Ref. IFUPSENG

CUCTEMA BUHTOBE 3A TPAHCIMNEOUKYJTHA ®UKCALIUA

NEO PEDICLE SCREW SYSTEM ™ 2021-05 v. 4.1

Neo Medical S.A. Neo Medical GmbH
u Route de Lausanne 157A Gottlieb-Daimler-Str. 6
i D-89150 Laichingen c €
1096vV|||ette g 0476
LLiseruapua lepmaHuna

BaHa MHbOpmaLmsa 3a CUCTEMATA BUHTOBE 3A TPAHCMEAWKY/IHA dukcAuma NEO
PEDICLE SCREW SYSTEM ™

NPEAHA3SHAYEHUE

CuctemaTa BMHTOBE 3a TpaHcneguKynHa ¢ukcauma NEO Pedicle Screw System™ e npegHasHadeHa ga noAnomorHe obes3gBuXKBaHETO,
KOopeKLuMATa U cTabuamsaumsaTa Ha CEerMeHTN OT rpbbHaYHMA CTbA6 KaTo cnoMaraTenHo CPeACTBO NPU CUHTE3HO C/IMBAaHE Ha NMpeLwieHn oT
TopaKanHata, niymbanHaTa YacT U/Mamn cakpasHaTa KoCT Ha rpbbHaYHUA CTbA6.

OMUCAHUE

CuctemaTa BUHTOBe 3a TpaHcnegukynHa ¢ukcauma NEO Pedicle Screw System™ cbabpika pasnvyHU pasmepu WKUPTOBE, BUHTOBE,
KOHEKTOPU, KaKTO U UHCTPYMEHTU. BCUUKM MMNNAHTM ce JOCTaBAT CTEPU/IHU U FOTOBM 3a ynoTtpeba. Te moxe Aa ce GpuKcupaT 3aegHo B
pas/INYyHU KOHOUTYPALIMK, KOUTO Ce afanTMUpPaT 3a BCEKM OTAeNEH c/lydalt. MIHCTpyMeHTUTE ce A0CTaBAT OCHOBHO CTEPUIHM 33 eAHOKpPaTHA
ynotpeba 1 camo HAKOKO OT TAX Ca NpeAHa3HayYeHn 33 MHOTOKpaTHa ynoTpeba 1 ce 4OCTAaBAT HeCTEPUIHU. 3a CTepuIn3aLma U NOBTOPHA
ynotpeba Ha MHCTPYMEHTM 32 MHOTOKpaTHa ynoTpeba, BUXKTe MHCTPYKUunTe 3a Cucmema euHmMose 3a mpaHcnedukynHa gpukcayus Neo
Medical ™ u Cucmema kelidxncoee Neo Medical™ O6pabomka (novyucmeaHe, Oe3uHgeKyua u cmepuau3ayusa) Ha HecmepuaHu
UHCMpymeHmu..

CuctemaTa BUHTOBE 3a TpaHCNeAMKYAHA GUKCALMA Ce CbCTOM OT TPAaHCNEeAUKY/IHU U UIMAaYHU BUHTOBE, KOMTO Ca C Pa3/IMYHA Ob/KMHA U
OMAaMEeTbp, CBbP3BaLLY LWNPTOBE, KOUTO Ca C PA3/INYHA Ab/IKUHA U UANAYHU U YCIOPEAHN KOHEKTOPU. BCMYKM KOMMOHEHTU Ha cucTemaTa
ca u3paboTeHu OT maTepuanm, CboTBETCTBALLM HA AeicTBalmTe cTaHaapTm 1ISO u/mam ASTM. BuHToBeTe ca M3paboTeHu OT TUTAaHOBaA CMnJiaB
M ce AOCTaBAT NpeABapuUTe/IHO MOHTUPAHU Ha BUMHTOB YAb/KWUTE/, BKAIOYBALL, M AMNATATOP HA TbKaHW M ca cTtepunnu. LLndrtoseTe ca
n3paboTeHn oT TMTaHOBa MAN kobBanTHO-XPOMHa Cn/iaB U ce A0CTaBAT cTepunHu. KoHekTopuTe ca M3paboTeHn OT TUTaHOBA CMNJiaB U ce
[OCTaBAT CTEPUNHN. PazmepbT M popmaTa Ha U3genmaTa ce Kopurnpa cnpsamo mopdoornsaTa Ha TAJI0TO M ONepaTMBHaTa TEXHMKa.

CuctemaTa BK/ItOUYBA KOMMNEKT 33 OTCTPaHABAHe, KOWTO cnefBa Aa ce M3Nos3Ba 33 peBM3NOHHA onepauma. MpoueaypaTa 3a ynotpeba e
OonMcaHa B XMpypruyHata TexHWKa. Onumata 3a T-ApbXKKa cnepBa Aa ce M3MNo0/s3Ba, aKo e Heobxooum ronsam YCyKBal, MOMEHT 3a
OTCTpaHABaHe Ha GUKCUPALLUMA BUHT C TBbpAATa OTBEPTKA.

CuctemaTa MOXKe Aa ce M3nos3Ba NOCPenCcTBOM OTBOPEH UAN MUHUMANHO MHBA3MBEH 3a4eH A0CTbN. ManayHnte BUHTOBE, KOHEKTOPU U
wmnoTose 400, 500 mm ca npeAHa3HayYeHU 3a ynoTpeba camo Npu OTBOpPeHa onepaums.

MmnnaHTuTe Ha NEO Pedicle Screw System™ v MHCTpyMeHTUTE 3a eAHOKpaTHa ynoTpeba He TpabBa Aa ce M3N0A3BaT NOBTOPHO NPU HUKAKBU
obcToaTencrea.

OrPAHMYEHA TAPAHLIMA U OTKA3 OT OTTOBOPHOCT

Mpoayktute Ha Neo Medical ce npoaaBsart ¢ orpaHuyYeHa rapaHLmMa KbM MbpPBOHaYaNHWA KynyBay 3a AedekTu B u3paboTkata u
maTepuanute. Becsika Apyra NpsAKka UM KOCBEHA rapaHLmsA, BKIOUYMTETHO rapaHLMA 3a TbProBckaTta rogHocT UAu NPUroAHOCT Ce OTXBBPAA.

