
O6s3aTeNbHO CofepXnTe CBEpSio B YUCTOTE — Ha HeM He AOSIXKHO ObiTb
XMPYPruveckmx ocTaTkos.

— Y6eauTecb B COOTBETCTBYIOLLEV AIVHE BUHTA A0 HaYaNa UMMNAaHTaumum.

— KoHTponupynte 3atArusaHve BUHTOB. [IpUNOXeHNE YPE3MEPHOro KpyTALLEro
MOMEeHTa K BUHTaM MOXeT BbI3BaTb AePOPMaLMO BUHTa U (MN1K) NNACTUHBI UK
oTcNavBaHMe KOCTU. EC/IM KOCTb OTCNaMBaeTCs, W3BNEKWUTE BWUHT W3 KOCTW U
3aMEeHWTe ero aBapuHOM BUHTOM.

— YbepunTecb B TOM, YTO PaCMoNOXeHWe MnacTuHbl obecrneynBaeT [OCTaTOYHbI
3330p OT HEPBOB, a Tak>Xe OT MPOYMX BaXKHbIX CTPYKTYP.

— MNepepHas 6okoBas YacCTb NpeABapuTeNbHO OT(OPMOBAHHON [NA3HWUYHOM
nnacTuHbl MatrixMIDFACE HamepeHHO corHyTa ©Oofiblle Mo CpaBHEHWO ¢
aHaTOMUYeCKUM CTPOeHUEM rNa3HUYHOro Bavika Ans obecneyeHuns ceobogHOro
LB/XKEHUA NNacTUHbI Npu ee pasmelleHun. ®opma nepefHern 60KOBOIR YacTu
NNacTHbl TakXe MOXEeT W3MEHATbCA AA COOTBETCTBMA aHaTOMUYeCKUM
0CObEeHHOCTAM nauueHTa.

— M3beraiTe MOLENMPOBaHMA UMMNAHTaTa Ha MeCTe, Tak Kak 3TO MOXeT NpuBecTy
K HenpaBubHOMY MONOXEHWIO MMMNAaHTaTa W/Maun K BO3AENCTBMIO MO NPUHLMNY
pblyara B 3aflHeM HanpaBfAeHUN.

- |_|pVI MCMONb30BaHMM  CaMOCBEPIALLMX  BUHTOB  AVAMETPOM 3 MM He
peKkOMeHOyeTCA BbINOJHATbL NpeABapuTeNbHOe CBEpIeHKe.

— Ybepntecb B TOM, 4YTO pacnosoXeHue MNacTUHbl OCTaBAAeT A0CTaTOYHO
CcBOOOAHOrO MecTa A/1A HepBOB, 3yOHbIX 3a4aTKOB W (MM) KOPHEN, a Take
NPOYNX BaXXHbIX CTPYKTYP.

MpenoctepexeHnsa Npu  BbINOJHEHWN

ncnosb3osaHveM cnctemol MatrixMIDFACE

— bkue WabnoHbl He NpefHa3HayeHbl 418 UMMAHTALUM WAV UCMOb30BaHUA B
KavecTBe HanpaB/AOLLEro yCTPONCTBa 417 CBEPNEHNA NPU NNAHVPOBAaHUN
XNpypryuvecknx onepawui.

Xnpypruyeckoro BmellatenbctBa C

MpepynpexxgeHus

— Wcnonb3oBaHWe cMCTeMbl BHYTPeHHeN UKCaLUM Yy NaLMeHTOB C akTUBHOW UK
NaTeHTHOM WHdeKunen MoXeT CTaTb MNPUYUHOWM MOTEHUMaNbHbIX PUCKOB,
BKJIIOYaA MOSIOMKY KOHCTPYKUMWM UM NporpeccupoBaHve MHdekuun.  Bpad
CaMOCTOATENIbHO OL|eHMBAET COCTOAHME 3[0pOBbA NauueHTa W BbibupaeT
YCTPOWCTBO puKcaLmm, Hanbonee noaxonsLliee Ans KOHKPETHOro nauveHTa. B
0653aHHOCTMN Bpaya Takke BXOLUT PacCMOTPeHMe BCEX HEOOXOAMMbIX METO0B
0N yCNELIHOro NeveHna NHMeKLmn.

— Ybenutech B HafilexallieM KavyecTBe KOCTHOW TKaHW B MecTe, BbIbpaHHOM Ans
YCTaHOBKM MMaCTWHBL.  VICNONb30BaHWe CUCTEMbI BHYTPEHHER dukcaunm y
NaLneHTOB C HeJOCTAaTOYHbIM KOAMYECTBOM WMAM KAavyeCcTBOM KOCTHOW TKaHu
MOXeT CTaTb MNPUYMHOM MOTEHUMaNbHbIX PWUCKOB, BKJOYas ocnabnexune
duKcaumm ycTpoicTea 1 NOSOMKY KOHCTPYKLMK. Bpay oLeHMBaeT CoCToAHME
3/10p0BbA NaLMeHTa 1 BbIGMPAET yCTPOMNCTBO UKcaLmm, Hanbonee nogxoasilee
[1A KOHKPETHOro nauueHTa.

