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YKa3aHus 3a ynotpeba

PLIVIOS™ REVOLUTION

Mons, npean ynotpeba npoyeTeTe BHUMATENHO Te3W ykasaHua 3a ynotpeba,
6potluypata Ha Synthes "BaxkHa MH(OPMaLMA" 1 CbOTBETHUTE XUPYPrUYHN TEXHWKN.
YBepeTe ce, Ye No3HaBaTe CbOTBETHATA XMPYPruyHa TEXHMKA.

Matepuan

MaTtepuan: Cranpapr:
PEEK (MonunetepeTepkeToH) ASTM F 2026
TAV (Ti-6Al-4V) I1SO 5832-3

MNpepHa3sHaueHne

PLIVIOS e cncTemata ¢ kengx Ha Synthes 3a Posterior Lumbar Interbody Fusion
(3agHa nymbanHa tysuma Mexay Tenata Ha npewnenute) (PLIF). Ta ce cbcToun oT
pPEeHTreHoNpo3payHun MMnaaHT ot PEEK 1 CbOTBETHUTE MHCTPYMEHTH.
MmnnanTuTe PLIVIOS REVOLUTION npeacTaBnsBaT yCbBbpLUEHCTBaHa pa3paboTka
Ha cuctemata PLIVIOS. KewnpyxoseTe ce moppaBHABAT in situ 4pe3 poTauma u
M03BONABAT aTPaBMaTUYHO Bb3CTaHOBABAHE Ha eCTeCTBEHaTa IOPA03a Ha TANOTO.

Moka3aHua

[lereHepaTnBHM NymMbanHu 1 NymO0-CcakpanHu CbCTOAHWA, Hanarally cermeHTHa
dysua:

— [ereHepaTnBHO 3ab0NABaHe Ha AMCKOBETE U HECTaOUNHOCT

— [lereHepaTuBHa cnoHannonucTesa, crenet | unu ll

— CnoHgmnonucTesa CbC CTeHO3a, cteneH | unwm Il

— [ceBAOapTPO3a MK HeycnellHa apTpoaesa

3abenexku:

Tt kaTo keipxosete PLIVIOS REVOLUTION He ca paspaboTeHu KaTo
"CaMOCTOATENHU" UMMIAHTW, CUIHO Ce MpenopbyBa ynoTpebata Ha 4OMbAHNTENHY
3aHV MHCTPYMEHTY (Hanpumep ¢ NeanKyaapHu BUHTOBE).

JleyeHneTto Ha cnoHaunonuctesa npu crened Il v IV, nav No-BUCOKKU HUBA Ha
obpa3syBaHe Ha LUMKaTPUKCK HanaraT cnelmanHo BHUMaHwve. CbLLOTO Cce OTHacA 3a
LecTpykTnBHUTE TyMOpH. (OBbpHeTe BHUMaHWe, Ye crcTemata PLIVIOS REVOLUTION
He e MbPBMYHO pa3paboTeHa 3a Bb3CTaHOBABAHE Ha ecTeCTBEHaTa aHaTOMUA, ako
Ca aHraxxmpaHv Tpu AV noseYye ABUraTeNHU cermeHTa.)