MEAULUMWHCKU U3AENUA 3A EAHOKPATHA YINMOTPEBA

MmnnaHTuTe Ha NEO Pedicle Screw System™ ca npegHasHauyeHu 3a egHOKpaTHA ynoTpeba. MHCTpymeHTUTe 33 egHOKpaTHa ynotpeba Ha
NEO Pedicle Screw System™ He TpsbBa Aa ce M3non3BaT NOBTOPHO NPU HUKAKBM OBCTOATENCTBA U CNesnBa Aa Ce U3XBbpAAT. 3abpaHnaBsa ce
noBTOpHaTa yrnoTpeba MM BCeKM ONWUTa 3a NOBTOPHA CTEPUAM3ALMA HA BCAKA YacT 3a eAHOKpaTHa ynoTpeba ot cuctemata NEO Pedicle
Screw System™, Tbi1 KaTo onpeAeseHN TEXHUYECKN XapaKTEPUCTUKM HA cMCTemMaTa ca HeCbBMECTUMM C ToBa. [oBTopHaTa ynoTpeba Ha
KOMMOHEHT 3a eiHOKpaTHa ynotpeba HOCK PUCK 3a NauueHTa.
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Bcekn onut 3a NOBTOPHa o6pa60TKa, no4yncrTeaHe, CTepuansnpaHe M/MI'IVI ,EI,E3MH¢€KLI,MH Ha KOMMOHEHTUTE Ha CUCTemMaTa, KOUTO ce
AOCTaBAT CTEPUSIHU, MOXe Oa NPUYUHU MHd)eKLI,VIﬂ UNN TOKCMYHa peaKuuA. B ponbaHeHWe, TOBa MOXe Aa OKaxKe He6naronpvaHo
B'b3,£|,el‘;1CTBME BbpPXYy NOKa3aTennTe N XxapaKTepnUCTUKUTE Ha 4aCTu Ha CUCTemarta.

Cnep, ynotpeba, BCMUKM MHCTPYMEHTM 3a eAHOKpaTHa ynotpeba cnepsa Aa ce M3XBbPAAT CbINIACHO MECTHOTO 3aKOHOAATe/ICTBO U
pa3snopenbu OTHOCHO MHGEKLMO3HM OTNASbLM.

MNOKA3AHUA

CuctemaTta BMHTOBe 3a TpaHcneamkyaHa ¢ukcauma NEO Pedicle Screw System™ e npegHa3sHayeHa ga nognomorHe 06e3aBMKBAHETO U
cTabmnmnsaumaTa Ha CermeHTM OT rpbbHauyHMA CTbA6 Ha NauMeHTWU, JOCTUFHANM CKefleTHa 3PAJIOCT KaTo CnomaraTesiHo CpeacTBo Npwu
CUHTE3HO cAMBaHe. CucTemata e npeAHasHayYeHa 3a 3a4Ha, HeuepBuKanHa GuUKcauma Npu cnegHUTe NoKasaHUs: gereHepaTMBHa AUCKOBa
6onect (gedmHMpaHa KaTo 60/Ka B rbpba OT AUCKOTeHEH MPOU3X0Z C AereHepauma Ha AMCKa, NOTBbpAEHa C aHaMHe3a U PeHTreHoBM
nscnefBaHua), CNnoHAMNONMCTE3a, TpaBMa (Hanp. dpaKkTypa wau amcnokaums), rpbbHayHa cTeHO3a, U3KPMBABAHUA (CKOAMO3a, KMdo3a
n/vnn nopaosa), Tymop, NcesaoapTpo3a u/Mam HeycnewHo NPeaxo4HO CUHTE3HO CAnBaHe.

MHCTpymeHTUTe cnepBa fa ce U3noa3saT 3a UMMNJIaHTMPaHe Ha ropenocoyYeHnTe MeANLMHCKU n3genus.

NMPOTUBONOKA3AHUA
MpoTUBONOKA3aHUATA BK/IIOYBAT, HO He Ce OrpaHnYyaBaT 4o:

e AKTVMBEH MHGDEKLMO3€eH NPOLLEC NW CHLLECTBEH PUCK OT MHDEKLMA (KOMNPOMETUPAH UMYHUTET).
e [lpU3HaLM Ha IOKaNHO Bb3MasneHune.

e Tpecka Unu neBKoumuTo3a.

e bonectHo 3aTnbcTABaHE.

e bpemeHHOCT.

¢ [cuxnyHo 3abonnaBaHe.

* Buanmo nskpuseHa aHaTOMMA, NPUYMHEHA OT BPOAEHN aHOMANUN.

e BCAKO 4pyro megmuMHCKO UK XMPYPTUMYECKO CbCTOSIHME, KOETO U3K/I0YBA NOTEHLMAIHATA NO/I3a OT ONepaums ¢ rpbbHaYHN UMNIAHTY,
KaTo Ha/in4yme Ha BPOAEHM aHOMA/IMM, NOBULLEHA CTOMHOCT Ha CYE, KoAaTo He ce obsicHABa ¢ gpyro 3abosiABaHe, NOBULLEHA CTOMHOCT Ha
nesrkouutn (WBC) MM 3HaUMTENIHO ONEBSABAHE Ha KPbBHATa KapTUHa.

e [loKa3aHa afneprusa uam HeMoOHOCMMOCT KbM MeTaiM UM CbMHEHWe 3a TaKaBa.

e Cnyvaii, KOMTO He ce HyXKAae OT KOCTeH rpadT u ¢pysusa.

e C/iyyaid, NPM KOWTO KOMMOHEHTMTE Ha MMMIaHTa, u3bpaHu 3a ynoTpeba ca TBbpAE rosiemu WaM TBbPAE MajKM, 3a Aa Ce MOCTUrHe
ycneweH pesynTar.

e [lauueHT, KOWMTO MMa HenoaxoaAuwo TbKaHHO NOKPUTHUE Ha ONepaTUBHOTO Nose nan HenoaxogAul, 3anac UM Ka4eCcTBo Ha KOCTUTE.

e [lauueHT, npu KOMTO W3MON3BAHETO Ha MMMNAAHTU we nonpevynm Ha aHAaTOMUYHUTE CTPYKTYPU UM Ha OYaKBaHaATa ¢M3MOJ’IOI’M‘-IHM
NoKa3aTtenu.

e [legnaTpuyHM NaUMEHTM UAM NALMEHTUN, KOMTO BCE OLLE Ca B NPOLLEC HA CKe/leTeH pacTex.
¢ [lauMeHTbT He MOKa3Ba rOTOBHOCT A4a CMa3Ba cnefonepaTuBHUTE UHCTPYKLMM.
e Cnyyali, KOMTO He e OnucaH B NOKa3aHMATA.

BAXKHO: BbnpeKku ye He ca abCconOTHU NPOTUBONOKA3aHUA, CbCTOSHUA, KOUTO C/leABa Aa ce Pa3rneXXaaT Kato NoTeHunanHu ¢pakropm
3a HEMU3MON3BAHETO Ha TOBa U3genue ca:

e TexKa KOocTHa pe3opbuus.

e Octeomanauma

e TexKa ocTeonoposa.

