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YKa3aHus 3a ynotpeba

SYNFIX™-LR

Mons, npean ynoTpeba npoyeTeTe BHUMATENHO Te3M yKa3aHua 3a ynotpeba, 6po-
wypata Ha Synthes "BakHa WHMOPMaLMA" N CbOTBETHWUTE XUPYPrUYHW TEXHUKM.
YBeperTe ce, Ye No3HaBaTe CbOTBETHATa XUPYpPruyHa TexHuka.

Matepuan

Matepuan: CraHpapT:
PEEK ASTM F 2026
TAN ISO 5832-11
MNpepHasHaueHne

Cucremata SYNFIX-LR ce CbCTOM OT UMMNGHTU U UHCTPYMEHTW, NpefHa3Ha4YeHun 3a
lumbar interbody fusion (nymb6anHa dy3us mexay Beptebpantute Tena) (ALIF). Um-
NAaHTUTe NPeAoCTaBAT [OCTaTbyHa CTabWIHOCT, Bb3CTaHOBABAT BMCOYMHATa U
nopAo3aTa, 3a Aa OCUrypAT ONTUMM3MpPaHa dy3ua.

Moka3saHua

JlymbanHu v nym60o-cakpasHu NaToNoryHU CbCTOAHUSA, KOUTO MOraT fa Hanoxat
npefHa cermeHTHa apTpoAe3a, BKIIOUYNTENHO

— JlokanusmpaHo cMNTOMaTUYHO [lereHepaTBHO 3abonABaHe Ha ANCKoBeTe

— PeBM3MOHHa XVpyprua 3a CMHAPOM Ha HeycnelHa fekoMnpecus

— lNceBpoapTposa

MpoTuBonokasaHus
Tpb6HaYHU pakTypy
— CnuHaneH Tymop
OcTteonoposa

— Wndekuyna

I'Ipomaono;(aaaHmn npuv n3nosi3BaHe KaTto CaMOCTOATENTHO Usaenue
— CnoHgunonucresa
— TeXka cermeHTHa HeCTabunHOCT

CtpaHuyHu echekTn

KakTo npu BCUYKK roNemMm Xmupypruydsn npoueaypu, Morat fa Bb3HVKHAT pUCckose,
CTPaHWYHN eheKTh U HexenaHn CbouTua. Bbnpeky ye MoraT Aa Bb3HUKHAT MHOTO
Bb3MOXHW peakLnun, HAKOU OT Han-4yecTuTe morat Aa BKJO4YBaT:

Mpobnemu, Bb3HUKBALLW BCNIECTBYE Ha aHeCTe3nATa W NO3NLMOHMPaHeTO Ha na-
umeHTa (Hanp. rajeHe, noBpblliaHe, OeHTaHN HapaHABaHWUA, HEBPOJIOTUYHW YB-
pexpaaHua 1 T.H.), Tpomb0o3a, emMbonua, UHdeKLUA, 0BUNHO KbpBEHe, ATPOreHHO
HapaHABaHe Ha HepBU 1 Cb[0BE, yBpeXAaHe Ha MeKUTe TbKaHW, BKJI. OTOK, o6pa—
3yBaHe Ha abHOPMHW LMKaTPUKCU, DYHKLIMOHANHO yBpeX/aHe Ha MYyCKynHO-CKe-
neTHaTa cuctema, bonect Ha Sudeck, anepryHu peakLn/peakLm Ha CBPbXYYBCT-
BUTENIHOCT, CTPaHWYHK edekT, CBbp3aHW C W3MbKBaHe Ha WMMNaHTa uu
13[enu1eTo, OO CBbP3BaHe, NNCa Ha CBbp3BaHe, NpoAbixasalla 60Ka, yBpex-
flaHe Ha CbCelHU KOCTW, AVNCKOBE MU MeKa ThKaH, ypasHO paskbCBaHe U U3Tu-
4aHe Ha rpbOHAYHOMO3bYHA TEYHOCT, KOMMPECHA U/WAN KOHTY3UA Ha rpbOHaYHMA
MO3bK, YaCTUYHO pa3MecTBaHe Ha rpadTa, BepTebpanHa aHrynauus.

