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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.

MaTtepuan

MaTtepuan: Cranpapt:
PEEK (MonuetepeTepkeToH) ASTM F 2026
TAN (Ti-6AI-7Nb) ISO 5832-11

MpegHasHauyeHune

Cnctemata SYNFIX-LR ce cbCTOM OT UMNAAHTU U UHCTPYMEHTW, NpefHa3HavyeHn 3a
lumbar interbody fusion (nymbanHa dy3ua mexgy Beprebpantute Tena) (ALIF). Nm-
NAaHTUTe NPeAOCTaBAT [OCTaTbyHa CTabWIHOCT, Bb3CTaHOBABAT BMCOYMHATA U
nopfosata, 3a Aa OCUrypAT onTUMU3MpaHa dy3na.

Moka3saHua

JlymbanHu n nym60-cakpasHy NaToNornyHn CbCTOAHUA, KOUTO MOraT fja Hanoxat
npefHa CerMeHTHa apTpoae3a, BKJIIOYUTENHO

— JloKanM3npaHo CUMNTOMATUYHO AereHepaTnBHO 3abonaBaHe Ha ANCKoBeTe

— PeBM3MOHHa XVpyprua 3a CMHAPOM Ha HeycrnellHa AekoMnpecus

— lNcespoapTposa

MpoTuBonokasaHus
TpbbHaYHU pakTypy
— CnuHaneH Tymop
OcTteonoposa

— Wndekyna

I'Ipomaono;<a3an1 npuv n3nosi3BaHe KaTto CaMOCTOATENTHO Usaenune
— CnoHgunonucresa
— TeXka cermeHTHa HecTabunHOCT

MoTeHUMaNHN HeXenaHu cbouTus

KakTo npu BCUYKM rofiemMu XMpypruyHy npoLeaypu, MoraT fja Bb3HUKHAT prUcKoBe,
CTPaHWYHY epekTH U HexenaHyn CbbuTns. Bbrpeku Ye MoraT Aa Bb3HUKHAT MHOTO
Bb3MOXHW PeaKLyu, HAKOU OT Han-4eCcTUTe MoraT fia BKJIIOYBAT:

Mpobsiemy, Bb3HMKBALLM BCEACTBIE HAa aHeCTe3naTa U No3ULUMOHNPAHEeTOo Ha na-
UneHTa (Hanp. rafeHe, NoBpblyaHe, AEHTaNHU HapaHABaHUA, HEBPOJIOTUYHU YB-
pexnaHus 1 T.H.); TpoM603a, eM6onns, UHGeKLMs, 0BUIHO KbpBEHE, ATPOreHHO
HapaHsBaHe Ha HePBU U CbA0BE, YBPEXAaHe Ha MeKWUTe TbKaHu, BKJ. OTOK, obpa-
3yBaHe Ha abHOPMHW UMKATPUKCU, (DYHKLIMOHASHO yBpeXAaHe Ha MyCKyNHO-CKe-
neTHaTa CUCTeMa, KOMMJeKceH pervoHaneH G60NKOB CMHAPOM, anepruyHn peak-
LMW/peakumn Ha CBPbXYYBCTBUTETHOCT, CTPaHUYHU eeKTU, CBbP3aHM C U3MbKBaHe
Ha MMMIaHTa W M3AenaneTo, S0Wo CBbp3BaHe, SUnca Ha CBbp3BaHe, NPogbXKa-
Ballla 60/1Ka; yBpeXAaHe Ha CbCefHM KOCTM (Hanp. cnafaxe), Anckose (Hanp. gere-
Hepauws Ha CbCeAHO HUBO) UM MeKa TbKaH, AypasiHo paskbCBaHe Wu U3TUYaHe Ha
rPbOHaYHOMO3bYHA TEYHOCT; KOMMPECHS W/ KOHTY3WS Ha rpbOHAYHNA MO3bK,
4aCTUYHO pa3mecTBaHe Ha rpadTa, BepTebpasiHa aHrynaums.

CTele’IHO unspenue

n CrepunusnpaHo c obnbysaHe

CbXpaHsABaiTe UMNNAHTUTE B OPUTVHANHATA UM 3aLLUUTHA ONakoBKa W He r1 N3Bax-
flaliTe OT OMakoBKaTa O MOMeHTa HenocpeaCTBeHO npeay ynotpeba.

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

@ [la He ce cTepun3vpa NOBTOPHO

N3penue 3a egHoKpaTtHa ynotpeba

® He ynoTpebsBaiite NOBTOPHO

MpodykTu, NpefHa3HayeHn 3a efHokpaTHa ynotpeba, He Tpsabsa Aa ce usnonssat
MOBTOPHO.

MoBTOPHOTO M3M013BaHe UK 06paboTBaHe (Hanp. MOYNCTBAHE ¥ MOBTOPHA CTEPU-
N3auuMs) MoraT Aa HapywaT CTPyKTypHaTa UAaoCT Ha U34enneTo u/wnuv fa fnosenat
[10 HeyCreLHOTO My (YHKLIMOHMpaHe, KOeTO MOXe Aa NPUYNHYM HapaHsaBaHe, 3a60-
NIABaHe WM CMBPT Ha NaLneHTa.