NOTEHUWANHUN HEXENNAHU CbBUTUA

Bb3MOXKHU Ca BCUYKM HeXenaHn cbbuTua, CBbp3aHn ¢ rpbbHaAYHO cMHTe3HaTa XMpyprua 6e3 MHCTpymeHTU. C MHCTPYMEHTHU, CMUCHKDBT Ha
NOTEHLUMANHNUTE HeXeNaHn cbbutna BkAoYBa, 6e3 orpaHuyeHme:

® PaHHO WU KBCHO pa3xna6BaHe Ha HAKOU NN BCUYKU KOMMOHEHTWU.
° Pa3|'l'IO6FIBaHE, OrbBaHe I/I/VII'II/I c4yynBaHe Ha HAKOU NN BCUYKN KOMNOHEHTU.

e PeaKkuma KbM YyKA0 TANO (anepruyHa peakLumn) KbM MMNIAHTK, 3aMbPCABAHMSA, Pa3aAKAALLM NPOAYKTU (OT NYKHATUHA, U3TPMBaHe u/unu
06110 pa3sKaaHe), BKAOYUTENHO MeTano3a, passakaaHe, obpasysaHe Ha TYMOp U/Mu aBTOUMYHHO 3abonsBaHe.

e Hatuck Bbpxy KOMKaTa OT YacTM Ha KOMMOHEHTU NpWU MaUMEeHTU C HenoaxoAAwoO TbKaHHO MOKPUTME Hafd MMMNIAHTA, BEPOATHO
NPUYMHABALLO NPOHMKBAHe Npes Koxarta, Apa3HeHe, pubpo3a, Hekopasa u/unu 6onka.

e bypcur.

° YBpex/JaHe Ha TbKaHW WAV HEPBU OT HENPABWU/HO MO3ULMOHMPAHE U NOCTaBAHE HAa UMNIAHTU MU MHCTPYMEHTH.

e CneponepaTtvBHa NPOMAHA B rpbOHaYHaTa U3BMBKA, HEYCMELLHA KOPeKLMA, BUCOUYMHA U/Uan penosunLMoHupaHe.

e NHbekuua.

e [lypanHu pasKkbCBaHWA, NceBAOMEHUHroLene, GUCTYa, NePCUCTMPALLO U3TUYAHE Ha TPBOHAYHO-MO3bYHA TEYHOCT, MEHUHIUT.
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¢ 3aryba Ha HeBponornyHa GpyHkuma (Hanp. CeH3opHa WM/unun ABuratesiHa), BKAOYMTENHO Napanunsa (Mb/Ha UAKM YacTUYHA), AucecTesus,
Xunepecresus, aHecTesus, Nnapectesvs, MosABa Ha pafuKkynonatus u/vav passuBalla Ce MAM NPOAb/KaBalwa 60/Ka, CKOBAHOCT,
HeBpOMa, crnasmu, ceH3opHa 3ary6a, ycellaHe 3a U3TpbnBaHe U/MAnM BUAMMU HEAOCTaTbLM.

e CMHAPOM Ha KOHCKaTa OnallKa, HEBPOMaTUA, HEBPOIOTUYHM AebULUTU (NPEXOAHM AW TPaliHK), Napanserus, napanapesa, pedaekcHu
AeduunTu, apasHeHe, apaxHoMAWT U/uam myckynHa 3ary6a.

* 3aAbpiKaHE Ha YPUHA AN HEKOHTPOIMPAHE Ha MUKOYHWUA MEXYp WU APYIv YPOJIOTUYHU HapYLUEHNS.

e O6pa3syBaHe Ha bener, KOWTO eBEHTYa/IHO MPUYUHABA HEBPOIOTMYHO HaPYLUEHUA UM KOMMPECUA OKO0 HEPBU U/unun Boska.

e ®pakTypa, MUKpobpaKTypa, pe3opbuus, yBpeaa UM NPOHMKBAHE Ha TPbOHAYHA KOCT (BKAHOUMTENHO KpbCTel, NeauKkyau u/vunm
NpeLNeHHo TAA0) U/uan KocTeH rpadT nav u3BanYaHe Ha KocTeH rpadT npu, Hag u/wam nNog HMBOTO Ha onepaumATa.

e MN3mecTeH Haszapg rpadr.

e [IMCKOBa XepHUsA, NPeKbCBAHE Ha AUCKA UM AereHepaL s Npu, Haf Uan NoA HUBOTO Ha onepauuATa.

e HesapacHana ¢pakTtypa (unm ncespoapTtpusa), 3abaseHo 3apacTBaHe M HeNpPaBU/IHO 3apacTBaHe.

¢ [lpeycTaHOBSABAHE Ha NOTEHLMANHWUA PACcTeX HAa ONepupaHaTa YacT Ha rpbOHauYHKA CTbNO.

e 3aryba Ha UM yBe/MYaBaHe Ha NOABUMKHOCTTA AN QYHKLMATA HA rPbOHAYHMA CTbAG.

* HeBb3MOMKHOCT Aa U3BBPLUBA €XKefHEBHUTE AENHOCTH.

e KocTHa 3aryba uav HamaneHue Ha KOCTHaTa NIbTHOCT, BEPOATHO NPUYMHEHO OT KOCTHOTO MpPeyCTPOMCTBO.

* YCNOXKHEHWA Ha JLOHOPCKOTO MACTO, BKOUMTENHO B0sKa, ppaKkTypa uam npobnemu cbe 3a3apaBABaHETO Ha paHaTa.

* Wneyc, ractput, YpeBHa HEMPOXOAUMOCT, HAPYLUEH KOHTPO/N BbPXy AedeKauuaTa UAW APYrM HapylWweHWUs Ha CTOMALUHO-YpeBHaTa
cucTema.

e KpbBOM3/MBM, XeMaTOMU, OK/NY3Us, CEPOMA, OTOK, XMNEPTOHUSA, eMbONUSA, yaap, MPEKOMEPHO KbpBeHe, ¢ebuUT, HEKPO3a Ha paHaTa,
AeXVCLEHUMA Ha paHa, yBpeda Ha KpbBOHOCHUTE Cb0BE UM APYrM HAPYLLIEHUA HA CbPAEeYHOCHA0BATA CUCTEMA.

e HapyleHus Ha penpoayKTUBHaTa CUCTEMA, BK/IIOUYUTETHO CTEPUANTET, 3aryba Ha 0bLLyBaHe UM CEKCyalHU HapyLeHuUs.

e Pa3BuTWe Ha pecnmpaTopHM Npobiemu, Hanp. 6enoapobHa embonna, atenekTasa, 6POHXUT, MTHEBMOHUA U Ap.

e [IpoMsaHa Ha NCUXMYHOTO CHCTOAHME.

e CMbpT.

Benexka: Moxe fa e HeobxoaMMa AOMb/IHUTEIHA ONepaLMa 38 KOPUTMPaHEe Ha HAKOW OT TE3M NOTEHUMANHWN HEXeNaHU CbBuTuA.