— [laHHble yCTPOMCTBa MOTYT C/IOMAaTbCA BO BPDEMA UCMOSb30BaHNA (MTPY U3ObITOYHOM
YyCUAUU WKW B pe3ynbTaTe MPUMEHEHUA HeCcOOTBETCTBYIOLLMX XUPYPruyeckunx
OnepaTUBHbIX TEXHWK). B TO Bpems Kak OKOHYaTesIbHOe pelleHne 06 U3BNeyeHnn
dparmMeHTa yCTPOMCTBa NMPUHMMAET XMPYPr, Mbl PeKOMeHAyem, C y4eToM BCex
PUCKOB, (CBA3aHHbIX C TakoW onepauuen, U yu4nTblBad WHAMBWAYaNbHblE
0COOEHHOCTM KaXAO0ro OTAENbHOro nauveHTa, Bce Xe yhanaTb dparMeHT
ycTpoicTea. [lOMHMTE, 4TO WMMMANaHTaTbl He Takue MpOYHble, Kak KOCTW.
VIMNnaHTaThbl, NOABEPrHyThble 3HaYNTENbHbIM Harpy3kam, MOryT C/IOMaTbCA.

— VHCTpYyMeHTbI, BUHTbLI 1 0Ope3aHHble NIaCTUHbI MOTYT UMeTb OCTPble KOHLbI UK
NOABUXHbIE CORANHEHNA KOTOPbIE MOTYT MPOKONIOTb UM NOPBaTb NepyaTky naun
KOXY OnepaLMoHHOro nepcoHana.

— Heobxonumo npoABNATbL OCTOPOXHOCTb npu n3BreyveHmnn BCeX
He3ahMKCPOBaHHbIX (PparMeHTOB BO BpeMA XMPYpPruyeckoro BMeLLaTeIbCTBa.

— BTOBpems kak okoHYaTesnbHOe peLleHne 06 n3BneyeHnn hparmeHTa yCTponCTea
NPUHUMAET XMPYPT, Mbl PeKOMeHAyeM, C y4eTOM BCeX PUCKOB, CBA3AHHbIX C Takon
onepaumen, 1 yunTbiBas MHANBMAYaAIbHbIE OCOBEHHOCTY KaX4Oro OTAEbHOro
nauveHTa, Bce e yAanaTb dparMeHT ycTponcTBa. [locne u3BIeYeHUs
MMMAaHTaTa HeobXOAMMO OCYLLECTBAATL HaANexalynini nocaeonepalnoHHbI
KOHTPOJIb, 4TOOBI He LOMYCTUTL MOBTOPHOIO NEPeioMa.
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WUHdopmauuma o MPT

OTKNIOHEeHWe, cABUT U apTedaKTbl Ha M306pa>keHUW B COOTBETCTBUM C
TpeGoBaHnamu ASTM F2213-06, ASTM F2052-15 n ASTM F2119-07
J[loKNMHMYeckoe ncnbiTaHWe Hanbonee HebnaronpuaTHOro cLueHapus 8 MPT-cucteme
HanpAXeHHOCTbIO NoN1A 3 TN He BbIABMIO Kakoro-nmbo CyLeCTBEHHOro OTKIOHEHNA
WA CABUra  KOHCTPYKUMWM  MpW 3KCNepUMeHTaNbHO  M3MEpPeHHOM MeCTHOM
NPOCTPaHCTBEHHOM rpagmeHTe MarHutHoro nona 3,65 Tn/m. Camble KpynHble
apTedhakTbl Ha M306paXKeHNN NcHe3ani Ha PacCToAHNN 0KO0 20 MM OT KOHCTPYKLMN
NpWV CKaHMPOBAHWM C MOMOLLBIO FpaAneHTHoro 3xo (I'3). cnbiTaHune 610 nposedeHo
¢ nomoLpto MPT-cuctembl Siemens Prisma ¢ nHaykumen nona 3 Tn.

PapuoyacToTHbIN (PY), MTHAYKUMOHHbIA HarpeB cornacHo ASTM F2182-11a

[lOKNMHWYECKOe  3MeKTPOMAarHMTHOe 1 TemnjoBoe  MOAEeNVpoBaHne  Hanbonee
HebnaronpuATHOro cLieHapwa NPKBEO K NOBbILLIEHUIO TemnepaTyp Ha 9,3 °C (1,5 Tn) n 6 °C
(3 Tn) B paboyeit 30He MPT C pagMo4acTOTHbIM U3/y4eHuem (CpefHWit yaenbHbIn
K03 prumneHT nornottenvs [YKM] ons Bcero tena coctaBun 2 BT/Kr B TeyeHune 15 MUHYT).

