YKazaHus 3a ynotpeba
VECTRA™ n VECTRA-T™

Te3n ykasaHus 3a ynotpeba He ca
npefHasHayeHn 3a pasnpocTpaHeHne B CALL,

SPINE

(§) DePuySynthes

a Il
°F0 )

n. SE_528366 AC 11/2014

npasa 3anaseH

© Synthes GmbH 2014.  Bcunukm



YKa3aHus 3a ynotpeba

VECTRA™ n VECTRA-T™

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
CPTI ISO 5832-2
ELGILOY ASTM F 1058
MpegHasHauyeHune

Cuctemata VECTRA e npefHa3HayeHa 3a npefiHa mkcauma ¢ nnakv 1 BUHTOBE Ha
nocoyeHaTa YacT(v): LepPBUKaNHUA CErMeHT Ha rpbbHaka (C2-C7).

Moka3aHua

— Degenerative disc disease ([JereHepaTvBHo 3abonssaHe Ha AnckoseTe) (DDD, fe-
PUHMPaHO KaTo 60OSIKa B LUIMATA OT ANCKOreHEeH NPOW3XOA C AereHepaLms Ha Au-
CKa, NOTBBPAEHO OT aHaMHe3aTa 1 peHTreHorpadckuTe n3cenBaHus)
CnoHaunonncresa

— CnvHanHa cTeHo3a

TymMopu (MbPBUYHM U MeTaCTaTUYHWM)

— HeycnewHwn npeaxogHu dysun

McesnoapTtposa

— [edopmuTeT (T.e. KM 03a, NOpAO3a N/MNN CKOANO3a)

MpoTueonokasanua

— Texka ocTteonoposa

— BcsAKo nokasaHue, 3a KOeTO He e HeobxoauMa dy3us

3abenexka 3a ronemMu AbIXKUHY UK NOLLIO Ka4yecTBO Ha KOCTTa: XupypruT Tpabsa
3aAbJIKNTENHO Aa 0OMUCN eCTeCTBOTO Ha NOA00OHM Ciyyan. JleyeHreTo Moxe fa
Hanara ynotpebaTa Ha BUHTOBE, NO-AbArK OT 16 mm, U/Wnu 3agHa dukcauua 3a
TO3Y TN HeCTabWHM NO CBOATa CbLIHOCT CNyyau.

CTpaHU4Hu edhekTn

KakTo npu BCUYKM rofiemMu XMpypruyHn npoLeaypu, MoraT fja Bb3HUKHAT prckoBe,
CTPaHUYHK edhekTH 1 HexenaHn Cboutnsa. Benpeku Ye MoraT Aa Bb3HUKHAT MHOTO
Bb3MOXHW PeaKLyu, HAKOW OT Hall-4eCcTUTe MoraT [ia BK/IlOYBaT:

Mpobnemu, Bb3HNKBALLM BCNEACTBYE HA aHeCTe3NATA 1 NO3ULMOHMPAHETO Ha na-
UneHTa (Hanp. rafieHe, nospbliaHe, AeHTaNHU HapaHABaHUA, HEBPOMOTMYHU YB-
pexpaaHnsa v T.H.), Toomb03a, embonusa, NH@eKLUa, 0BUNHO KbpBEHe, ATPOrEHHO
HapaHABaHe Ha HepBU 1 CbAOBE, YBPEXAaHe Ha MeKWTe TbKaHW, BKJ. OTOK, obpa-
3yBaHe Ha abHOPMHU LMKaTPUKCHK, DYHKLMOHAHO yBpexXAaHe Ha MyCKyHO-CKe-
neTHaTa cuctema, bonect Ha Sudeck, anepryHu peakLUmn/peakLm Ha CBPbXYYBCT-
BUTENIHOCT, CTPaHUYHW edekTn, CBbP3aHM C W3MbKBaHe Ha WMMNNaHTa wan
13[1en1eTo, SIOLWO CBbP3BaHe, NMNCa Ha CBbP3BaHe, NpoAbJixasallia 60sKa, yBpex-
[aHe Ha CbCeHM KOCTW, ANCKOBE MW MeKa TbKaH, AypasHO pa3kbCBaHe UK 13Tu-
4aHe Ha rpbOHAYHOMO3bYHA TEYHOCT, KOMMPECWA U/WN KOHTY3UA Ha rpbOHaYHMA
MO3bK, YaCTUYHO pa3mMecTBaHe Ha rpadpTa, BepTebpasHa aHrynaums.

