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YKa3aHus 3a ynotpeba

ECD - Expandable Corpectomy Device (Pa3wimpsaemo vn3genune 3a KOpnekTomums)
Mons, npean ynoTpeba npoyeTeTe BHUMATENHO Te3M yKa3aHua 3a ynotpeba, 6po-
wypata Ha Synthes "BaXHa vHMOPMaUMA" U CbOTBETHUTE XVMPYPIrUYHN TEXHUKW.
YBepeTe ce, Ye No3HaBaTe CbOTBETHATA XMPYPruyHa TEXHMKA.

Matepuan

Matepuan: CraHpapT:
PEEK ASTM F 2026
TAV ISO 5832-3
TAN ISO 5832-11
MpegHasHauyeHune

ECD e v3penvie 3a NnoaMsaHa Ha BepTebpanHoOTO TANO 3a CTabuausauya Ha Lepsu-
kanHua (C3 go C7) 1 ropHus TopakaneH (T1 4o T2) cerMeHT Ha rpbbHaka. B 3aBucu-
MOCT OT aHaTOMWYHUTE 1 NaTONOrUYHW U3nckBaHKs, ECD Moxe fia ce 13non3Ba 3a
noAMsAHa Ha efiHO, ABE WAV TpU CbCefiHW BepTeOpanHu Tena.

NMokaszaHusa

— [MbPBUYHU UK BTOPUYHY TYMOPU Ha LIePBUKANHWA WU FOPHWA TopakaneH cer-
MEHT Ha rpbbHaka.

3abenexka: BuHaru kombuHupainTe ECD ¢ gonbaHuTenHa cTabunHa BbTpeLlHa

npefHa, 3afHa vnu koMbuHUpaHa (NpefHa/3afHa) cucteMa 3a ukcaums, 3a Aa

noeme CUANTe Ha OMbBaHe, KakTO U TOP3UOHHNTE, (PEKCUOHHNTE 1 eKCTEH3NOHHM-

Te MOMEHTY.

MpoTuBonokasaHuA
— TeXka ocTeonoposa
— PeKOHCTPYKUMA Ha NoBeye OT TpU CbCefHM BepTebpanHu Tena

CtpaHuyHu echekTn

KakTo npu BCUYKK roNemMmn Xmupypruydsn npoueaypu, Morat fa Bb3HVKHAT pUckose,
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, noBpbliaHe, NeHTaHN HapaHABaHWUA, HEBPOJIOTUYHW YB-
pexpaaHua 1 T.H.), Tpomb03a, eMbonua, UHdekLUA, 0BUNHO KbpBEHe, ATPOreHHO
HapaHAaBaHe 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

CrepunusnpaHo c obnbysaHe

CbXpaHsaBaiTe UMNNAHTUTE B OPUTVHANHATA UM 3aLLUUTHa ONakoBKa W He 1 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.

[la He ce cTepunn3vpa NOBTOPHO

N3penue 3a egHoKpaTtHa ynotpeba

® He ynoTpebsBaiTe NOBTOPHO

MpoayKkTu, NpefHa3HayeHy 3a eqHokpaTHa ynotpeba, He TpabBa Aa ce usnonssat
MOBTOPHO.

MOBTOPHOTO M3non3BaHe UK 0bpaboTeaHe (Hanp. NOYNCTBaHe U MOBTOPHa CTepw-
N3auns) MoraT Aa HapywaT CTPyKTypHaTa UAanocCT Ha U34enneTo u/vnu fa fnosenat
[10 HeyCreLHOTO My (YHKLIMOHMpaHe, KOeTO MOXe Aa NPUYUHM HapaHaBaHe, 3a60-
NABaHe WM CMBPT Ha NaLMeHTa.

OcBeH TOBa MOBTOPHOTO U3MOM3BaHe Ha U3LAenuns, NpeAHa3HayeHn 3a ejHoOKpaTHa
ynoTpeba, Moxe fja Cb3afe pucK OT 3aMbpCsABaHe, Hanp. BCIeACTBME Ha NpeHacs-
He Ha nHbekLMo3eH MaTepran OT eAVH Ha Apyr nauveHT. ToBa MoXe [a AoBefe [0
HapaHsaBaHe UK A0 CMBPT Ha NaLyeHTa uaK onepaTopa.
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3aMbpceHuTe UMMNaHTW He TpAabsa fa ce obpaboTsaT OTHOBO. MMMNaHTK Ha
Synthes, KOUTO ca KOHTaMVHUPaHK C KPbB, TbKaH W/UAW TeNecHW TeYHoCTh/MaTe-
puu, HUKora He TpAbBa Aa Ce U3Non3BaT NOBTOPHO 1 C TAX TpAbGBa fa ce 6opasu
CbrNacHo ¢ BOMHNMYHMA NPOTOKON. BbNpekn Ye Moxe Aa n3rnexpaar HenoBpeaeHy,
VMANaHTWUTEe MOraT Aa “MaT Manku AedekTu 1 BbTPeLuHN HanpexeHus, KouTo Mo-
raT fja NpUYMHAT yMopa Ha MaTepuana.

