VIHCTpYKLMA N0 3KChnyaTaumm

T-PAL™ -

cncTemMa TPaHCMOPAMUMHABbHbIX 3aQHNX aTPaBMAaTNY-
HbIX MOACHUYHBIX MEXMO3BOHKOBbIX M//1b3

Tepputopumn CLLIA

SPINE 0123

(§) DePuySynthes ce

Hol. SE_528814 AB  11/2014

paHe

© Synthes GmbH 2014.  Bce npasa cox



WHCTpyKumMsa no akcniyaTtauum

T-PAL™

Mepen NCnob30BaHNEM 03HAKOMbBTECh, MOXKaYMCTa, BHAMATENIbHO C 3TOW MHCTPYKLM-
eii no 3kcnyaTaumu, Gpottopoit Synthes «BaxkHas VHOPMaLMA» U COOTBETCTBYIOLLI-
MV TEXHUKAMU BbINOSHEHUSA XMPYPrYecknx onepaLmun. Y 40CToBepbTeCh, YTO BaM 3Ha-
KOMa COOTBETCTBYIOLLIaA TeXHVIKA BbINOSHEHNA XVPYPrUYeCKMX onepaLiyii.

Martepuan

Martepuan: CranpapT:
PEEK ASTM F 2026
TAN ISO 5832-11

Mpeanonaraemoe ncnosnb3oBaHue

MmnnaHTaT T-PAL npefHasHayeH 419 3aMeHbl MOACHWYHbBIX MEXMNO3BOHOYHbIX AVCKOB 1
CNVIAHNA NPUNEraloLLyX TeN NO3BOHKOB Ha yposHe L1 - S1. VimnnaHTat T-PAL cKoHCTpyw-
pOBaH And TpaHChopaMmUHaIbHOro NOAXOAA.

Moka3saHua

MaTonorMn NOACHNYHOrO U NOACHNYHO-KPECTLIOBOrO OTAENIOB, NPV KOTOPbIX NOKa3aH
CerMeHTHbIN CNOHAMNOAE3, HanpuUmep:

— [lereHepaTviBHble 3a60J1€BaHNA AMNCKOB 1 HECTaOMIBHOCTL MO3BOHOYHOTO CTON6a

— [lpoueaypbl NepecmoTpa Npu NOCTANCIKTOMUYECKOM CUHAOPOME

— [1ceBAOAPTPO3 MW HeyAauHbI CNOHAMNOAES.

— [JereHepaTuBHbIN CNOHAMNOANCTES

— WIcTMnyeckunin cnongunonucres

BaxxHo: CucTema T-PAL [osKHa NPUMEHATBCA B COYETaHUM C 3aHeN ukcaLmei

MNpoTuBonokasaHua

— [epenombl NO3BOHKOB

— Onyxoan No3BOHOYHOrO CToN6a

— 3HaunTenNbHble HeCTabuAbHOCTM NO3BOHOYHOIO CTONbA
TMepBuyHble AedopmaLyv MO3BOHOYHOrO cToNba
Ocreonopos

MoGouHble penicTBuA

Kak 1 B clyqae o BCemu OCHOBHBIMY XMPYPritieckuMm npoLieaypamu, MOryT BO3HVKHYTb
pUCKy, NOBOYHbIe AERCTBIA U HebnaronpuATHbIe COBLITUA. B TO BpeMs Kak MOTYT BO3HUK-
HYTb MHOTMe Pa3fnyHble peakLmnm, K camMblM PaCcNPOCTPaHEHHBIM OTHOCATCA:

