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WHCTpyKumMsa no akcniyaTtauum

Cucrema SYNAPSE™

Mepep, Cnoab3oBaHVieM 03HaKOMbTECh, NOXaNycTa, BHAMATENbHO C 3TON MHCTPYKLN-
eli no skcnyaTauum, 6polutopoit Synthes «BaxHas MHOPMAaLWA» U COOTBETCTBYIOLLN-
MU TeXHUKaMVI BbINONHEHWA XMPYPryeckyix onepaumii. Y 40CToBepbTeCh, YTO BaM 3Ha-
KOMa COOTBETCTBYIOLLIaA TeXHYIKa BbINONHEHNA XVPYPruyeckux onepaLiyii.

Marepuan

Martepuan: Crangapt:
TAN (Ti-6Al-7Nb) 1SO 5832-11
TexHnyeckn ncTbin TuTaH (CPTi)  1SO 5832-2

MNpeanonaraemoe ncnonb3oBaHue

Cnctema SYNAPSE - 370 pacLUMpeHHbIin Habop MHCTPYMEHTOB 1 UMMAHTaToB, B KOTO-
pbIi BXOAUT:

— BCTaB/IAEMbIe CBEPXY OCEBbI@ BUHTbI PA3IMYHON BENYMHbI

— KproYKM,

— nonepeyHble MiaHKu,

— CTEPXHW

CucteMa NpeaHasHadeHa AnA 3afiHel cTabuamsaummn No3BOHOUHOrO CToNba B LENHOM
1 BEpXHEM rpyAHOM oTfenax. MimnnaHTaTtbl obecneyunsaroT rmbkocTb, KoTopas No3Bo-
NAET NOACTPaVBaTbCA NOJ, Pa3fnyHble 0COOEHHOCTV aHaTOMUW NaLyieHTa.

Mokasanua

HecTabunbHOCTU B BEpXHEW YacTyW LLENHOro OTAeNa NO3BOHOYHOro CToN6a U B 3aTbl-
JIOYHO-LLIeHON 0bnacTn:

— PeBMaTOMAHBIN apTpuUT

- BpO)Kﬂ'eHHble aHoMannu

— [locTTpaBMaTVyeckme COCTOAHNA

— Onyxonun

— WHdbekumm

HectabunbHOCTb B HUXHEN YacTyi LLEMHOrO OTAENa W B BEPXHEN 4acTu rpyAHOro oTae-
na NO3BOHOYHOrO cToNba:

— [locTTpaBMaTVyeckme COCTOAHNA

— Onyxonun

- ﬂTpOFeHHbIe He(TaﬁMﬂbHOCTM, aefyrouine 3a }'IaMVIHBKTOMVIeI;\, n npou.
[lereHepaTvBHble 1 60Ne3HEHHbIE NOCTTPAaBMATUYECKME COCTOSHIS B HVXHEM LLENHOM
1 BepxHeM rpyaHom otAesiax no3BOHOYHOIO cTonba

MepenHve LeliHble CMAHNSA, TpebyioLLye AOMNONHUTENBHON 3aHel CTabunusaumm

MNpoTnBonokasaHus

— [ecTpyKums CNUHHOro cTonba, ConpoBOXAAIOLLAACA NOTepet BEHTPaIbHOM OnopbI
(B pesynbTaTe Onyxonen, NepenomMoB UK HMEKL), BEAET K 3Ha4NTeNbHO HecTa-
BGVNBbHOCTY B LLENHOM 1 BEPXHEM rPyAHOM OTAeNax NO3BOHOYHMKA. B 3T cuTyaLmm
cTabunusaumm npu nomoLm cuctembl SYNAPSE ByfieT HeoCTaTouHO. PeluatoLLiei
ABNAETCA [LONONHUTENbHAsA NepefHan cTabunusaums.