CTele’IHO unsgenue

n CrepunusnpaHo c obnbysaHe

CbXpaHsaBaiTe UMNNAHTUTE B OPUTVHANHATA UM 3aLLUTHa ONakoBka W He r1 N3Bax-
[laliTe OT OMakoBKaTa O MOMeHTa HenocpeACTBeHO npeay ynotpeba.

Mpeay u3non3saHe NpoBepeTe CPOKa Ha FOJHOCT Ha NPO/YKTa U Ce yBepeTe B LIEAOCT-
Ta Ha CTepusHaTa onakoska. [la He ce U3M0N13Ba, ako OMakoBKaTa e noBpefeHa.

WN3penuve 3a egHoKpaTHa ynoTtpe6a

@ He ynoTpebnaBalite NOBTOPHO

MpoaykTu, NnpeaHasHadveHy 3a egHokpaTHa ynotpeba, He Tpabsa aa ce usnonseat
MOBTOPHO.

MOBTOPHOTO M3M0N3BaHe UK 0bpaboTBaHe (Hanp. NOYNCTBAHE M MOBTOPHA CTEPU-
N13alvA) MoraT Aa HapywaT CTPyKTypHaTa LAnoCT Ha U3fenuneTo u/vnun fa fnosenat
[0 HeyCrneLHoTO My (hyHKLIMOHMPaHe, KOeTO MOXe Aa NPUYKHM HapaHsaBaHe, 3a60-
NABaHe WM CMBPT Ha NaLneHTa.

OcBeH TOBa NOBTOPHOTO U3MON3BaHe Ha U3AeNns, NpeAHasHayYeHn 3a eflHokpaTHa
ynoTpeba, Moxe fja Cb3fafe prcK OT 3aMbpCABaHe, Hanp. BCIeACTBUE Ha NpeHaca-
He Ha UHDeKLO3eH MaTepran OT e4NH Ha APYr NauveHT. ToBa MOXe fia foBefe A0
HapaHABaHe UV A0 CMBPT Ha NaLyeHTa unu onepaTopa.
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3amMbpceHuTe MMMNaHTu He Tpabsa fa ce obpaboTsaT OTHOBO. VMnnaHTW Ha
Synthes, KOWTO Ca KOHTaMUHMPaHU C KPbB, ThKaH U/MN TeNeCHN TeYHOCTI/MaTe-
puwn, HKKora He TpAbBa Aa Ce W3MON3BaT NOBTOPHO W C TAX TpAGBa Aa ce bopasu
CbrNacHo ¢ GONHMYHKA NPOTOKON. BbNpekyn Ye MOXe Aa U3rnexaaT HenospeeHH,
MMNaHTUTe MoraT Aa “MmaT Manku feekTu 1 BbTPeLlHN HanpexeHus, KouTo Mo-
raT Aa NPUYWHAT yMOpa Ha MaTepuarna.

MpepnasHu mepku

O6LLMTe PUCKOBE, CBBP3aH C XMPYPrUYHWUTE HAMeCH, He Ca OMKCcaHun B Te3u ykasa-
HuA 3a ynoTpeba. 3a noseye MHPOPMaLMA, MONA, HanNpaBeTe cnpaska c bpoluypaTa
Ha Synthes "BakHa nHbopmauma".

MpepynpexxaeHuns

CunHo npenopbymTenHo e SYNFIX-LR fa ce MnnaHTMpa camo oT onepvipaLly xu-
pyp3u, KOUTO NO3HaBaT ObLLMTe NPOBNEMU Ha CNMHANHATa XMPYPrA 1 ca CNOCOOHM
fa npwnaraT cneuynduyHnTe 3a NPOAYKTa XMPYPrUYHW TEXHWUKWU. VIMAnaHTauuaTa
TpAbBa Aa Ce U3BbPLUM CbracHO C yKa3aHWATa 3a NpenopbynTenHaTa Xxupypruisa
npoueaypa. XMpypruT € OTroBOpeH 3a TOBa Aa rapaHTVpa NpaBWIHO U3BbpLUBaHe
Ha onepauuATa.