NPEAYNPEXAEHUE

CuctemuTte BUHTOBE 33 TpaHCNegMKy/IHa GUKcauma ca yCTaHOBEHO 6e30nacHM 1 epeKTUBHM CaMo 3a CbCTOAHMA HA TPBOHAYHMA CTbAb CbC
3HaYMTEeIHa MeXaHU4YHa HecTabuaHOCT unu p,ed)opmau,wﬂ, KOUTO MU3UCKBAT CUHTE3 C UHCTPYMEHTWU. TaKkuBa CbCTOAHMA ca: CbLlecTBeHa
MexaHWYyHa HecTabu/IHOCT Ha TopakanHaTa, AymbanHaTa 4acT WM/WAM cakpanHata KoCT Ha rpbbHaYHUA CTbA6 B AOMbAHEHME KbM
JereHepaTmMBHa CMNOHAMNONANCTE3A C OBEKTUBHM [0Ka3aTe/ICTBa 3a HEBPOJIOTMYHO HapyweHue, GpakTypa, AMCIOKaUWsA, TYMOp Ha
rpbbHauYHMA CTbN6, HeyCnelwHo NPeaxoAHO CUHTE3HO CAMBaHe (NcesAoapTpo3a) U M3KpMBABaHMA (CKOAMO3a, Kudosa u/vam nopaosa).
BesonacHocTTa U epeKTUBHOCTTA Ha TOBA U3Ae/INE 3a BCAKAKBU APYrv CbCTOSAHWSA Ca HEU3BECTHWU. MMNIaHTUTE He ca npoTesu. MNpu inncaTta
Ha CMHTE3HO CAWBAHE, UHCTPYMEHTUTE /UK eauH UNK NoBeYe OT KOMMOHEHTUTE MOXKe Aa Ce 04YaKBa Aa 6baaT M3byTaHW HaBbH, Aa ce
OMbHAT AW CYYNAT B pe3yNTaT Ha Bb34EeMCTBMETO Ha eXXeHEBHOTO MEXaHUYHO HaToBapBaHe.

He “3non3saiiTe KaHOMpaHaTa OTBEPTKA B KOMMNEKTa BUHTOBE 33 TPAHCNEAMKYNHA GUKCaLMsA 33 PEBU3UOHHA XMPYPrus.

He nsnonssaiTte HUKaKBM KOMNOHEHTU Ha umnaaHTuTe NEO Pedicle Screw System™ ¢ KOMNOHEHTU OT Apyra cUCTEMA UAW NPOU3BOAUTEN,
OCBEH aKO U3PMYHO He ce paspeluaBa Aa HanpasuTe TOBa B HACTOAWMA UAW B Apyr 4okymeHT Ha NEO MEDICAL™.

NPEANA3HU MEPKU:

MMNAaHTMPaHETO Ha CUCTEMA BUHTOBE 3a TPaHCMNeAMKyAHa GUKcaums cieasa 4a Ce M3BbPLUBA CAMO OT OMUTHM XMPYP3M Ha rpbbHAYHKUA
CTbA6, cneumanHo obyyeHu 3a M3N0N3BAHETO Ha Ta3W CUCTEMA BUHTOBE 3a TPaHCMeAMKYAHA GpMKCcaLumaA, 3aLL0TO TOBA € C/I0XKHa TeXHMUYecKa
npoueaypa C pUCK OT Cepuo3Ha yBpeaa Ha naumeHTa.

He BcAKa onepauus BoAM A0 ycnelleH pesyaTat. ToBa e 0cobeHo BaMAHO 3a XMPYPruaTa Ha rpbbHaYHUA CTbA6, MPKU KOATO MMa MHOKECTBO
06EKTUBHU NPUYMHM, KOUTO MOTaT 4@ KOMMNPOMETUPAT pe3yaTaTute. Tasm cUCTEMa He e NpeAHa3HaYeHa Aa e eUHCTBEHOTO CPeACTBO 3a
onopa Ha rpbbHayHMA cTbNb. M3NoN3BaHETO Ha TO3M NPOAYKT 6e3 KOCTEH rpadT Uam Npu cayyan, KOUTO BOSAT A0 He3apacHana GpakTypa
HAMa Aa e ycnewHo. Mpu ¢pakTypa, KoraTo KpaiHaTa Le/ e Bb3CTaHOBSABAaHE Ha NPELLIEHHOTO TAN0 6e3 CUHTE3, U3M0A3BAHETO Ha KOCTEH
rpadT He e MOKa3aHO M OCBEH TOBa C/ef, 3apacTBaHe Ha GppaKTypaTa, NeKyBaLLMAT NIeKap MOXKE Ja peln Aa OTCTPaHWU UMNAaHTaHTUTe.
HWKOM MMNNaHT B rpbbHaYHMA CTHA6 He MOMKe a U3L4bPKM HaTOBapBaHUA Ha TANOTO 6e3 onopaTa Ha KocCT. B To3u cayyaid e Bb3MOXKHO
orbBaHe, pasxnabsaHe, pasrnobssaHe U/Man cuynBaHe Ha U34eNUETO.

MpefonepaTMBHWTE M ONEpPaTUBHM MpPOLLeAYPM, BKAHOYUTENHO MO3HABAaHE HA XUPYPrUYHUTE TEXHWUKW, A06PO pPenosuuMoHMpaHe U
npaBuaeH Noa60op M NOCTaBAHE Ha UMMNNAHTUTE Ca BaXKHW CbobparkeHMs 3a YCNELWHOTO M3MN0A3BaHe Ha cMcTeMaTa oT xupypra. OcBeH TOBa,
NPaBUAHUAT U360pP M cna3BaHe Ha NPENOPBLKUTE OT CTPaHa Ha NaLMeHTa MMa roIIMO BAUAHWE BbPXY pe3yatatuTte. Npu naumeHTy - nywaym
Nno-4ecTo MMa C/lyyau Ha HesapacHanu ¢pakTypu. Te3n naumeHTv Tpabea fa 6bAAT yBeAOMEHU 33 TO3M GaKT U NpeaynpeseHn 3a Tasu
nocneauua. MaumeHTV Cbe 3aTbCTABAHE, HeAOXPaHBaHe U/vaun 310ynoTpebaBaLLyM C aIKOXOJ CbLUO He ca A06PKM KaHAMAATH 33 CMIMHANHO
CMHTE3HO c/iMBaHe. MauMeHTM C JIOWO KAayecTBO Ha MYCKY/IUTE M KOCTUTE M/MAM HepBHAa napanusa Cblo He ca fobpu KaHAMAATM 3a
CMWHANHO CUHTE3HO C/IMBAHE.
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YNPABNEHUE HA YCNTOXKHEHUATA

Hait-gobpaTa npakT1Ka 3a n3bArsaHe Ha YCOXKHEHUA U CUTyaLMUM, KOUTO € Bb3MOXKHO A3 A0BEeAAT A0 HeXenaHu cbbutua, e onucaHa B
XMPYPruyHaTa TEXHUKA.

U3B60P HA UMIJIAHT

M360pbT Ha Noaxoaauy pasmep, dopma v AM3aliH Ha MMNIAHTa 3@ BCEKM MaLMEHT e OT CbLLECTBEHO 3HaYeHMe 3a ycnexa Ha npoueaypaTa.
MeTanHUTe XMPYPruyeckn MMMNAAHTM Ca NOLJOKEHW Ha MOBTAPALLM Ce HaMpexKeHWUa Npu ynotpeba M TAXHaTa AKOCT ce OorpaHuyaBa oT
HeobXx0AMMOCTTa Aa ce ajanTvpa Au3aliHa KbM pa3mepa M popmaTa Ha YoBeLIKUTE KOCTU. OCBEH aKO He Ce MOJIOXKMU MO-Cepuo3Ha rpusKa
npu n3bopa Ha NaLMEHT, NPABUAHOTO NOCTaBAHE HA MMMNIAHTA U CEeA0NEPATUBHOTO YNpPaBAeHUE 33 MUHMMMU3NPAHE Ha HAaTOBAapPBaHETO
Ha MMNAHTA, TaKOBa HAaTOBapBaHE MOXKe Aa A0Beje A0 YMOpa Ha MeTana M Nnocaeggallo cyyneBaHe, orbBaHe WAM pasxnabeaHe Ha
n3genneTo npeau 3aBbplLiBaHe HA NpoLeca Ha 3a3gpaBABaHe, KOETO MOXe Aa AOBede A0 Apyra yBpeda Wau Aa cTaHe Heobxoaumo
npexaeBpeMeHHO OTCTPaHABaHe Ha U34eneTo.

