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BEYOND THE EXPECTED

Neo Cage System™ - Bpowypa 3a naumneHTa

Ob6uwa nHdopmayma

AKoO Wwe nony4yasate uan Bu e umnnaHtnpaHa cuctema NEO Cage System™, mons, npodeTteTe cnegHata nHbopmaums. AKo
MMaTe HAKAKBWU BBMPOCK WU Ce Hy)KAaeTe OT AOMBbAHUTENHM NogpobHOCTU, MoxKeTe Aa ce cBbpkeTe ¢ Neo Medical
(www.neo-medical.com/contact) nnum c nexkysawms nexap.

OT Bpeme Ha Bpeme, NPOBEPABANTE M 3a aKTyaM3aummn Ha MHGOPMALMATA, CbabPKALLA Ce B HacToAWwaTa bpowypa, KoATo
we Bu 6bae npepocTaBeHa upes yebcalita www.neo-medical.com .

Neo Medical Kato 3akoHeH npoussoauten Ha NEO Cage System™ TpabBa ga npenoctaBu cregHata MHbopmauma Ha
nauueHtTuTe. UHpopmaumaTa No-go0y e nssneyeHa ot MHCTpyKLMuUTe 3a ynotpeda n obimTe o6pu NPakTUKK B rpbbHaYHaTa
Xupyprus.

LlenTa Ha rpbbHauYHaTa XMPYPrua ¢ M3MoA3BaHe Ha KNeTKM e aa ce o6e3asuMKaT ABe AN NoBeye HMBa Ha rpbOHaYHKNA cTbNb.
Ta3u npoueaypa e HeobxoaMMa 3a NeYeHMETO Ha BalleTo MeAULMHCKO ChbCTOAHUE, HO BOAM A0 HEBb3MOMKHOCT 3a CrbBaHe
WU 3aBbPTaHE Ha HUBOTO Ha rPpbBHaAYHOTO cpacTeaHe. [PpM BCUYKM CAyYan MMa HauMHM Aa ce KOMMNEeHCMPa TOBa orpaHnyeHme
B IBUXKEHMETO Ha TA/I0TO, 338 KOETO e HeoBX0AMMO Aa nonuTaTe NeKyBalluma nekap uav GpusnoTepanesT.

MofpPOBHOCTU 33 UMMNIAHTUTE, KOUTO Ca U3MON3BaHM, Ca BKIOYEHM B KapTaTa 3a MMMNIAHTH, KOATO cesBa Aa cTe NoayyYnuau
cnep onepaumaTa. B KapTtata 3a MMNAAHTU MMa BCUYKM €TUKETM Ha UMNAAHTUTE, KOUTO BKJ/IKOYBAT MMETO Ha YCTPOMCTBOTO,
HOMepa Ha NapTnAaTa, YHUMKanHua naeHtudumKkatop Ha yctpoicteoTo (UDI), Mmogena Ha yCTPOMCTBOTO, KAaKTO M UMETO, agpeca
n yebcanTa Ha npomsBoaUTENs.

Ha cneagalumte CHUMKM e NpeacTaBeH NpMMep 3a TOBa Kak c/1efBa Aa 6bAe Nonb/HeHa KapTaTta 3a MMNAaHTa.