MpobemMbl, BO3HVKAIOLLME B CBA3M C aHeCTe3uel Uan NonoxeHeM naLyieHTa (Hanp. Totw-
HOTa, PBOTa, TPaBMbl 3yOOB, HEBPOJIOrYecke PaCcCTPOICTBa, U T.4,), TPOM603, ambonws,
UHheKLMSA, U3BbITOYHOE KPOBOTEUEHME, ATPOrEHHbIE MOBPEXAEHNA HENPOCUCTEM 1 COCY-
[10B, NOBPEXAEHVA MArKUX TKaHel, B TOM YMce oTek, aHOMaslbHble (POPMUPOBaHIIA Lpa-
MOBOW TKaHV, (PYHKLMOHANbHbIE MOBPEXAEHNA KOCTHO-MbILLEYHON CUCTEMb, 6ONe3Hb
3yfeKa, annepryeckue/rvinepceH3nTUBHbIE peakLmy, NobouHble 3ddekTbl, CBA3aHHbIE C
BbICTyMaHVeM WMMaHTaTa WanM NpucnocobneHis, HenpaBUibHbIM CpacTaH1eM TKaHel
nocie NOBPeXAeHNA, HecpacTaHMeM TKaHel nocie NOBPeXAeHs, NPOAOIKAIOLLMMMUCA
6onAMY; NoBpexaeHVe NpuneraloLLnX KOCTel, AUCKOB UAWN MAMKVX TKaHel, paspbie ay-
panbHOM 0060M0YKN UK MpOTEKaHWe CMUHHOMO3rOBOW XWAKOCTY; KOMMpeccns wiunm
KOHTY31s CMIMHHOTO MO3ra, YacTU4HOe CMeLLieHVe UMMIaHTaTa, nepernt No3BOHOYHMKA.

CTepuibHbI NpnuGop

n CTepunn3oBaHo 06nyyeHeM

XpaHWTe MMNAaHTaTbl B UX OPUrMHAMBHOM yNakoBKe W AOCTaBaiTe U3 yNnakoBKU He
paHee, YeM HermocpeACTBEHHO Neper, NCMnosb30BaHNEM.

Mepef 1cnonb3oBaHieM NPoBepbTe AaTy OKOHYaHWA CPOKa FOAHOCTY U LIENIbHOCTb CTe-
PUBbHOI YNakoBKU. He ncronb3yiiTe, e ynakoBka noBpexaeHa.

He ctepunnsosatb

yCTpOﬁCTBO A1 OAHOPa30BOro UCNoJib3o0BaHUA
® He ncnonb3osatb MOBTOPHO

MpoayKTbl, NpefHa3Ha4YeHHbIe A1 0AHOPa30BOro UCMOb30BaHMA, 3aMpeLLeHo 1Crosb-
30BaTb MOBTOPHO.

ToBTOPHOE VCMOsb30BaHMe I 06paboTKa [/17 MOBTOPHOTO VCMOb30BaHMUA (Hanp., YMCT-
Ka v CTepUAM3aLma) MOXeT NPUBECTU K HapyLUEHUIO CTPYKTYPHOW LeNbHOCTU W/inn no-
JIOMKe YCTPOWNCTBa, YTO MOXET CTaTb NPUYMHON TPaBMbl, 3a001eBaHWA 1AM CMepTY naLu-
eHTa.
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Bonee Toro, NOBTOPHOE UCMONb30BaHWE 1Nk 06paboTKa ANS MOBTOPHOIO MCMOSb30Ba-
HVA YCTPOWCTB, MPeAHa3Ha4YeHHbIX 18 OAHOPA30BOrO WCMOb30BAHMA, MOXET CO-
3AaTb PUCK 3apaxkeHUs, HanpyMep, B pe3ysbTaTe NepeHoca NHEKLMOHHOTO MaTepy-
ana oT OAHOro NaUMeHTa K ApYroMy. 3TO MOXET CTaTb NPUUMHON TPaBMbl UK CMEPTU
naLmMeHTa 1an Toro, KTo UCnonb3yeT nprbop.

3anpelLieHo 06pabaTbiBaTh 415 MOBTOPHOIO UCMOMb30BAHNA 3arPA3HEHHbIE UMMIAHTa-
Tbl. HW B KOEM C/ly4ae Hemb3sa MOBTOPHO 1CMOSb30BaTh UMMIAHTaTLI Synthes, 3arpss-
HEHHble KPOBbIO, TKAHAMU WM OPraHU4eckMU XUAKOCTAMW/BELLECTBOM, Takue
VMMNaHTaTbl [OMKHbI YTUAN3MPOBATLCA B COOTBETCTBUU C MPOTOKONOM GOMBHLLbI.
[laxke ecnM VMMNAAHTaTbl HE BbIFIAAAT NMOBPEXAEHHBIMU, Ha HIX MOTYT ObiTb Menkue
LiechekTbl VAN BHYTPEHHME CTPYKTYPHBIE M3MEHEHWS, KOTOPbIE MOTYT NPUBECTH K yCTa-
710CTU MaTepuana.