— TaXenblii 0CTeONopo3

MNMoTeHumanbHble PUCKU

Kak 1 B ciiy4ae co Bcemyt OCHOBHbIMY XMPYPrYeCKV M MPOLIeAyPamm, MOTYT BO3HUKHYTL
pucky, NoBoYHble 3ddekTbl 1 HebnaronpuATHble COBLITUA. B TO BpemaA Kak MOTYT BO3HUK-
HYTb MHOTME PasfinyHble PeakLyK, K CambIM pacrnpoCcTpaHeHHbIM OTHOCATCA:

Mpobnembl, BO3HVKaIOLLYIE B CBA3W C aHeCTe3Mel UV NONoXeHeM naLyieHTa (Hanp., Tow-
HOTa, PBOTa, TPaBMbI 3yO0OB, HEBPOJIOrYeckMe PaccTPOCTBa U T.4.), TPOMOO3, 3Mbonws,
VHPULMPOBaHWeE, 0bUIbHOE KPOBOTEUYeHMe, NOBPEXeHWNA HEePBHOM TKaHW 1 COCYaoB
ATPOreHHOro xapakTepa, NOBPEXAEHNA MArKVIX TKaHelA, B T. 4. oTek, 0bpa3oBaHu1e aTvinuy-
HbIX Py6LOB, HapyLLEeHVA hyHKLWIA KOCTHO-MbILLEYHON CUCTEMBI, pedpieKTopHas cMnaTh-
deckas guctpodna (PCL), annepruyeckue peakLyi v runepyyBCTBUTENbHOCTb, NOBOYHbIE
3(pheKTbl, CBA3AHHbIE C BbINAYVBAHUEM VIMMNaHTaTa VAW NPUCNOCODNeHNs, HenpaBub-
HbIM CpacTaHviem TKaHel Mocie NOBPeXaeHVIs, HeCpacTaHeM TKaHel nocie nospexae-
HYIA, NPOAOCIXaOLLMMUCA BONAMY; NOBPEXaEHUe NPUeratoLLMX KOcTel (Hanp., ocnabne-
HWe), AMCKOB (Hanp., AMCTPOMA CMEXHOrO YPOBHSA) UMM MATKVX TKaHei, paspbis
LlypanbHON 060104KY M MpoTeKaHWe CNMHHOMO3TOBO XUOKOCTY; KOMMpeccus v (M)
YLIMG CIMHHOrO MO3ra, YacTYHOe CMeLLieHWe UMMNaHTaTa, UCKpUB/EHWE NO3BOHOYHYIKA.

CTepuibHbIN NpuGop

n CrepunnsosaH obnyyeHnem

XpaHMTE nMnnaHTaTel B UX OpMFMHaJ’IbHOV\ ynakoske n JocTaBaviTe 13 YyNakoBkK He
paHee, 4eM HenocpenCcTBeHHO nepem NCroJib30BaHNEM.

I'Iepe,J:L MCNonb30BaHMEM MNPOoBepbTe AaTy OKOHYaHMA CpOKa roAHOCT N LeNIbHOCTb CTe-
pVIﬂbHOIZ YNakoBKK. He VICI'IOJ'Ib3y\7|Te, eC/In ynakoBKa noBpexnaeHa.