MpeanasHu mepku

O6LmTe pUCKOBE, CBbP3aHN C XMPYPrUYHNUTE HaMeCK, He Ca OnMcaHun B Te3u ykasa-
HVA 33 ynoTpe6a. 3a noseye MHMOPMAaLWA, MONIA, HaNpaBeTe CNpaBka ¢ 6poLuypaTta
Ha Synthes "BaxHa uHdopmaLma”.

MpenynpexxpeHna

CunHo npenopbyutenHo e ECD aa ce UMNAaHTVpa caMmo OT onepupaLLy Xupypsu,
KOWTO MO3HaBaT obLiMTe NPobaemMn Ha CMUHaNHaTa XMpPYprua 1 ca cnocobHu aa
npunarat cneunnyHTE 3a NPOAYKTa XVPYPrUYHU TeXHWKW. VIMnnaHTauvaTa Tpab-
Ba [a Ce 13BBbPLUM CbIIACHO C yKa3aHWATa 3a NpenopbyuTesHaTa XMpypriyHa npo-
Lleaypa. XMpypruT e OTrOBOPEH 3a TOBa Aa rapaHTvipa NpaBUHO U3BbPLUBaHE Ha
onepauuATa.

HpOVISBO,D,VITeJ'IﬂT He € OTrOBOPEH 3a HWKaKBW YCNIOXKHEHWNA, HacTbMNBally BCnen-
CTBME Ha HenpasBWHa AWarHosa, M360p Ha HenpaswuieH UMNAaHT, HenpasuiIHO
KOM6VIHV|paHVI KOMMOHEHTU Ha UMMAAHTW U/Mnan onepaTnBHU TEXHUKW, OrpaHn4ye-
HVATA Ha METOANTE Ha NledeHne N HegocCTtatbyHa acenTumka.

KoM6uHaumsa oT MeAULMHCKY U3genus
Synthes He ca TecTBann CbBMECTUMOCTTa C U3, NPefoCTaBAHM OT APYri Npo-
3BOAMTENN, 1 HE MOeMaT OTrOBOPHOCT Npw Nofo6HM cayyan.

MarHuTHo-pe3oHaHCHa cpefa

CbvBmMecTMMO ¢ MP npu onpefeneHun ycnosua:

HeknMHUYHO TecTBaHe B Hal-NOLINSA Bb3MOXEH cu.eHapan NnoKasBa, 4e UMMJIaHTnuTe

Ha cucTtemata ECD ca cbBMecTumMK ¢ MP npu onpefeneHn yciosua.

Te3un apTuKynu MoraT fla 6baaT ckaHupaHu 6e30nacHo Npu ciegHuTe yCaoBUs:

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

— lNpocTpaHCTBEHO rpagveHTHO none 300 mT/cm (3000 Gauss/cm).

— MakcManHo HYBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuu-
PuruHo HMBO Ha abcopbuwa) (SAR) 3 W/kg 3a 15 MUHYTW CKkaHUpaHe.

Bb3 0CHOBa Ha HEKNIMHWYHO TecTBaHe, MNNaHT LT ECD e goBeAe [0 NOBUMLLaBaHe

Ha Temnepatypara ¢ He noseye oT 5,2°C Npu MakcMManHO HUBO Ha ycpeaHeHa Le-

noTenecHa cneunduyHa abcopbums (SAR) 3 W/kg, oLieHeHo Ype3 KalopuMeTpus 3a

15 MUHY T MP ckaHupaHe B MP anapat 1,5 Tesla u 3,0 Tesla.

KauectBoTo Ha MP 06pa3HoTO 13cneaBaHe Moxe fa 6b/e HapyLLeHO, ako pernoHbT

Ha MHTepecC e B TOYHO CblliaTa obnacT nnm CpaBHUTENHO 61130 [0 NONIOXEeHNETO Ha

n3penveto ECD.
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