Label N°9 Label N°13 Label N°17 Label N°21
N . T
Label N°10 Label N°14 Label N°18 Label N°22 e O P
IMPLANT CARD A
Cage System™
Label N°11 Label N°15 Label N°19 Label N°23 H
Label N°12 Label N°16 Label N°20 Label N°24 1
o ; UDH DI 01)07540177822000 [gpi]
Device Type (10123458789
'II? Teopr ®puseman eo” 117)000101 @
- @ o
EN Spine Cage/BG CnnHaneH ke CAGE INSTRUMENTKIT Label N°5 iR Gondttional
B MMnaHT/CS Péteini rozpérka /DA C100.00-00 123456789 This person can be safely scanned with C
'Z’ Z 5 Za Za I ‘ Spinal cage/DE Cage / EL KAwBo¢ MRI only under very specific conditions.
onovBUAKIG OTAANG/ES Caja de co- Scanning under different conditions T
may result in severe patient injury. Full
W?{T ‘Umné/ET Lulisamba protees (cage)/ Fl Label N°2 Label N°6 MRI safety information is available in P
rE\"' niversitats bmitan Selkarangan kehikkotuki/FR Cage inter- the product Instruction for use available
I;l— somatique/HR Medukraljeznicni ume- from www.neo-medical.com/ifu
€Ha tak/HU Csigolyatest-tavtart6/IT Gabbia A
Spinale /IS Hryggjarbur /LT Stuburo
Eackﬁ‘aﬁ% 78 narvelis/ LV Mugurkaula konteiners / NL Label N°3 Label N°7 d H
Wervelkolom cage/NO Spinalbur/PL . [+]
om-ﬂav—tepmaﬂn&\alka do kregostupa/PT Espacador Neo Medical SA A
J-p Nackan ®pury espinal /RO Cusc pentru coloana verte- Route de Lausanne 157 A
brald / SK Spindina klietka/SL Medvre- 1096 Villette
tencna kletka/SV Spinalt burimplantat Label N° 4 Label N°8 Switzerland
www.neo-medical.com/patient IMPL-CRD-CS_2020-01 vs.1.0 ~ 2
(=3 www.neo-medical.com

Ped. PB-CAGE-ENG Bepcusa: 2021-10V. 1,0

1(4)



http://www.neo-medical.com/contact
http://www.neo-medical.com/

Neo®

BEYOND THE EXPECTED

Mons, HoceTe cbe cebe cv KapTaTa CM 3a MMMNJIaHTa M HanpaseTe GOTOKOMNME UM CKaHMPAHO KOMKe, KOeTo Aa Ce CbXpaHABa
Ha CUIYPHO MACTO, Jasiey OT U3TOYHULLM, KOUTO MOTaT 4a A yBPeaAT.

BesonacHa ynotpeba n HeobxoamMmo npocneasBaHe

Mpean oa ce NoA/I0XKMUTE Ha OMNepaLus U Npu U3NUCBAHETO TPAGBA Aa CTe NOYYUIN ACHW YKa3aHUA OT JieKkyBalums Bu nekap
3a NpeanasHWUTe Mepku, Kouto Tpabea Aa cneapate, 3a Aa OCUrypuTe Hal-gobpua pesynTtaTt oT fedeHneTo. Mons, BUHArU
cnepBaiTe yKasaHUATA Ha BawmAT nekysaLl 1ekap.

BawwuaT nekysaly, aekap Tpabsa Aa B nocbBeTBa 33 BCAKAKBU OrPaHUYEHMA HA aKTUBHOCTTA M HOCEHETO HA TEXKECTU, 0COBEHO
Nno BpPeme Ha 034paBUTENHMA npouec cines onepaumata. Mpegu NbAHOTO Bb30OHOBSABAaHE Ha HOCEHE HA TENKECTH,
CpacTBaHETO Ha TpeTUpaHUTe HMBa cbe cucTemata Neo Cage™ ce NOTBbPKAABA YPE3 PEHTIEHOIOMMYHO M3cneaBaHe. AKo ce
pasBue /IMMCca Ha CPacTBaHE UM aKO KOMMOHEHTUTE Ce pasxaabAT, MUrpupat u/mam cuynaT, yctpoicreaTa TpAa6sa aa 6baat
peBU3NpPaHU U/UNKN OTCTPAHEHU He3abaBHO, Npeau Aa Ce CTUTHE 40 CEPUO3HO HapaHABaHe.

Mons, npuabprKainTe ce Kbm rpaduKa 3a npociesssaHe, M3MCKBAH OT NeKyBalma By nekap, U cbobliaBaiite 33 BCUYKM
CTPaHHM ycelwaHna 1 cbbutna, KouTo crnopes Bac 6uxa morav ga NOBAMAAT HAa MMMNAAHTA, Hanpumep: 60AKN B rbpba,
3ayepBABaHe Ha KoyaTa B 06/1aCTTa Ha onepauuATa, NOBTapALLa Ce TemnepaTypa, BCAKO NagaHe, yaapw MW CTPaHHW
OBUNKEHWSA, KOUTO CTe NpPeXunsenmu.