OcBeH TOBa NOBTOPHOTO U3M0N3BaHe Ha U34enns, NpeaHa3HaYeHn 3a elHOKpaTHa
ynoTpeba, Moxe fja Cb3afe prck OT 3aMbpCsBaHe, HaMp. BCIeACTBME Ha NpeHacs-
He Ha nHbekLMo3eH MaTepran OT eAuH Ha Apyr nauveHT. ToBa MoXe fa AoBefe [0
HapaHsBaHe UM 40 CMBPT Ha NauyeHTa UK 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.

MpepnasHn mepKu

ObLLTe pUCKOBE, CBBP3aHM C XMPYPrUYHUTE HAMECH, He Ca ONMCaHK B Te3u ykasa-
HWA 3a ynoTpeba. 3a noseye MHOPMaLWA, MONS, HanpaseTe CNpaska ¢ bpoluypaTa
Ha Synthes "Ba>xHa UHopMaLua".

MpenpynpexxpeHnsa

Cunro npenopbuntenHo e SYNFIX-LR fa ce umnnanTvpa camo oT onepvpatiu xu-
pyp3¥, KOUTO NO3HaBaT 06LLMTe NPOBAEMU Ha CNIMHANHATa XMPYPris 11 ca CNocobHM
fa npunaraT cneunduyHnTe 3a NPOAYKTa XMPYPTrUYHM TEXHUKW. VIMNnaHTaumaTa
TpsAbBa Aa Ce M3BbPLUM CbIIACHO C YKa3aHWATa 3a NpenopbynTesHaTa Xupypruixa
npouenypa. XMpypruT e OTroBOpeH 3a ToBa [a rapaHTupa NpaBuIHO 13BbpLUBaHe
Ha onepauuATa.

HpOVISBO,D,VITeJ'IﬂT He € OTrOBOPEH 3a HWKaKBW YCNTIOXKHEHWNA, HaCcTbMNBally BCneq-
CTBME Ha HenpasBWHa AWarHosa, M360p Ha HenpaswuieH UMNAaHT, HenpasuIHO
KOM6VIHV|paHVI KOMTMOHEHTU Ha UMMAAHTW U/Mnan onepaTnBHU TEXHUKW, OrpaHn4ye-
HVATA Ha METOANTE Ha NledeHne N HegocCTtatbyHa acenTumka.

KomGuHauma oT MeAUUUHCKKN n3genmna
Synthes He ca TecTBann CbBMeCTUMOCTTa C U3LeNUA, NPeoCTaBAHY OT APYri Npo-
13BOAMTENN, U He MOeMaT OTrOBOPHOCT NPU NOJO6HM Ciyyau.

MarHuTHo-pe3oHaHCHa cpefia

CbBMecTUMO ¢ MP npu onpefesieHy ycnosua:

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

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

TVKynU 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).

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

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

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

HeHa LenoTenecHa cneunduyHa abcopbuumsa (SAR) 2 W/kg, oLieHeHo Ype3s kanopu-

MeTpuA 3a 15 MuHyTM MP ckaHupaHe B MP anapat 1,5 Tesla u 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HOTO M3C/ieBaHe MOXe fa O6b/ie HapyLLeHO, ako PErMOHBT
Ha MHTepec e B TOYHO CbLliaTa 061acT UM CPaBHUTENHO BAK30 A0 NONOXKEHNETO Ha
n3penneto SYNFIX-LR.

JleyeHune npeaun nsnonsBaHe Ha UspenmeTo

MpoaykTnTe Ha Synthes, AOCTaBAHN B HECTEPUIIHO CbCTOSAHME, TPAGBa fAa ce NoYnc
TAT U CTepUAM3MPAT C Napa Npeau xmpyprudHa ynotpeba. Mpean noynctsaHe or-
CTpaHeTe opurMHaaHaTa onakoska. Mpean cTepunv3aLma C napa noctaseTe Npoay-
KTa B ofobpeHa 06BMBKa WM KOHTeHep. CnefpaiiTe yka3aHUATa 3@ NOYUCTBaHE U
cTepuansaums, gafeHv B 6poluypata Ha Synthes "BaxHa nHdopmauma".

O6paboTka/noBTopHa 06paboTka Ha uspenveTo

MoapobHu ykasaHusa 3a 06paboTka Ha UMMNNaHTWUTE 1 NOBTOPHa 06paboTka Ha n3-
flennsTa 3a MHOrokpaTHa ynotpeba, TabnuTe v KyTunTe 3a UHCTPYMEHTW, Ca AafeHN
B Opolyparta Ha Synthes "BaxHa uHdopmauma". YkasaHua 3a crnobasaHe v pasrno-
6ABaHe Ha UHCTPYMEHTWTe "Pa3rnobasaHe Ha UHCTPYMEHTH, CbCTaBeHV OT MHOMO
4actn" mMorart fa ce U3TersIAT oT:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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