NMpoTusonokasaHusa

— TeXka ocTeonoposa

— HecTabunHu dpakTypw ¢ pa3gpobsaBaHe v KOMNPECUOHHU hpakTypu
— OcTpu nHpekumm

MoTeHUMaANHN HeXeNaHu cbouTus

KakTo npu BCUYKM rofemu XMpypriuyxy npoLeaypy, € Bb3MOXHO Bb3HUKBAHETO Ha
PVICKOBE, CTPAHUYHM ehekTN 1 HexXeNaHn CbbrTWsA. Bbnpeku ye MoraT a Bb3HUKHAT
MHOTO Bb3MOXHW peakLuy, HAKOW OT Hai-4eCcTUTe MoraT Aa BKJIIOYBAT:
Mpobnemu, Bb3HUKBALLM BCNEACTBME HA aHeCTe3nsTa M MO3ULMOHMPAHETO Ha
nauueHTa (Hanp. rafeHe, NOBpblUaHe, AEHTASHU HapaHsBaHWS, HEBPOJIOMMYHM
yBpeXaHWA U T.H.); TpoMb03a, embonus, MHMeKLMa, 0BUNHO KbpBEHE, ATPOreHHO
HapaHsBaHe Ha HepBM U CbAOBE, yBPEXAaHe Ha MeKuTe TbKaHu, BKJ. OTOK,
obpa3syBaHe Ha aOHOPMHM LMKATPUKCK, (DYHKLMOHAMHO yBpeXAaHe Ha MYCKYHO-
CKefleTHaTa cMcTema, KOMMIeKCeH permoHaneH 60koB cuHapom (CRPS), anepruyxu
peakuuu/peakumm Ha CBPbXUYYBCTBUTENIHOCT, CTPAHUYHK edekTh, CBbp3aHn C
M3MbKBaHe Ha UMMIAHTa WAV U3LENNeTo, OO CBbP3BaHE, MNCa Ha CBbp3BaHe,
npoAb/ixasalla 605Ka; yBpexaHe Ha CbCeAHM KOCTU (Hamp. CnagaHe), fuckose
(Hanp. fereHepauys Ha CbCeAHO HWBO) MW MeKa TbKaH, [ypaiHO pa3kbCBaHe uiu
M3TUYaHe Ha TrPbOHAYHOMO3bYHA TEYHOCT;, KOMMpecus W/WAW KOHTY3WS Ha
rpbOHAYHNA MO3bK, YaCTUYHO pa3mecTBaHe Ha rpadTa, BepTebpasnHa aHrynauus.

CTePVIﬂHO unspenue

n CTepuan3npaHo ¢ obabysaHe
CbXpaHsBanTe WMMIaHTUTe B OpWIMHajHAaTa MM 3aliMTHA OMakoBKa M He ru
13Bax/anTe OT 0nakoskaTa 40 MOMEHTA HenocpeacTBeHo npean ynotpeba.

Flpe,u,w n3non3BaHe npoBepeTe CpokKa Ha FOAHOCT Ha NPOAyKTa W Ce yBepeTe B
LIeNI0CTTa Ha CTepuiHaTta onakoska. [1a He ce 13M013Ba, ako OnakoskaTa e noBpefeHa.

@ [la He ce cTepunn3npa NoBTOPHO

N3penue 3a epHoKpaTtHa ynotpe6a

® He ynoTpebsBaiTe NOBTOPHO

MpoAyKTW, NpefHa3HaueHn 3a elHoKpaTHa ynotpeba, He TpsbBa Aa ce usnonssar
NOBTOPHO.
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MoBTOPHOTO W3MoON3BaHe WM 0bpaboTBaHe (Hanp. MOYMCTBaHe M MOBTOPHa
CTepuansauus) moraT fla HapywaT CTPpyKTypHaTa LUANoCT Ha u3penveto u/unu aa
foBefaT [0 HeycnewHoTo My (YHKUWOHMPaHe, KOeTo MOXe [a MpUYuH
HapaHsaBaHe, 3abonABaHe UV CMBPT Ha NauyieHTa.

OcBeH ToBa NOBTOPHOTO W3MON3BaHe Ha U3Aenus, NpefHa3Ha4eHu 3a eJHOKpaTHa
ynotpeba, Moxe fa Cb3faje PWCK OT 3ambpcABaHe, Hamp. BCNeACTBME Ha
npeHacAHe Ha UHMeKLMO3eH MaTepuan OT eiuH Ha Apyr nauueHT. ToBa MOXe Aa
floBefie 0 HapaHABaHe UK [0 CMBPT Ha NauureHTa i onepaTopa.

3amMbpceHuTe MMMNaHTu He Tpabsa fa ce obpaboTsaT OTHOBO. VMnnaHTW Ha
Synthes, KOUTO Ca KOHTaMUHWPaHW C KPbB, TbKaH W/MAU TenecHW TeyHocTw/
maTepuu, Hukora He TpabBa fja ce U3Mo13BaT NOBTOPHO U C TAX TpAbBa Aa ce bopasu
CbrNacHO ¢ GONHMYHKA NPOTOKON. BbNpekyn Ye MOXe Aa U3rnexaaT HenospeseHi,
MMNaHTUTe MoraT Aa umaT Maski fedekTu v BBLTPeLUHU HanpexeHus, KoWTo
MOraT fia NPUYUHAT YMOpa Ha MaTepuana.