PUKCALMNA HA USAE/IUETO

M B gBaTa cNyyasn, B KOUTO Ce M3BbPLLIBA OTBOPEHA OMNepaL s AU Ce U3N0A3Ba MUMHMMAHO MHBA3MBEH 3a4eH A0CTbN TpAbBa Aa cTe Aobpe
3an03HaTM C XMpypruyHaTta TexHuka Ha NEO Pedicle Screw System™. MnnMayHUTe BUHTOBE CE NOCTABAT Ypes CakpaseH KPUIOBULEH UAMaYyeH
(SAI) aocTbn 1/mam aocTbn Npes 3a4HO-ropHaTa MAKAYHA YacT Ha rPbBHaYHKUA cTbb (PSIS). Bcsaka duKcalums, KOATO BKIOYBA A0CTbNA A0
CaKpanHuA pua e NPoTUBOMNOKa3Ha NOPaAM BUCOKATA KOCTHA MABTHOCT U MPEKOMEPHMA YCYKBALL, MOMEHT, KOMTO € HeobX0AMM 33 BKapBaHe
Ha BMHTOBETE.

MHcTpymeHTuTe Ha NEO Pedicle Screw System™ BKatouBaT WMOTOBE M MMNNAHTU C Pa3iMYeH AMaMeTbp, KOMTO ca NpeaHa3HayeHu 3a
N3Moa3BaHe CbC cneudrUYHUTE MHCTPYMEHTU 3a M34enneTo. 3a 0TBepTKaTa C GUKCUPALLUA BUHT, BUHArM APbKTE MEXaHU3Ma C APbXKKaTa (C
TPecyoTKa). 3aTerHeTe U M3non3saiTe GyHKUMATA 3a OrpaHMYaBaHe Ha YCYKBALLMA MOMEHT Ha OTBEPTKATa 3a GMKCUpaALLMA BMHT, 33 Aa
ocuUrypuTe onTMManHaTa CUrypHOCT 3a pMKcauma Ha MmexaHu3ma. KoraTo ToBa ce M3BbpPLUBA CbI/IAaCHO XMpypruyHaTa TexHuka NEO Pedicle
Screw System™, 4ONBAHUTENHO NOBTOPHO 3aTAraHe He e HEObXOAMMO U He ce NpenopbyBa.

CNEO KATO BbE M3MON3BAHA ®YHKLMATA 3A OTPAHUYABAHE HA YCYKBALLMA MOMEHT HA OTBEPTKATA KbM ®UKCUPALLNA BUHT,
MOBTOPHA KOPEKUMA HE E Bb3MOXHA, OCBEH AKO ®UKCUPALLMNAT BUHT HE CE OTCTPAHU U HE CE 3AMECTU C HOB ®UKCUPALL,
BUHT N OTBEPTKA.

NMPEOONEPATUBHO

* MN36uMpaT ce camo NaLMeHTH, KOUTO OTFOBAPAT HA KPUTEPUUTE, ONMUcaHK B pa3gen “MokasaHms”.

e CbCTOAHMA U/UAM NPeaPa3NONoKEHOCT Ha NALMEHTH KaTo ONMCaHWUTE B rOpenocoyYeHnTe NPOTMBOMNOKAa3aHWA cneaBa Aa ce u3barear.

e Tpabea ga ce BHMMaBa nNpu paboTaTta C KOMNOHEHTUTE HA UMMNIAHTUTE U CbXPAaHEHMETO MM. MMnnaHTMTe He TpAbGBa Aa ca HaApacKaHu
AW NOBPEAEHW MO APYr HauuMH. IMNAaHTUTE M UHCTPYMEHTUTE cnefBa Aa Ca 3aluTeHM NO Bpeme Ha CbXpaHeHue, ocobeHo oT
passxapalla cpeaa.

¢ [lo Bpeme Ha onepauuaTa TpabBa Aa e OCUTypeH NoAXOAAL, 3anac OT MMMIAHTK, KaTo OBUKHOBEHO TOBa € KOJ/IMYECTBO MO-TONAMO
OTKOJIKOTO Ce OYaKBa Aa Ce U3MN0/3Ba.

e Tbii KaToO ce M3M0/13BaT MEXaHWYHM YacTW, XMPYpPrbT TpA6GBa 4a € 3am03HaT C Pas3/IMYHUTE KOMMOHEHTU Mpeau WM3MoA3BaHETO Ha
obopyaBaHeTo W cneaBa IMYHO A4a NPOBepU Aanu HeobxoAMMWUTE M3AENUA Ca HaAMYHKU npeam onepauusaTa. KomnoHeHTnte Ha NEO
Pedicle Screw System™ (onucanu B pasgen ONUCAHUE) He TpabBa Aa ce KOMBUHMPAT C KOMMOHEHTM OT APYr MPOU3BOAUTEN.

e 3a HenpeaBuAeHu cayyau, TpA6Ba Aa ca HANIMYHM AOMBAHUTENIHU KOMMNOHEHTH.

NO BPEME HA ONEPALINA

¢ M3KNHOYMTENHO MHOTO TPAGBa Aa ce BHMMaBa Npu paboTa OKOM0 rpbOHAYHMA MO3bK U KOPEHUTE Ha HepBUTE. YBpeaaTa Ha HEPBUTE Lie
posege [0 3aryba Ha HeBPONOTUYHN GYHKUUM.

e CyynBaHeTo, U3MN/Jb3BAHETO WAN HEMPABU/IHOTO M3MOA3BAHE HA MHCTPYMEHTU WAN KOMMOHEHTUM Ha MMMAAHTUTE MOXKE Aa NMPUYUHU
yBpeaa Ha NauyeHTa Uan Ha onepaTUBHUA eKMn.

e YBepeTe ce BHUMATE/IHO, Y€ NMOBBPXHOCTUTE HA UMMNAHTUTE HE Ca HaApPaCKaHW UM HaWbpOeHU, Tbil KAaTO TOBA MOXKE Za Hamau
dYHKLMOHaNHATA AKOCT HA KOHCTPYKLMATA.

¢ M3nonsBaite ob6pasHa AMarHOCTMKA Npu onepaumaTa.