Mepbl NpefoCcTOPOIKHOCTH

B [laHHOW WHCTPYKLMKM NO 3KCryaTaLmn He [aeTcs onMcaHue OCHOBHBIX PUCKOB, CBA-
3aHHbIX C XMPYPrUYeckM BMeLLaTeNbCTBOM. JONOSHUTENbHYIO UH(OPMaLMIO CM. B
6polutope Synthes «BaxkHas MHpoOpMaLWsy.

MpepynpexxaexHua

HacTosTenbHo pekoMeHayeTcs, YTobbl MMNaHTauus T-PAL npoBoAmiac NpakTvkyto-
LMK XMPYPraMu, 3HaKOMbIMU C OCHOBHbIMY BONPOCaMU XMPYPrv NO3BOHOYHIKA, 1
CMOCOBHbBIMM OBNALETL XMPYPrUYECKUMY TEXHUKAMW, VMEIOLLIMUN OTHOLLEHWE K STOMY
npoaykTy. MnnaHTauma OOMmKHa NPOBOAUTLCA B COOTBETCTBUM C UHCTPYKUMAMU MO
BbINOJIHEHMIO PEKOMEHAYeMOM XMPYpruyecko npoledypbl. XvMpypr OTBETCTBEHEH 3a
[OMKHOE NpoBefeHne onepaLyn.

ﬂpOI/I3BO,DMTEﬂb He HeceT OTBETCTBEHHOCTM 3a KaKne-Nnbo OCIOXHEHWS, BO3HUKLLIVE
no Npn4ynHe HeBepHOro AnarHo3sa, Bb|60pa HEBEPHOro MMniaHTaTa, HeBEPHOro coean-
HeHVA KOMMOHEHTOB UMMJIaHTaTa Wuan TeXHUK BbINOJIHEHNA XI/IpypI'VI‘-leCKOI;N onepa-
Lnn, orpaqueHMM METOA0B NeYeHNA UK HeadekBaTHOM acenTuku.

COBMECTMMOCTb MEAULIMHCKMX YCTPOWCTB
Synthes He TeCTUPOBaN COBMECTUMOCTb C YCTPONCTBAMM OT ipyriX MPOU3BOAUTENE 1 HE
6epeT Ha cebs OTBETCTBEHHOCTM B TaKMX CIy4asX.

MarHWTHO-pe3oHaHCHaA cpepa

COBMECTUMOCTb C MarHUTHO-PE30HaHCHOW CPeaoi:

HeknuH1yeckoe UcrbiTaHe camoro HebnaronprATHOroO CLieHapuA MokKasano, YTo 1M-

nnaHTaTbl cnctembl T-PAL (PEEK) gonyckatoT ncnonb3oBaHue B MarHUTHOM nosie MPT.

[laHHble yCTpoVicTBa MOXHO He30MacHO CkaHMPOBAaTb MPU CEAYIOLLVX YCTIOBUAX:

— Cratndeckoe mMarHuTtHoe none 1,5 Tnwn 3,0 T,

— TpocTpaHcTBeHHOe none ¢ rpagveHTom 90 mTn/cm (900 Ic/cm).

— MakcuManbHas ycpefHeHHan yaenbHas HopMa noroLeHus (SAR) ana scero tena 4
BT/Kr Ha 15 MUHYT CKaHMpOBaHWA.

[0 AaHHbIM HEeKJIMHUYECKOro MUcnbiTaHnsa, umnnaHTaT T-PAL (PEEK) gaeT nosbilleHne
Temnepatypbl He 6onee Yem 1.5°C Npu MakcManbHOM yCpeaHeHHO yaenbHoN Hopme
nornoLieHuns (SAR) ana Bcero Tena 4 BT/Kr, kak nokasana kanopumetpusa npu 15 MuHy-
Tax MPT ckaHvpoBaHya 8 MPT ckarepe 1,5 Taw 3,0 Tn.

HaxoxaeHve 06nacTyt ckaHUpOBaHWA B TOM Xe TOYHO y4acTKe UKW B yqacTke, OTHOCU-
TesnbHO 6IM3KOM K TOMY, rAie pa3melleHo ycTpoicTBo T-PAL (PEEK), MoxeT npmBecTu K
HapyLeHuio kayectsa MPT nsobpaxeHus.
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