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YKa3aHus 3a ynotpeba

ZERO-P™

Mons, npeav ynoTpeba npoyeTeTe BHUMATENHO Te3M yKa3aHuA 3a ynotpeba, 6po-
wypata Ha Synthes “BaHa MHGOPMaUMA” U CbOTBETHWUTE XUPYPrUYHU TEXHUKM.
yBepeTe ce, Ye No3HaBaTe CbOTBETHATA XUPYPruyHa TexHuKa.

Matepuan

MaTtepuan: CraHpapT:
TAN 1SO 5832-11
PEEK ASTM F 2026
TAV ELI ASTM F 136
NMpenHasHavyeHune

Cuctemata ZERO-P e npepHasHayeHa 3a ynoTpeba crep npefHa LepBUKanHa
[OMNCKeKTOMUA 3a pefyKLMa U CTabunusauma Ha LepBrkanHusa CerMeHT Ha rpbbHaka
(C2-C7).

Moka3aHua

— Degenerative disc disease ([JereHepaTvBHo 3abonsBaHe Ha anckoseTe) (DDD, fe-
PUHMPaHO KaTo BoMKa B LUMATA OT ANCKOreHeH NPOW3XOA, C AereHepaumsa Ha au-
cKa, NOTBBPAEHO OT aHaMHe3aTa 1 peHTreHorpadcknTe n3cneaBaHus)

— CnuHanHa cTeHosa

— HeycnewHn npeaxoaHu dysun

— lNceBpoapTpo3a

MpoTuBonokasaHua
— CnuHanHa pakTypa
— CnuHaneH Tymop

— Texka ocTeonoposa
— CnuHanHa nHdekuma

MoTeHUManHN puckose

KakTo npu BCUYKM roneMu XvpypruyHy npouenypy, MoraT 4a Bb3HWUKHAT PUCKOBE,
CTPaHUYHW edhekTU 1 HexenaHu CbouTKa. Bbnpekn Ye MoraT Aa Bb3HUKHAT MHOMO
Bb3MOXHW peakLuy, HAKOW OT Har-4eCTuTe MoraT fa BKJII0YBaT:

Mpobnemu, Bb3HMKBALLW BCAIeACTBIE Ha aHeCTe3nATa U NO3VLVOHPAHETO Ha NaLueHTa
(Hamp. rafieHe, NOBPbLLaHe, IeHTaIHU HapaHABaHWA, HEBPOIOTUYHY YBPEX AaHUA 1 T.H.);
Tpomb0o3a, embonua, HdeKLUA, 0BUAHO KbpBEHe, ATPOreHHO HapaHABaHe Ha HepBi 1
CblOBe, YBPEXAaHe Ha MeKWTe TbKaHu, BK/1. OTOK, 0bpa3yBaHe Ha abHOPMHY LuKaTpy-
KCU, PYHKLMOHANHO yBPeX AaHe Ha MyCKYIHO-CKeNleTHaTa CMCTema, KOMMIeKCeH permo-
HaneH 601koB cuHApPoMm (CRPS), anepruyHmn peakLmn/peakLmm Ha CBPbXUYYBCTBUTENHOCT,
CTpaHN4HU ehekTU, CBbP3aHI C M3MbKBaHe Ha VMMNaHTa v U3AenneTo, NOWO CBbP3-
BaHe, INNca Ha CBbp3BaHe, NPob/xaBalla 60/Ka; yBpexaaHe Ha CbCefiHN KoCTy (Hanp.
cnafaHe), Anckose (Hanp. fJereHepauya Ha CbCeHO HWMBO) W MeKa TbKaH, AypanHo
pa3KbCBaHe MW M3TUYaHe Ha rPbOHAYHOMO3bYHA TEYHOCT; KOMMPECHA W/ KOHTY31A
Ha rpbOHaYHUA MO3bK, YaCTUYHO pa3MecTBaHe Ha rpadpTa, BepTebpasHa aHrynauus.

CTEPVI.HHO unspenue

n CTepununsparo ¢ obnbyBaHe

CbXxpaHsABanTe UMMIAHTUTE B OPUTHANHATA UM 3alLUUTHA OMaKoBKa W HE M1 N3Bax-
[laliTe OT OMakoBKaTa 10 MOMeHTa HernocpeacTBeHo npeay ynotpeba.