YCTPOICTBO ANsl O[HOPA30BOro UCMOJIb30BaHUA

@ He ncnonb3osBaTtb NOBTOPHO

MpoayKThl, NpefHa3HaYeHHble A1 0AHOPa30BOro UCMO/b30BaHMA, 3aMpeLLeHo NCNob-
30BaTb MOBTOPHO.
MoBTOPHOE VCMOSIb30BaHWe UK 06paboTka [/1A NOBTOPHOMO UCMONb30BaHUA (Hanp.,
4NCTKa U CTepUM3aLyIa) MOXET NPUBECTU K HapyLUEHWIO CTPYKTYPHOW LienbHOCTU v/
WU MOJIOMKE YCTPOICTBa, YTO MOXET CTaTb MPWUYWMHOW TpaBMbl, 3aboneBaHuA uam
CMepTu naumeHTa.
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Bonee Toro, NOBTOPHOE UCNONb30BaHWe Uy 06paboTka ANA NOBTOPHOIO KCMOSb30Ba-
HUA YCTPOWCTB, MpefHa3HayYeHHbIX 41 OOHOPa30BOro WCMONb30BaHUA, MOXET CO-
30aTh PUCK 3apaxeHus, Hanpymep, B pesynbTaTe nepeHoca UHMEKLMOHHOro MaTepu-
afa OT OAHOrO NalueHTa K ApYroMy. 3T0 MOXET CTaTb MPUYMHON TPaBMbl 1 CMepTU
nauyeHTa 1am Toro, KTo Ucnonb3yeT npubop.

3anpeLLieHo 06pabaTbiBaTb /1A NOBTOPHOIO UCMO/b30BAHMA 3arpA3HEHHbIE VMMIaHTa-
Tbl. HY B KOeM cyyae Henb3s NOBTOPHO VCMOMb30BaTh UMMNaHTaThl Synthes, 3arpAsHeH-
Hble KPOBbIO, TKAHAMM U/WIN OPraHNYeCKMU XXUOKOCTAMI/BELLIECTBOM, TaKiie VMMiaH-
TaTbl [OSKHbI YTUIM3MPOBATLCA B COOTBETCTBUM C MPOTOKOSIOM BONbHMLBI. [daxke ecn
VIMMNAHTaTbl He BbIMIAAAT NOBPEXAEHHBIMY, Ha HAX MOTYT ObiTb Meskue fechekTbl U
BHYTPEHHME CTPYKTYPHbIE U3MEHEHWS, KOTOPbIEe MOTYT MPUBECTY K YCTaNoCTV MaTepuana.

MpepocTtepexxeHne

B [laHHOWM WHCTPYKLMM MO 3KCnyaTaLmn He [aeTcs onmcaHue OCHOBHBIX PUCKOB, CBs-
3aHHbBIX C XVPYPrYeckM BMeLaTeNbCTBOM. JONONHATENbHYIO UHEOPMALMIO CM. B
6potutope Synthes «BaxHas nHopmaLmsy».

MpepynpexxpeHns

HactosTensHo pekomergyeTcs, YTobbl MMnnaHTauma SYNAPSE nposoamnacs npaku-
KYIOLLIMMW XMpypramu, 3HaKOMbIMW C OCHOBHbIMW BOMPOCaMW XUPYPrv MO3BOHOYHM-
Ka, ¥ CNOCOBHBIMU OBALETb XVPYPrUYECKMMY TEXHVKaMM, UMEIOLLMMU OTHOLLIEHME K
3TOMy NpoAyKTy. IMnnaHTauua AoMKHa NPOBOANTLCA B COOTBETCTBUN C MHCTPYKLMA-
MW MO BbINOSIHEHWIO PEKOMEHYEMOW XMPYPryeckon npoLeaypbl. Xvpypr oTBeTCTBe-
HeH 3a [oJIKHOe NpoBefeHNe onepauymn.

I'Ipomsso,uwent, He HeceT OTBETCTBEHHOCTM 3a Kakne-IMbo OCIOXKHEHNS, BO3HVKLLNE
no NpunynHe HeBepHOro AnarHosa, Bbl60pa HEBEpPHOro nMniaHTaTa, HeBepHOro coean-
HeHVA KOMMOHEHTOB UMMJIaHTaTa Wuin TeXHUK BbINOJIHEHNA XI/IpypI'I/I‘-leCKOI;N onepa-
Lnn, OI'paHVNeHVH;I METOA0B NeYeHNA UK HeadekBaTHOM acenTuku.