MpepnasHu mepku

O6LMTe pUCKOBe, CBBP3aHU C XWMPYPruyHUTE HamMecu, He ca OMuCaHU B Tesu
ykasaHua 3a ynoTpeba. 3a noseve vH@OPMaLMA, MOAA, HanpaseTe cCrpaBka C
6poluypaTa Ha Synthes "Ba>Ha nHdopmaums”.

MpepynpexxaeHuns

CunHo npenopbyntenHo e PLIVIOS REVOLUTION pa ce mvmnnaHTMpa camo OT
onepvpaLLm X1pyp3u, KOUTO NO3HaBaT 0bLLMTe NPOOIeMU Ha CNUHATHATa XMpYprus
1 ca CnocobHW Aa npwnarat cneunduyHUTe 3a NPOAyKTa XUPYPruyHN TEXHWUKN.
ViMnnaHTauuata TpabBa fAa Ce  M3BbPLWIM CbMACHO C  YyKasaHuATa 3a
npenopbyuTesHaTa XMpyprityHa npouenypa. XvpypruT € OTroBOpPeH 3a ToBa Aa
rapaHTvipa NpaBUIHO U3BbPLUBAHE Ha OnepauunaTa.

ﬂpOVI3BO,DMTeJ'IF|T He € OTroBopeH 3a HWKaKBW YCIOXHEHUA, HacTbnealln
BC/eAcCTBMe Ha HenpaBWHa AuarHosa, V1360p Ha HenpasuieH WMNNaHT,
Hel'lpaBVIJ'IHOKOM6I/IHVIpaHVIKOMI'IOHeHTMHaMMFIJ'IaHTMVI/I/U'IVIOFIepaTVIBHVITeXHVIKVI,
OorpaHun4yeHnATa Ha MeTOANTE Ha NNeveHne N HefoCTaTb4YHa acenTuka.

KomG6uHauus ot MmeauLMHCKN uspenus
Synthes He ca TecTBasM CbBMeCTMMOCTTa C W34ENWA, NPefoCTaBAHW OT ApYrv
NpPOU3BOAMUTENN, U HE MOeMaT OTFOBOPHOCT NpW NOJ0OHM Ciydau.

MarHuTHo-pe3oHaHCHa cpefia

CbBMecTUMO ¢ MP npu onpefesieHy ycnosua:

HekNMHWYHO TecTBaHe B Hall-NOLLINA Bb3MOXEH CLIeHapWii NOKa3Ba, Ye UMMIaHTuTe

Ha cuctemata PLIVIOS REVOLUTION ca cbBMecTumMu ¢ MP npu onpegeneHn yciosns.

Te3n apTuKynu MoraT Aa 6bAaT ckaHupaHu 6e30MacHo Npw CiefHNUTe YyCIoBUA:

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

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

— MakcManHO HMBO Ha ycpeaHeHa LUenoTenecHa specific absorption rate
(cneundunyHo HMBO Ha abcopbums) (SAR) 4 W/kg 3a 15 MUHY TV CKaHMpaHe.

Bb3 0CHOBa Ha HeKIMHMYHO TecTBaHe, UMNAaHTBT PLIVIOS REVOLUTION wie gosefe

[10 NOBULLIaBaHe Ha TemnepaTypaTta C He noBeye OT 3°C NPU MaKCUMaHO HWBO Ha

ycpefHeHa LenoTenecHa cneumdunyHa abcopbumna (SAR) 4 W/kg, oueHeHo upes

KanopumeTtpuma 3a 15 MUHYTU MP ckanupaHe B MP anapat 1,5 Tesla 1 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3C/ieBaHe MOXe fja Ob/le HapyLLEeHO, ako PErMOHBT
Ha MHTepec e B TOYHO CbLliaTa 061acT UM CPaBHUTENHO BAM30 A0 NONOXKEHNETO Ha
n3penveto PLIVIOS REVOLUTION.
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