Mepbl NpPefoOCTOPOXKHOCTU: YNOMAHYTble BbIE UCMbITaHNA OCHOBaHbl Ha

HEKJIMHNYECKOM TecTupoBaHuy. PakTuyeckoe NoBbilLeHE TemnepaTypbl y NauyeHTa

3aBUCUT OT pas/nyHbix HakTopos, He Tosbko oT YKIT 1 BpeMeHn npumererna PY.

Mo3ToMy pekoMeHayeTca 0Cob60e BHUMaHVIe yAenUTb CeAyoLLMM MyHKTaM.

— Mpu MP-CKaHMPOBaHWM peKOMeHaYeTCA TLIaTeNbHO HabnopaTb 3a NalueHToM,
NPOBEPAs HaNMyVie OLLYLLEHNA NOBbILLIEHVA TeMnepaTypbl U (M) 60NEBbIX OLLYLLEHWIA.

— MNauyieHTbl CHapyLWeHUAMY TEPMOPEr YA UM TEMMNePATyPHO 4y BCTBUTEIbHOCTY
He IOJXHbI TPOXOAWTb NpoLieaypbl MP-ckaHpoBaHwA.

— B 6OMbLUMHCTBE CyYaeB Mpu HaanyMn NPoOBOAALLMX UMMNAHTaTOB peKOMeHyeTCa
MCnonb3oBaTb cucteMy MPT C nosem HWU3KOM CuAbl. VICnonb3yembin yaesbHbii
K03t PMLMEHT nornoLueHsa (YKI) fonkeH 6biTb MO BO3MOXHOCTU CHUXEH.

— Vicnonb3oBaHvie CMCTeMbI BEHTUAALMM MOXET Takke CNnocobCcTBOBATb 3aMe//1eHMI0
pocTa TemnepaTypbl Tena.

CoyeTaHMe MeAULIMHCKUX yCTpOFICTB

McnbiTaHna Ha COBMECTUMOCTb C yCTpOIZCTBaMM, nocTasnAaemMmbiMu - OPYyrnMun
npomssoanTenaMu, He NpoBOAWMNCE, W KOMMaHWA Symhes He HeceTt
OTBETCTBEHHOCTU B CJlydae UX NpUMeHeHNA.

YnaneHue umnnaHtata

YcrponcTtso MatrixMIDFACE npefiHasHavyeHO ANA NOCTOAHHOW UMMNAAHTaUWW U He
[OJIKHO yAANATbCA NOCe MMINaHTaUMn. OOHAKO NeYaLlni X1pypr MOXeT MPUHATL
pelueHve o6 ypaneHunM WMMNaHTaTa, UCXOAA W3 OLEHKW puUcka W Monb3bl B
CnefyoLWmx CUTyaUmax:

— nepenom, CMeLLeHne Unn apyraa KanHn4eckaa HeMcnpaBHOCTb UMMNAAHTATa;

— 60/1b, BbI3BaHHaA UH(EKLMEN NOCae UMNAaHTaLMN.

MNMounck U ycTpaHeHne HeUCnpaBHOCTEN

O ntoboM Ccepbe3HOM NMPOUCLLIECTBUM, UMEBLLEM MECTO B CBA3M C
1CNONb30BaHNEM YCTPOWCTBA, ClefyeT coobLaTh NPOU3BOAUTENIO U
YNOJIHOMOYEHHOMY OpraHy rocyaapcTsa-ynera EC, B KOTOPOM Haxo4mTCs
nonb30BaTeNb 1 (MKN) NALMEHT.

Ytunusauunsa

HW npw Kaknx 06CToATEeNbCTBAX HENb3A MOBTOPHO MCMOb30BATh MMMAAHTATbI Syn-
thes, 3arpa3HeHHble KPOBbIO, TKaHbO U (MaW) DU3NONOTUYECKUMU XKULKOCTAMM
(BeLlecTBaMm); C HUIMKU HEOBXOAMMO 06PaLLATbCA COrNAcHO NPaBWaaM, NPUHATLIM
B MEAVLVHCKOM yuYpexaeHunu.

YCTponcTBa cnefyeT yTUAnM3npoBaTh Kak MeavLMHCKME yCTPOMCTBA B COOTBETCTBUN
C npouenypamMu, NPUHATLIMK B 6ONbHULE.