COBMeCTUMOCTb MeAULIMHCKUX YCTPONCTB
Synthes He TeCTMpOBan COBMECTUMOCTb C YCTPOWCTBaMI OT APYriX NPOV3BOAUTENEN 1
He BepeT Ha cebA OTBETCTBEHHOCTM B TaKVX CIyYasX.

MarHuTHo-pe3oHaHCHaA cpepa

MoaBep>XeHHOCTb BO3AENCTBMIO MarHUTHOro nons MPT:

HeknmnH1yeckoe UcrbiTaHe camoro HebnaronpUATHOroO CLieHapKA MokKasano, YTo 1M-

nnaHTathl cuctembl SYNAPSE AOMycKatoT NCNOb30BaHMe B MarHUTHOM nosie MPT. 31u

M3AeNVA MOXHO 6e30MacHO CKaHWPOBaTb NP COBMIOAEHNV CIeAYIOLLWX YCIIOBWIA:

— CraTnyeckoe marHuTtHoe none 1,5Tnn 3,0 Tn.

— lpocTpaHcTBeHHOE nose ¢ rpagventom 300 MTa/cm (3000 Ic/cm).

— MakcuManbHas ycpeaHeHHas yaenbHasa HopMa nornolerna (SAR) ana scero Tena
1,8 BT/Kr Ha 15 MUHYT CKaHUpOBaHKA.

10 AaHHbIM HeKJTIMHUYECKOro UcnbiTaHnaA, nmnaaHTaT SYNAPSE faeT nosbilleHvie Tem-

nepaTypbl He 6osiee Yem Ha 5,7°C npy MakCUMasbHOW yCpeaHEHHON yaebHOR HopMe

nornoLuerus (SAR) ons scero Tena 1,8 BT/Kr, Kak nokasana kanopumetpwa npu 15

MUHyTax MPT ckaHvpoBaHua B MPT ckaHepe C HanpaXeHHOCTbIO MarHUTHOrO Moss

1,5Tnhn3,0Tn.

HaxoxaeHne 06nacTyt CkaHMpPOBaHUA Ha TOM e TOYHO y4acTKe UK Ha y4acTke, OTHO-

CUTeNbHO BAM3KOM K TOMY, FAe pa3MeLLeHo ycTpoincTBo SYNAPSE, MOXeT npvsecTn K

HapyLUeHunto KayecTBa MPT n306paxeHus.

O6Gpa6oTka ycTpoincTBa nepep, NCnosib3oBaHUEM

MpoaykTsl Synthes, nocTaBnsieMble B HECTEPUbHBIX YCIIOBUAX, [OSXKHbI POATN O4NCTKY
1 CTEPWUIN3aLMIO NapoM nepes 1Cnosib30BaHeM B XMPYPrudeckux uensax. Mepen o4ncr-
KOV CHAMWTE BCIO OPWTHasbHYtO YNakoBKy. Mepes cTepunnsaLmeid napom nomectute
NPOAYKT B Pa3speLLeHHyIo K 1CMOb30BaHMIO YNakoBKy Ui KOHTeHep. CreayiTe vH-
CTPYKLMM MO OYMCTKE W CTePUAV3aLMK, yKka3aHHOM B BpoLutope «BaxHas nHbopmaLmsy.

O6paboTka/noBTOpHasl 06paboTKa yCcTpoicTBa

MoapobHble MHCTPYKLMM N0 06paboTke MMMNAHTATOB 1 NOBTOPHOM 06paboTKe yCTPOCTB
MHOrOKPaTHOTO VCMOMb30BaHMSA, IOTKOB A1 MHCTPYMEHTOB W YNakoBOK ONMcaHbl B 6po-
Llope KoMmnaHun Synthes «BaxHas nH(opmaLums». UHCTpyKLym no cbopke n pasbopke
VHCTPYMEHTOB «Pa3b0pka MHOrOKOMMOHEHTHbIX MHCTPYMEHTOBY» MOXHO CKavaTb, Npoias
no ccuinke http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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