¢ 3a NpaBW/IHOTO BKapBaHe Ha BUHTA, MbpBO TPsibBa Aa Ce M3N0A3BaA MHTPOAIOCEP, NOC/EABAHO OT OCTbP pe3boHapeseH UAM CamoHapeseH
BMHT. BHMMaHMe: AKO “3MNon3BaTe MHTPOAIOCEP, BHUMaBaTe Aa He ro BKapaTe TBbpAe AbNOOKO, Aa He ro OrbHeTe u/uam cuynure.
YBepeTe ce, Ye MHTPOAIOCEPDT HE Ce ABUXKM NPU HApA3BaHE AW BKapBaHe Ha BMHTA. OTCTpaHeTe MHTPOAIOCEPA U Ce yBepeTe, Ye e LA,
AKO nponycHeTe Aa HanpasuTe TOBA, MHTPOAKOCEPBT UM YACT OT HErO MOXKE Z1a MPEeMMUHAT NPe3 KOCTTa B MACTO, KOETO MOXKe Aa NMPUYMHMU
yBpeaa Ha 6a3oBuTe CTPYKTYpW.

e BHumaHue: He Hagps3BaiiTe M He M3MNOA3BAMTE BUHT, KOMTO € TBbPAE Ab/IbI UM TBbPAE ronam. HagpasBaHeTo, M3M0A3BAHETO Ha BUHT C
HEenoaxo4AL, pasmep WM C/Ily4alHOTO BKapBaHE Ha MHTpoAocepa Mo Bpeme Ha Haps3BaHe WM BKAapBaHe HA BMHTA, MOXKE Aa NPUYMHK
YBpEeXKAaHe Ha HEPBU, KPbBOW3/IMB UM APYTY Bb3MOXKHMU HEXEeNaHN Cbbutus, n3bpoeHn Ha Apyry MecTa B Ta3u MHCTPYKLMA 3a ynoTpeba.

e AKO BMHTOBETE Ce BKapBaT B NeAUKY/IM Ha rpbOHAYHUA CTbNb, M3N03BaliTe TaKbB AMAaMETbP Ha BMHTA, KOWTO € NOoAXOAAL, 33 BCEKM
neguky”n.

e BHMMaHue: B KOMbMHALMA CbC CMCTEMATA, BUHTOBE 3a TpaHcneauKyaHa ¢ukcaumsa NEO Pedicle Screw System™ morke ga ce n3nonssa
CaMO LIMMEHT CbC CPESEH UM BUCOK BUCKO3UTET. BHMMATENHO NpoYeTeTe MHCTPYKLMATA 3@ yNoTpeba Ha U3MON3BaHMA LMMEHT, 3a Ja ce
yBeEpUTe, Ye e Nnoaxoanl, 3a ynotpeba cbc cMcTemaTa BUHTOBE 3a TpaHcneaukyaHa ¢oukcauma NEO Pedicle Screw System™.
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e KocrteH rpadT Tpabsa aa ce noctasu B 06/1acTTa Ha CUHTE3, KAaTO MaTepuanbT Ha rpadTa Tpabea Aa ce NPOCTMpPa OT FOPHOTO A0 AOJ/HOTO
npeLueHHW Tena, KOUTO ce CIMBAT. M3non3BaHeTo Ha KoCTeH rpadT He e NOKa3aHo 3a 3apacTBaHe Ha GPaKTypa, NPU KOATO He ce U3UCKBA dy3us.

e [peaun 3aTBapsAHe, BCMUKM GUKCUpPALLM BUHTOBE TpABBa Aa ce 3aTerHat cbobpasHo xupypriuyeckarta TexHunka NEO Pedicle Screw System™.

CNEAONEPATUBHO

CneponepatMBHUTE YKa3aHUA N NpeaynpexaeHna Ha Nekapa KbM NaumMeHTa U CNasBaHeTo MM OT CTPaHa Ha NauMeHTa ca U3KAIYUTENHO
Ba*XHW.

¢ Ha naumeHTa TpabBa Aa ce fafaT NOAPOOHM MHCTPYKLMM 3a ynoTpebaTa U OrpaHUYEeHMATA CBbP3aHM C NOCTAaBAHETO HA U3aenneto. AKo
ce NpenopbyBa MM U3NCKBA YAaCTUYHO NMOeMaHe Ha TeXecTTa npean CTabuaHOTO 3apacTBaHe Ha KOCTTa, NauMeHTbT TpAbBa fa 6bae
npesynpeaeH, Ye YCNOKHEHWA KaTo OrbBaHe, pasxnabBaHe M/MAM cyynBaHe Ha M3LENUATa MOXKE Aa Bb3HMKHAT B pe3ynTaT Ha
NpPeKoMepHO UM PaHHO HAaTOBAPBaHE UM MYCKY/THA fleMHOCT. PUCKBT OT OrbBaHe, pa3x/iabBaHe UM cuynBaHe Ha Usgesnve 3a BpeMeHHa
BbTpeLWwHa puKcaLma No Bpeme Ha cnefonepaTMeHa pexabuantaums, MoXe Aa ce NOBULLM, aKO NALUMEHTBT € aKTUBEH M/IM aKO MALMEHTLT
€ HEMOLLEH UK C AeMeHUmA. MNaumeHTbT cneasa Aa 6bvae npeaynpeseH Aa u3barsa nagaHua AW BHE3AMHO YCYKBAHE HA NO3UUMATA HA
rpbbHauHMA cTbN6.

3a Aa ce ocurypu makCMmanHa BEPOATHOCT 3a yCNeLeH XMPypruyecku pesynTtaT, naumeHTbT Uan nsgenvarta He Tpabsa ga ce nognarat
Ha MEXaHWYHM BUOPALUM UK LLOK, KOMTO MOXKe Aa pa3xaiabu KOHCTPYKLMATa Ha u3genuero. NaumeHTsT TpAabBa aa 6bae npegynpeseH
3a Ta3M Bb3MOXKHOCT M A3 6bAe MHCTPYKTUPAH Aa OrPaHnymn U Hamanu GuandeckuTe 4eHOCTU, 0COBEHO BAMMaHEe Ha TEKECTU U YCYKBaLLM
OBUXKEHMA U BCAKAKBM CMOPTHU 3aHMMaHMA. MaumeHTbT Tpabea Aa 6bae NocbBeTBaH Aa He NylM, Aa He M3N0/3Ba HUKOTMHOBM
NPOAYKTU, KaKTO U Aa He ynoTpebsBa aNKOXON UAN HECTePOUAHM UAN NPOTUBOBL3MNANIMTE/NIHM 1IEKAapCTBa KaTo acnNMpuMH Mo Bpeme Ha
npoueca Ha 3a3gpaBaBaHe Ha rpadTa.

MauueHTHLT TPAGBa Aa 6bAe yBEeAOMEH, Ye He € Bb3MOXKHO [l Ce HaBeX4a UK BbPTM B TOYKATA Ha CMIMHANHO CiMBaHe v Aa 6bae HayyeH
2 KomneHcupa ToBa NOCTOAHHO GU3NYECKO OrPaHUYEHME Ha ABUKEHWNETO Ha TANOTO.