Mpeau U3nos3BaHe NpOBeEpeTe CPOKa Ha rOAHOCT Ha NPOAYKTa U Ce yBepeTe B LienoCT-
Ta Ha CTepusHaTa onakoska. [la He ce M3MoN138Ba, ako OMakoBKaTa e NoBpe/eHa.

[a He ce cTepunv3npa NoBTOPHO

WN3penve 3a egHoKpaTHa ynoTtpe6a

@ He ynoTpebnasalite NOBTOPHO

MpoaykTun, NnpeaHasHayveHy 3a egHokpaTHa ynotpeba, He Tpabsa aa ce usnonseat
MOBTOPHO.

MoBTOPHOTO M3M03BaHe UNK 06paboTBaHe (Hanp. NOYNCTBAHE ¥ MOBTOPHA CTEPU-
N13aLUunA) MoraT Aa HapyLwaT CTPyKTypHaTa UAnoCT Ha U3fenuneTo u/vnu fa fjosenat
[0 HeYCMneLHOTO My hyHKLIMOHKPaHe, KOeTO MOXe Aa NPUYMHM HapaHsaBaHe, 3360~
NABaHe WM CMBPT Ha NaLneHTa.

OcBeH TOBa NOBTOPHOTO M3MON3BaHEe Ha M34eNus, NpeAHa3HayYeHn 3a elHOKpaTHa
ynoTpeba, Moxe fja Cb3fafe pycK OT 3aMbpCABaHe, Hanp. BCIeACTBUE Ha NpeHaca-
He Ha MHDeKLO3eH MaTepran OT e4nH Ha APYr NauveHT. ToBa MOXe fia foBefe A0
HapaHABaHe UV A0 CMBPT Ha NaLyeHTa uau onepaTopa.
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3aMbpceHuTe UMMNaHTU He Tpabsa fa ce obpaboTsaT OTHOBO. MMMNaHTK Ha
Synthes, KOUTO ca KOHTaMVHUPaHK C KPbB, ThKaH W/UAW TeNecHW TeYHoCTh/MaTe-
puu, HUKora He TpAbBa Aa Ce U3Mon3BaT NOBTOPHO W C TAX TpAbGBa Aa ce 6opasu
CbrNacHo ¢ BONHNYHMA NPOTOKON. BbNpekn Ye Moxe Aa n3rnexpjar HenoBpeaeHy,
VMAAaHTWUTEe MOraT Aa “MaT Manku feekTu 1 BbTPeLIHN HanpexeHus, KouTo Mo-
raT fja NpUYMHAT yMopa Ha MaTepuana.

MpepanasHu mepku

O6LmTe pUCKOBE, CBBbP3aHW C XMPYPrUYHNUTE HaMeCK, He Ca ONMcaHun B Te3u ykasa-
HVA 33 ynoTpeba. 3a noseye NHMOPMaLWA, MONIA, HaNpaBeTe CNpaBka ¢ 6poLuypaTta
Ha Synthes “BaxxHa uHdopmaLma”.

MpepynpexxaeHus

Cunro npenopbyutenHo e ZERO-P fa ce nmniaHTMpa camo OT OnepupaLly Xupyp3iu,
KOUTO NO3HaBaT 0bLWUTe NPObNEMI Ha CNUHANHATa XMPYPTYA U Ca CNOCOBHM Aa Npu-
narat cneynduyHTe 3a NPOAYKTa XMPYPruyHU TeXHVKW. IMnnaHTauuaTa Tpabsa fa
Ce N3BBbPLUM CbIIACHO C yKa3aHuATa 3a NpenopbyuTenHaTa XvipypruyHa npoLeaypa.
XVpypruT e 0TTOBOPEH 3a TOBa Aa rapaHTupa NpaBuIHO M3BbpLUBaHE Ha onepauvaTa.