CTepvao unspenue

n CTepununsiparo ¢ obnbyBaHe

CbXxpaHsBanTe UMMNIAHTUTE B OPUTVHAIHATA UM 3aLLUTHA ONaKoBKa W HE M1 N3Bax-
[laliTe OT OMakoBKaTa 10 MOMeHTa HernocpeaCTBeHo npeay ynotpeba.

Mpeau U3nos3BaHe NPoBeEpeTe CPOKa Ha FOAHOCT Ha NPOAYKTa U Ce yBepeTe B LienocT-
Ta Ha CTepusHaTa onakoska. [la He ce M3M0ON13Ba, aKo OMAaKoBKaTa e NoBpe/eHa.

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".

MpenynpexxpeHna

CunHo npenopbynTenHo e umnnaHtute VECTRA n VECTRA-T pa ce umnnanTmpat
CamMo OT onepupaLLmn XMpyp3u, KOUTo No3HasaT obLiMTe Npobaemu Ha CnMHanHaTta
XUPYPrvia 1 ca CnocobHM Aa npunarat cneynduUyHNTE 3a NPOAYKTa XUPYPrdHn Tex-
HUKW. IMNnaHTaumaTa TpAbBa Aa ce M3BbPLUM CbracHO C yKa3aHWATa 3a npenopb-
YyuTenHata xvpypruyta npouegypa. XvipypruT e OTroBOpeH 3a TOBa Aa rapaHtupa
NpaBWJIHO M3BbPLUBaHE Ha onepauvaTa.

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:

HeKAMHWMYHO TeCTBaHe B HA-NOLLINA Bb3MOXEH CLieHapwii NoKa3Ba, Ye UMNaHTuTe

Ha cnctemmte VECTRA 1 VECTRA-T ca cbBmecTrMy ¢ MP npu onpefenexn yciosua.

Te3un apTuKynM MoraT fla ce ckaHupaT 6e30nacHo Npu ClefHKUTe YyCNoBUSA:

— 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) 2 W/kg 3a 15 MUHYTW CKaHMpaHe.

Bb3 oCcHOBa Ha HekKNIMHNYHO TecTBaHe, umnnaaHTuTe VECTRA n VECTRA-T wie nose-

[aT [0 NOoBULaBaHe Ha TemnepaTtypara C He nosede ot 5,5°C npu MakCMMaHO HUBO

Ha ycpeaHeHa LenoTenecHa cnelmdurynHa abcopbums (SAR) 2 W/kg, oueHeHo ypes

KanopumeTpwa 3a 15 MuHyTM MP ckaHupare B MP anapat 1,5 Tesla u 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

n3penvata VECTRA n VECTRA-T.

JNleyeHune npean nsnonssaHe Ha UspenmeTo

MpoaykTnTe Ha Synthes, AOCTaBAHN B HECTEPUIIHO CbCTOAHME, TPAGBa fa ce NoYnc
TAT U CTepuAM3MpaT C Napa Npeaun xupyprudHa ynotpeba. Mpean noyncrsaHe oT-
CTpaHeTe opurMHaaHaTa onakoska. Mpefmn cTepunv3aLya C napa noctaBeTe Npoady-
KTa B ofobpeHa 06BMBKa WM KOHTeHep. CnefBaiiTe yka3aHUATa 3@ NOYUCTBaHE U
cTepuaM3aums, gafeHv B OpoluypaTa Ha Synthes "BaxkHa MHdopmMaLums”.

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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