ﬂpOVBBO,DMTeJ'IHT He € OTroBOpeH 3a HWKaKBW YCJIOXHeHWA, HacTbnBalin scinea-
CTBME Ha HemnpaBuHa AuarHosa, M360p Ha HernpaBuneH UMNIaHT, HenpaBuUIHO
KOM6VIHVIpaHVI KOMMOHEHTW Ha UMMAAHTU U/nnu ornepaTuBHU TEXHUKW, OrpaHn4ye-
HVATa Ha METOLNTE Ha NnevyeHne nnm HefocTatbyHa acenTumka.

KoMGuHauusa oT meauuUHCKN uspenus
Synthes He Ca TecTBajM CbBMeCTUMOCTTa C U34enund, NnpenocTtaBAHn oT Apyru npo-
M3BOOUTENU, N HE NOEMAaT OTrOBOPHOCT Npwn I'IO,EI.OGHI/I cnydau.

MarHuTHo-pe3oHaHCHa cpefia

CbBMecTUMO ¢ MP npu onpefesieHy ycnosua:

HekNMHWMYHO TecTBaHe B Hall-NOLLINA Bb3MOXEH CLieHapWii NOKa3Ba, Ye UMMIaHTuTe

Ha cuctemaTa SYNFIX-LR ca cbBMecTumMy ¢ MP npu onpeaeneHn ycnosua. Tesu ap-

TVIKynU MoraT fia 6bAaT ckaHvupaHu 6e3onacHo Npu cnefHUTe YCIoBKA:

— CraTuyHo MarHnTHO none 1,5 Tesla u 3,0 Tesla.

— lpocTpaHCTBEHO rpaaveHTHo none 300 mT/cm (3000 Gauss/cm).

— MakcrManHoO HIBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuw-
PUYHO HMBO Ha abcopbuus) (SAR) 2 W/kg 3a 15 MUHYTH CKaHMpaHe.

Bb3 OCHOBa Ha HEKIMHUYHO TecTBaHe, MNNaHTbT SYNFIX-LR we goseae Ao nosu-

LLlaBaHe Ha TemnepaTypaTa C He noBeye OT 5,2°C Npu MakCMMaiHO HWBO Ha ycpea-

HeHa LenoTenecHa cneunduyHa abcopbuumsa (SAR) 2 W/kg, oLieHeHo Ype3 kanopu-

MeTpuA 3a 15 MUHyTM MP ckaHvpaHe B MP anapat 1,5 Tesla u 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3C/ieBaHe MOXe fa O6b/e HapyLLeHO, ako PErMOHBT
Ha MHTepec e B TOYHO CbLliaTa 061acT UM CPaBHUTENHO BAK30 A0 NONOXKEHNETO Ha
n3penneto SYNFIX-LR.

JNleyeHune npean nsnonssaHe Ha UspenmeTo

MpoaykTnTe Ha Synthes, AOCTaBAHN B HECTEPUIIHO CbCTOAHME, TPAGBa fa ce NoYnc
TAT U CTepuAM3MpaT C Napa Npeaun xupyprudHa ynotpeba. Mpean noyncteaHe oT-
CTpaHeTe opurMHaaHaTa onakoska. Mpean cTepunv3aLya C napa noctaBeTe Npoady-
KTa B ofobpeHa 06BMBKa WM KOHTeHep. CnefBaiiTe yka3aHUATa 3@ NOYUCTBaHE U
cTepuaM3aums, gafeHv B OpoluypaTa Ha Synthes "BaxkHa MHdopmMaLums”.

O6paboTka/noBTopHa o6paboTka Ha uspenverto

MofpobHM yKka3aHus 3a 06paboTKa Ha UMMNIAHTWTE 1 NMOBTOPHa 06paboTka Ha W3-
[leNINATa 338 MHOroKpaTHa ynoTpeba, TabanTe v KyTunTe 3a UHCTPYMEHTW, Ca faAeHn
B 6poLuypaTa Ha Synthes "BaxkHa MHdopMauma". YkasaHus 3a crnobssaHe 1 pasrio-
6ABaHe Ha UHCTPYMeHTWTe "Pa3rnobasaHe Ha UHCTPYMEHTH, CbCTaBeHV OT MHOMO
YacTW" MoraT fia ce u3TernaT oT: http://www.synthes.com/reprocessing
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