ﬂpOI/BBO,[lVITEﬂﬂT He e OTrOBOPEH 3a HMKaKBW YCNIOXKHEHWA, HaCcTbnBaLLy BCeACTBne
Ha HenpaBu/iHa gnarHo3a, V|360p Ha HenpaBUIeH UMMNNaHT, HENPaBUJIHO KOM6VIHVIpa’
H KOMMOHEHTN Ha UMMIaHTL U/Uaun onepaTviBHU TEXHUKW, OrpaHN4eHnATa Ha MeTo-
AVTE Ha NeveHne nnn HefocCtatb4YHa acenTuka.

KoMGuHauusa oT meauLUHCKN uspenus
Synthes He Ca TecTBaNn CbBMeCTUMOCTTa C U34enua, npenoctaBAHn OT Apyru npo-
M3BOOUTENU, N HE MOEMAT OTrOBOPHOCT Npn ﬂOﬂOGHVI cnyyau.

MarHuTHO-pe3oHaHCHa cpeaa

CbBMeCTUMO ¢ MP npu onpefesieHy ycnosuma:

HeKMHMYHO TeCTBaHe B Hali-10LWMA Bb3MOXeH CLieHapuii NoKas3ga, Ye UMnnaHTuTe
Ha cuctemata ZERO-P ca cbBmecTumy ¢ MP npy onpefenexn yciosusa.

Te3un apTukynu MoraT fa 6baaT ckaHupaHu 6e30nacHo Npu CnegHuTe yCaoBUs:

— CraTuyHo marHuTHO none 1,5 Tesla v 3,0 Tesla.

— lNpocTpaHCTBEHO rpagneHTHO nose 300 mT/cm (3000 Gauss/cm).

— MakcrMasiHO HMBO Ha yCcpefHeHa LenoTenecHa specific absorption rate (cneuw-
PuruHo HMBO Ha abcopbuwa) (SAR) 4 W/kg 3a 15 MUHYTW CKaHUpaHe.

Bb3 OCHOBa Ha HEKJIMHUYHO TecTBaHe, MMNAaHTbLT ZERO-P e nosefe [0 nosuLLIa-
BaHe Ha TemnepaTypaTa ¢ He noseye oT 4,1°C Npu MakCMMaHO HMBO Ha ycpefHeHa
LenotenecHa cneunduyHa abcopbuma (SAR) 4 W/kg, oLleHeHO Ypes KasopumeTpus
3a 15 MUHyTV MP ckaHvpaHe B MP anapat 1,5 Tesla v 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HOTO M3C/ieBaHe MOXe fa Obe HapyLLeHO, ako PETMOHBT
Ha MHTepec e B TOYHO CbLliaTa 061acT UK CPaBHUTENHO BK30 40 NONOXKEHMETO Ha
n3penneto ZERO-P.

NeyeHune npeaun nsnonssaHe Ha U3genmneTo

MpoaykTnTe Ha Synthes, AOCTaBAHN B HECTEPUIIHO CbCTOAHME, TPAGBa fa ce NoYnc
TAT U CTepuAM3MpaT C Napa Npeaun xmpyprudHa ynotpeba. Mpean noyncreaHe oT-
CTpaHeTe opurMHaHaTa onakoska. Mpefun cTepunv3aLya C napa noctaBeTe Npoay-
KTa B ofobpeHa 06BMBKa WM KOHTeHep. CnefBaiiTe yka3aHWATa 3@ NOYNUCTBaHE U
cTepuav3aums, gafeHv B Opoluypata Ha Synthes “"BaxHa nHdopmauma”.

O6paboTka/noBTopHa o6paboTka Ha uspenverto

MofpobHM yKka3aHus 3a 06paboTKa Ha UMMNIAHTWTE 1 MOBTOpHa 06paboTka Ha W3-
[leNINATa 338 MHOroKpaTHa ynoTpeba, TabanTe v KyTunTe 3a UHCTPYMEHTW, Ca faAeH)
B 6poluypaTa Ha Synthes "BakHa nHdopMauma”. YkasaHus 3a crnobssaHe 1 pasrio-
6ABaHe Ha UHCTPYMeHTUTe “Pa3rnobaBaHe Ha UHCTPYMEHTY, CbCTaBeHV OT MHOMO
YacT” mMoraT Aa ce U3TernAT oT:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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