MponyckbT aa ce obe3asukm 3abaBeHO 3apacTBaHe UM He3apacHana GpaKTypa Ha KOCT Lie foBeae A0 NPEKOMEPHO UM NOBTAPALLO ce
HaToBapBaHe Ha MMMJAHTa. 3apagM MexaHU3mMa Ha ymopaTta, Te3n HaTOBapBaHWA MOXe f[a [0BedaT OO0 eBEeHTYya/HO OrbBaHe,
pa3xnabBaHe MAKM cyynBaHe Ha M3aenuATa. BaXkHO e MACTOTO Ha onepauunaTa Ha rpbbHauHMA cTbNb Aa ce 0b6e3aBUIKM, AOKATO He ce
YCTaHOBM CTabuNHO 3apacTBaHe Ha KOCTTa, KOETO c/leABa Aa ce MOTBbPAM C peHTreHorpadcko macnegsaHe. AKO CbCTOAHMETO Ha
HesapacHana GppaKkTypa NepcucTMpa MamM ako KOMMNOHEHTUTE ce PasxNabAT, orbHaT /UK cuynaT, U3genusTa cnedsa Aa ce pesusmnpar
NM/MAN OTCTPaHAT He3abaBHO NpeaM Aa Bb3HWKHE Cepuo3Ha yepesa. MaumeHTbT Tpabea Aa 6bae M3PUYHO MpeaynpeseH 3a Tesu
0nacHoOCTM U Aa 6bae HaboaaBaH AOKATO 3apacTBAHETO HA KOCTTa He 6bae NoTBbPAEHO.

KaTo npegnasHa MApKa, Npeau naumeHTUTe ¢ MMNAAHTU Aa 6bAaT NOA/OKEHN Ha CleaBalla onepaums (KaTo AeHTanHu npoueaypu),
MOKe Aia Ce MpeLeHn Nprem Ha aHTMBMOTUK NPODUNAKTUYHO, OCOBEHO 33 BUCOKOPUCKOBM MALUEHTH.

MmnnaHtute NEO Pedicle Screw System™ ca u3genus 3a BpemMeHHa BbTpelwHa ¢ukcauma. M3penmaTta 3a BbTpelwHa dpuKcauma ca
npegHasHayeHu Aa cTabuamnsmpaT MACTOTO Ha onepaumsa nNpu obuyaliHMA npouec Ha 3a3apassBaHe. Cnen CUHTE3HOTO C/MBaHe Ha
npeLwaeHn oT rpbbHaAYHNA CTHAD, TE3N U3LEeNUA Bede HAMAT GYHKLMOHANHA Lesl U MOXKe [a Ce OTCTPAHAT. Bbnpeku ye OKoOHYaTeNHOTO
peleHne 3a OTCTpaHABaHE Ha MMNIAHTUTE, pa3bupa ce, 3aBUCK OT XMPYypPra U NaUMeHTa, NPM NOBEYETO MALMEHTU OTCTPAHABAHETO e
NOKa3aHo, 3all0TO MMNAAHTUTE He ca NpeAHa3HayYeHW Aa MPeHacAT WaM NoAAbPKaT YCUAUATA, KOUTO ce nosaraT Npu HOPMasHU
AelHocTU. AKO U3aenneTo He 6bae OTCTPAHEHO cnes NpPUKAoYBaHe Ha HerosaTta ynoTpeba no npegHasHaveHue, MOXKe A3 Bb3HUKHAT
eHO UM NoBeYe OT CnefHUTe YCIOXKHeHUA: (1) passaxkaaHe, ¢ NoKanM3nMpaHa TbKaHHa peakuma nam 6osKa; (2) Murpaumsa Ha nosmumaTa
Ha MMNIaHTa, KOETO MOXKe fa AoBede A0 yspesa; (3) PUcK oT gonbaHuTeNHa yBpeda OT ciegonepaTvBHa Tpasma; (4) OrbeaHe,
pa3xnabBaHe 1 cHynBaHe, KOETO MOXKE Aa HanpasBW OTCTPAHABAHETO HENPAKTUYHO UK TPYAHO; (5) BosKa, anckomdopT uam HeobmyaiiHo
ycellaHe Mopaau MpUCHCTBMETO Ha u3aenuneto; (6) Bb3amorkeH nosuweH puck oT uHbeKuus; (7) KocTHa 3aryba nopaau KOCTHO
NpeycTponcTeo; M (8) Bb3MOMKHU HEU3BECTHU W/WAM HEOUYaKBaHWM AbArOCPOUHM edeKTU KaTo KapuuHoreHesa. OTCTpaHABaHETO Ha
umMmnnaHTa TpAbBa Aa ce nocneaBa OT NOAXOAALLO ClefonepaTUBHO ynpaBaeHue 3a usbsarsaHe Ha dpakTypa, noBTopHa GpakTypa uam
OPYTU YCNOXKHEHWA.

Bcuukm n3sageHun uspenva cnepsa fa ce TpetupaT no TakbB HauMH, Ye NOBTOPHOTO M3MOA3BaHe B Apyra XMpypruyecka npoueaypa ga
He 6bAe Bb3MOMXKHO. KaKTO Mpu BCUYKM OpTONESUMYHU MMNAAHTKU, KomnoHeHTUTe Ha NEO Pedicle Screw System™ He Tpabsa fa ce
M3M0N3BaT NOBTOPHO NPWU HUKAKBK 06CTOATENCTBA.

HeKAMHWYHM U3NUTBAHNUA U cMMynaLmMu Ha AMP 6axa U3BBbPLIEHM 33 OLLeHKa Ha uanaTta damuama usgenua Neo Pedicle Screw System™.
HeKkNMHWYHUTE M3NUTBaHUA A0Ka3BaT, Ye usanaTta pamunma npoayktn Neo Pedicle Screw System™ e ycnosHo 6e3onacHa 3a U3BbpLUBaHe
Ha AMP. NMaumneHT c UMNNAHT OT Tazn GamUANA MOXKe [a ce CKaHupa 6e3onacHo ¢ AMP npu cnegHuTe ycnosusa:

- CTaTM4YHO MarHuTHO none 1.5-Tesla n 3-Tesla

- MaKcumasieH NPOCTPaHCTBEH rpaAMeHT Ha MarHuTHo none 4,000-gauss/cm (40-T/m)

- MaKcumasnHo oTyeTeHa oT cucTemarta 3a AMP, uenotenecHa cpegHa cneunduryHa ckopocT Ha abcopbums (SAR) 2-W/kg 3a
15-MWHYTHO CKaHWpaHe (T.e. Ha nocnefoBaTeNHOCT HA UMNYACK) NPU HOPMasieH paboTeH pexnm

Mpw onpefeneHnTe yCI0BUA Ha CKaHMpPaHe, cMCTemaTa BUHTOBE 3a TpaHcneaukyaHa dukcauma Neo ce ouakBa fa AoBeje [0
MaKCMMaHO NoBULLIEHWE Ha TemnepaTtypaTta nog 2.0°C cnef, 15-MUHYTHO HENPEKBCHATO CKaHWpaHe (T.e.Ha NoC/ef0BaTENHOCT OT
UMMyAcK).