O6paboTka ycTpoicTBa nepep MCnosib3oBaHuem

N3genus Synthes, mocTaBnsiemMble HeCTEPUABHBIMY, [LOMKHBI ObiTb OYULLEHbI U
CTepUN30BaHbI NapoM A0 XUPYPrYECKOro NCnosb30BaHus. Mepes YnCTKoN CHUMMTE
BCIO 3aBOACKYIO YnakoBky. [lepep cCTepunv3alumeir napom nomectute v3penve 8
0[106peHHYt0 NPon3BOAUTENEM YNAKOBKY WU KOHTERHep. CnefyiiTe MHCTPYKLMW NO
OYNCTKE 1 CTEePUAM3aLIMK, YKa3aHHON B BpoLutope Synthes «BaxHas nHbopmaLnsy.

HecTepunbHoe ycTpoiiCcTBO

CneumnanbHble MHCTPYKUMY MO NPUMEHEHUI0
[lanee npuvBOJATCA XMpypriyeckne onepaLuu, OMMCaHHble B PYKOBOACTBAX Mo
XVIpYpruyeckoMy BMeLIaTenbCTsy ¢ npumMeHeHvem crctem MatrixMIDFACE 1 Matrix ORBITAL.

MatrixMIDFACE

JleyeHune TpaBMbl 1 PEKOHCTPYKLUMA - NNACTUHbI ANA CPeAHel 30Hbl MnLa
. DKCnoHUpyiiTe 0bnacTb nepesioMa 1 BrpasbTe ero

. BbibepuTe 1 noarotoBbTe UMMNAHTAT

. ChopmupyiiTe KOHTYp NNACTUHbI

. PazmecTuTe nnactuHy

. Mpocsepnute oteepcTune

. YCTaHoBUTe BUHT

O U s WN =

SE_651138 AC

[NasHWYHble NNACTUHbI

1. Bbibepute KOHCTPYKLMIO MNaCTUHbI
2. ApantupynTe NNacTyHy Ha KOCTW
3. MpocsepanTe oTBEpCTUE

4. 3aduKcmpyinTe NNAaCTUHY K KOCTH

MatrixORBITAL (npefBapuTenbHO 0THOPMOBaHHbIE Ma3HUYHbIE NAACTUHbI)

. BblbepuTe umMnnaHTaT

. BbiNonHWTe NOAroHKy pasMepa MnaaHTaTa (Mpu HeobxoAMMOoCTI)

. ChopmupyiiTe KOHTYp UMMaHTaTa (Mpn HeOHBXOANMOCTH)

. OTBeauTe MArkMe TKaHu

. BcTasbTe umnnanTaT

. MpocsepnnTe oTBEPCTYHE (MPY MCMONB30BAHWNN CAMOHAPE3HbIX BUHTOB)
. 3akpenwuTe ©MMNNaHTaT

. [poBepbTe pa3melLeHre NIaCTUHbI

0NV WN =

CM. COOTBETCTBYIOLLYIO XMPYPruYeckylo onepaTuBHYlO TEXHWKY [1A cucTem
MatrixMIDFACE n MatrixORBITAL komnaHuv DePuy Synthes, rae nprisefieHbl NonHble
VHCTPYKLMM MO NCNONb30BaHUIO.

YCTpONCTBO NpeiHa3Ha4YeHo ANA NPMMEHEHUs NOArOTOBIEHHbIM BPaiom

lcnonb3oBaHuie TONbKO 3TOr0 OMMCaHNA He 0becneyunT 4OCTaTOYHOMO YPOBHA NOATOTOBKM
ONA NPAMOro NpuMeHeHna ycTpoicT DePuy Synthes. HacTosTenbHo pekomeHgyeTcs
VIHCTPYKTVPOBaHWE XMPYProM, MMEIOLLMM OMbIT B 06PaLLEHIN C AaHHBIM YCTPOACTBAMI.

0O6paboTKa yCTPOICTBA B KIMHUYECKUX YCIOBUAX

ObLwueyKasaHna, IHPOPMaLMIONOUCMONb30BAHUIOMPa360PKEMHOrOKOMMOHEHTHBIX
VIHCTPYMEHTOB, a Takxe PyKOBOACTBO MO 06paboTke MMMIaHTaTOB MOXHO HalTw,
06paTVBLINCL K MECTHOMY TOProBOMY NPeACTaBUTENIO, W Ha caiTe:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance

O6LLyto MHpOPMaLMIO 0 MOBTOPHON 06paboTKe, YXOAEe 1 TeXHNYECKOM 0OCYXUBaHW
YCTPOWCTB  MHOTOPa30BOrO ~ UCMOMb30BaHMA  KOMMaHWW — Synthes, notkos  ans
VHCTPYMEHTOB U 4exsoB, a Takxke 0bpaboTke HecTepusbHbIX WMMNaHTaTos Synthes
MOXHO HalTu B BpoLutope «BaxxHas uHdopmMaumsy» (SE_023827) unu Ha cante:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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