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YKa3aHus 3a ynotpeba

ZERO-P™ VA

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:
TAN ISO 5832-11
TAV 1SO-5832-3
PEEK ASTM F 2026
ELGILOY ASTM F1058
MNpepHasHaueHne

Cnctemata ZERO-P VA e npefHasHadeHa 3a ynotpeba cied npefHa LepsukanHa
NMCKEKTOMMA 3a PeAyKLMA U CTabunmn3aums Ha LepBUKasHIA CerMeHT Ha rpbOHaka
(C2-C7).

Moka3aHua

— Degenerative disc disease ([JereHepaTvBHo 3abonssaHe Ha AnckoseTe) (DDD, ne-
PUHMPaHO KaTo 60oSIKa B LUIMATA OT ANCKOreHEeH NPOW3XOA C AereHepaLms Ha au-
CKa, NOTBBPAEHO OT aHaMHe3aTa 1 peHTreHorpadckuTe n3cenBaHus)
CnviHanHa cTeHos3a

— HeycnewHwn npeaxogHu dysun

McesnoapTtposa

MpoTusonokasaHua
— CnuHanHa dpakTypa
— CnuHaneH Tymop

— Texka ocTeonoposa
— CnuHanHa uHdekyua

CTpaHuyHu ehekTn

KakTo npu BCUYKM rofieMu XMpypruyHy npoLeaypu, MoraT fa Bb3HUKHAT pUCKoOBe,
CTPaHWYHY eheKTh 1 HexeNnaHn CbouTus. Bbnpekn ye MoraT Aa Bb3HWKHAT MHOTO
Bb3MOXHW PeaKLmL, HAKOW OT Hal-4eCcTUTe MoraT fa BKJIIOYBAT:

Mpobaemu, Bb3HWKBALLM BCIEACTBYE HA aHECTE3MATA U NO3ULMOHNPAHETO Ha NaLy-
eHTa (Hanp. ragexe, NoBpbLUaHe, ieHTaHN HapaHABaHWS, HEBPONOTNYHY YBpPeX fa-
HUS 1 T.H.), TpOMB03a, eMBoAUsA, UHDEKLMA, 0BUTHO KbpPBEHE, ATPOrEHHO HapaHs-
BaHe Ha HepPBYW 1 CbOBE, YBPEXAaHe Ha MeKnTe TbKaHW, BK1. OTOK, 0bpa3yBaHe Ha
abHOPMHI LMKATPUKCH, (DYHKLIMOHAHO YBPEXAaHe Ha MyCKyNHO-CKeNeTHaTa CUc
Tema, 6onecT Ha Sudeck, anepruynn peakuun/peakUnn Ha CBPbXYYBCTBUTENHOCT,
CTPaHWYHU edekTU, CBbP3aHU C M3MbKBaHE Ha WMMIAHTa UMW U3LenneTo, NOLo
CBbp3BaHe, MMca Ha CBbp3BaHe, MpoAb/kasalla 6oska, yBpexaaHe Ha CbCeaHn
KOCTW, AWNCKOBE UMW MeKa TbKaH, [ypasiHO pa3kbCBaHe UM U3TUYaHe Ha rpbOHaY-
HOMO3bYHa TEYHOCT, KOMMPECUs W/UAN KOHTY3UsA Ha TPBbOHAYHMA MO3bK, YaCTUYHO
pa3mecTBaHe Ha rpadTa, BepTebpanHa aHrynaums.

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 LIeNOCT-
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 HapaHsaBaHe, 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 Hdopmauma".

MpepynpexxaeHus

CunHo npenopbunTenHo e ZERO-P VA fa ce uMnnaHTvpa camo OT onepupaLiy xu-
pyp3u, KOUTO NO3HaBaT 06LLMTe NPOBAEMY Ha CUHAHATa XUPYPIA 1 Ca CNOCOBHM
fla npunarat cneyn@uuHUTe 3a NPOAYKTa XMPYPruyHN TexHUKKU. MnnaHTauuaTa
TpAbBa fa ce U3BLPLUM CbIIACHO C YKa3aHWATa 3a NPenopbyuTesHaTa XMpypruyHa
npouenypa. XMpypruT € OTrOBOpeH 3a TOBa [ja rapaHTvipa NpaBuIHO 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 cpefaa

CbvBmMecTMMO ¢ MP npu onpefeneHun ycnosua:

HekMHWYHO TecTBaHe B HaN-110LLINA Bb3MOXEH CLieHapuii NoKas3Bga, Ye UMniaHTuTe

Ha cuctemata ZERO-P VA ca cbBMecTumun ¢ MP npu onpefenexn ycnosua. Tesun

apTUKYAM MoraT Aa ce ckaHupaT 6e30MacHo Npu CNefgHUTe yCnoBus:

— 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 H1BO Ha abcopbuwa) (SAR) 4 W/kg 3a 15 MUHYTW CKaHMpaHe.

Bb3 0CHOBa Ha HEK/IMHMYHO TecTBaHe, MMNAaHTbT ZERO-P VA we noseae o0 noBu-

LIaBaHe Ha Temnepatyparta ¢ He noseye oT 4,0°C NpK MakCMManHoO HUBO Ha ycpen-

HeHa LenoTenecHa cneundunyHa abcopbums (SAR) 4 W/kg, oLeHeHo Ype3 kanopu-

MeTpua 3a 15 MuHyT MP ckaHupare B MP anapat 1,5 Tesla v 3,0 Tesla.

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

Ha MHTepec e B TOYHO CbLliaTa 061acT UK CPaBHUTENHO BAM30 [0 NONOXKEHNETO Ha

n3penveto ZERO-P VA.

JNleyeHne npeaun nsnons3saHe Ha UusgenmeTo

MpoaykTnTe Ha Synthes, AOCTaBAHN B HECTEPUIIHO CbCTOAHME, TPAGBa fa ce NoYnc
TAT U CTepunusmpat € napa nNpeau xvpypruyxa ynotpeba. Mpegun noyncrsaxe rv
3BajeTe OT OpUrMHaaHaTa onakoska. Mpeau cTepunmnsauma c napa noctaBeTe Npo-
fykTa B ofobpeHa 06BvBKa UV KOHTeHep. CnefBaiiTe ykasaHuATa 3a NOYUCTBaHE
1 CTepunnsaums, LageHn B bpoulypata Ha Synthes "BaxHa nHdopmMaums”.

O6paboTka/noBTopHa o6paboTka Ha uspenverto

MofpobHM yKka3aHus 3a 06paboTKa Ha UMMNNAHTWTE 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 UHCTPYMeHTUTe "Pa3rnobasaHe Ha UHCTPYMEHTY, CbCTaBeHV OT MHOMO
YacTW" MoraT fia ce u3TernaT oT: http://www.synthes.com/reprocessing
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