NHbopmauus 3a apTedaKktu
MpY HEKAMHWYHM U3NUTBaHWUA, 06PA3HUAT apTedaKT OT cMcTeEMaTa BUHTOBE 3a TpaHcneanKyaHa dpukcauma Neo Pedicle Screw System™
M31K13a Ha npubansnTenHo 10-mm oT ToBa U3genne, KoraTo ce n3obpasasa C NOMOLLTA Ha NOCNeA0BATENHOCT OT UMMY/ICK FPAAMNEHT -
exo u IMP cuctema 3-Tesla.
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PEBU3UA

KomnnekTbT 3a OTCTpaHABaHe, cnefBa Aa ce U3Non3Ba 3a peBM3NOHHA onepauma. MNpoueaypaTta 3a U3MN0A3BaHETO e onucaHa B
XMPYpPruyHaTa TEXHUKaA. He M3non3BaliTe KaHIOAMPaHa OTBEPTKA B KOMM/IEKTA BUHTOBE 3a TpaHCcNeAuKyAHa GUKcaLma 33 peBU3MOHHA
XMPYpPrua.

ONAKOBAHE

CTepunHUTe KOMMOHEHTU HA cUCTEMATa BMHTOBE 3a TpaHcneaukynHa ¢umkcauma NEO Pedicle Screw System™ ca rotoBu 3a ynotpeba,
CbAbPKAHMETO e CTepW/IHO, OCBEH aKO OMaKoBKaTa He e MoBpefeHa, OTBOPEHa MM CPOKbT Ha FOAHOCT Ha U34e/IMeTo e U3TeKbs.. 3a
HecTepunHUTe KOMNOHeHTM Ha NEO Pedicle Screw System™ mons, BUXKTE MHCTPYKUUWUTE 3@ ynoTpeba Ha HEeCTePUAHU UHCTPYMEHTU
Cucmema suHmose 3a mpaHcrneoukynHa gukcayus Neo Medical ™ u Cucmema knemka Neo Medical™ Ob6pabomka (noyucmeaHe,
Oe3uHgheKyua u cmepuau3ayus) Ha HecmepusaHU UHCMpymeHmu.

BHuMmaHue: OnakoBKaTa Ha BCEKM OT KOMMOHeHTUTe TPA6Ba Aa e uAana 1 3apasa Npu nosyyaBaHe. BcMUKM KyTum cnepBa Aa ce NpoBepAT
BHMMaTE/NHO, 33 [ia Ce rapaHTUPa, Ye HAMA yBpeKaaHe npean ynoTpeba. MoBpeseHUTe ONaKOBKM AN NPOAYKTU He TpAbBa Aa ce u3nonssat
M cnepBa a ce BbpHaT Ha MecTHUA anctpubyTop uam Ha NEO MEDICAL S.A.

BHumaHume: Mpeau ynotpeba Tpabsa BMHArK Aa ce NpoBepsBa CPOKLT HAa FOAHOCT Ha MPO/YKTA M aKo e U3TeKb/1, TOM Aa He ce U3NoA3Ba.

PEKNTAMALUUN HA NPOAYKTA

Bceku 3apaseH npodecmoHanucT (Hanpumep KAMEHT MAK NOTpebuTen Ha Tasm cucTema NPoAyKTU), KOWTO MMa ONAaKBaHWUA UAN KOWTO He
€ Y40BNETBOPEH OT Ka4ecTBOTO Ha MPOAYKTA, BUAA, TPAMHOCTTa, HAAEeXKAHOCTTa, 6e3onacHOCTTa, epeKTUBHOCTTA U/UAN XapaKTEPUCTUKUTE,
TpabBa aa ysegomm oduumanHus auctpnbytop Ha NEO MEDICALS.A.). OcBeH ToBa, ANCTPUBYTOPBLT TpsibBa Aa 6bae yBegomeH HesabasHoO,
aKO HAKOWM OT MMMNAHTUPAHUTE KOMMNOHEHTM 33 IPbOHAYHUA CTbAD “NOoKaXKe HEM3NPABHOCT” (Hanp. He OTroBapsA Ha CBOMTE GYHKLMOHANHK
XapaKTEPUCTUKN UAW MO APYT HAYMH He GYHKLMOHMpPa NO NpeaHa3HayeHue), uan nma CbMHeHuA 3a ToBa. AKo npoaykT Ha NEO MEDICAL
S.A. “noKka)ke Heu3npaBHOCT” M € Bb3MOXHO Aa € MPUYMHUAN UAN AONPUHECH/ 338 CMbBPTTA WAM 33 CepMO3Ha yBpeaa Ha NAUMEHT,
OMCTpMbyTOpbT TpAbBa Aa 6bae yBegomeH He3abaBHO no TenedoH, dakc MAM C NUCMeHA KopecnoHaeHuua. [Mpu npepsasaBaHe Ha
pekfamaums, MoJif, NocodYeTe HaMMEHOBAHWE U HOomep, NapTUAEH HOMEP HA KOMMOHeHTa, BalweTto ume u agpec, ecTecTBOTO Ha
peknamaumaTa u ysegomneHue 3a ToBa, 4a/m ce U3NCKBa MUCMEH A0KAag, OT AMCTpubyTtopa.

ODONBbNHUTENHA UHPOPMALUA
MpenopbyaHMTe yKaszaHua 3a ynoTpeba Ha Tasun cuctema (XMpypPruyHu TEXHUKMK) Cce NpeaocTaBaT 6e3nnaTHo npu nomckeaHe. Ako e
Heobxoanma UK ce U3MCKBa Noseve MHPopmauus, mons, cebprkete ce ¢ NEO MEDICAL S.A.

OBACHEHUE HA CUMBOJIUTE

Mspgenveto cboTeBeTcTBa Ha JlMpeKTusa
u MpoussoauTen c €O476 93/42/EMO Ha CobBeTa  OTHOCHO
MeANLMHCKUTE u3aenna

BHMMAHUE: depepanHuaT 3aKoH
(CALL) wsuckBa npopaxkbaTa Ha

YnbaHOMOLEH NpeacTasuTen 3a
Espona

Rxon|y Te3n usaenusa ga ce v3BbplUBa OT E KaTanoxeH Homep
nekap nnu no NeKapcko
npeanucaHue.

YHWKaAHa  ugeHTUdUMKaumMA  Ha LOT NapTuaeH Homep

n3genneTo

KoHcynTupaliite ce ¢ MHCTPYKUUnUTe
3a ynotpeba

MeaunumHcKo nsgenme
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[a He ce n3noa3Ba NOBTOPHO

STERILE|R]

CTrepunusunpanu c obnbysaHe

BHMMaHWe/ npeaynpexaeHne

w

[a ce nsnonsea npean gata

OrpaHuyeHne Ha TemnepaTtypaTta

MR Conditional

CbBMECTMM C MAarHMUTEH Pe30HaHC

@ =~ P> &

[a He ce n3nonsea, ako OnNakoBKaTa
e nospeaeHa

(44,
i d4y

T

[a ce cbxpaHsaBa cyxo

7(7)