AKO nonagHeTe B HAKOE OT Te3U CbCTOAHWMA, MMA MNO-rONAMa BEPOATHOCT Oda wu3nutaTte HE6I'IaFOI'IpVIHTeH ed)eKT cnen
onepauunATa. Monsa, nomucnete ga npeanpunemetTe ageKkBaTHM MEPKKU, aKO NonagHeTe B HAKOWM OT Te3mn Ccny4vyaun:

e 3aT/nbCTABaHe

e  Henb/AHOUEHHO XpaHeHe

e  30ynoTpeba c anKkoxon

e TioTOHONYLLEHe, ynoTpeba Ha HUKOTUHOBU NPOAYKTH
e  B/iIOWIEHO CbCTOAHME HA MYCKY/INTE U KOCTUTE

e [lapanusa Ha HepsMU

Mo Bpeme Ha 034paBUTENHUA NPOLLEC € CUIHO NPENOPbUYMTENIHO A3 He Ce NyLK TIOTIOH, Aa He ce U3M0a3BaT HUKOTUHOBMU
npoAayKTU, Aa He ce YI'IOTpe6ﬂBa A/ZIKOXO0J1, KAaKTO N HECTEPOUAHU NI NPOTUBOBB3NA/IUTE/THUN IEKAPCTBA, KaTO aCNUPUH, KOUTO
MoraT Aa NoOBAUAAT Ha CPaCTBAHETO U C/iea0BaTe/IHO Aa AoBeAaT A0 Heycnex Ha onepauunAaTa.

KaTto npegnasHa msapKa, npeau ga ce NoA/oXUTE Ha KakBaTo M Aa e noc/iegalia onepauusa (Hanpumep CToMaTo/IOrMUYHK
npoueaypu), nonuTaiTe NeKyBaLLMA CU NeKap AaNN MOXKe Aa Ce MOMMUCMY 33 MPODUNAKTUUYHO MPUIOKEHNE Ha aHTUBMOTULN,
0CO6EHO NPY BUCOKOPUCKOBM NaLUEHTH.

OyakBaH CPOK Ha eKcnaioatauuna

CpOKbT Ha eKcnjioaTaLms Ha MMMNAAHTUTE 3aBUCK OT MHOTO GaKTOpK, KaTo Hanpumep o06LLOTO 34PaBOCNOBHO CbCTOSHUE HA
NaLMeHTa, HUBOTO Ha aKTUBHOCT, M3/1araHETO Ha MEeXaHUYHO HaTOBapPBaHe, IOLIMNTE 34PAaBOCNOBHM HABUUM (TIOTIOHOMYLUEHE,
KOHCYMaLMsA Ha anKkoxon). BalmAT fNeKyBall fekap CbLiO Taka peaoBHO Mpocnegssa CbCTOSHMETO Ha MMNAaHTUTe. bes
cnassaHe Ha NpeAnasHUTe MepKu, NPeaBUaeHM B Ta3n IMCTOBKA, KMBOTLT Ha NPOAYKTA MOXe A3 6bae CUAHO HAManeH.
HannuHuTe gaHHKM 33 NOAOOHM MMNAAHTU NOKa3BaT, Ye, ako e MOCTUIHATO CTabUAHO CpacTBaHe, KNeTbYHMUTE CUCTEMU MOraT
[a oCTaHaT B OpraHu3mMa 3a HeonpeaesieHo Bpeme.

MaTepman 1 Bewectso

Mmnnantute NEO Pedicle Screw System™ ca uspaboTeHu OT maTepuanu, KOMTO Ce M3M0/3BaT 3a MMNAAHTUPAHE OT MHOTO
rOAMHW # NPU XOpa M MOKa3BaT OT/IMYHM CBOWCTBA 33 M3Mo/s3BaHe B rpbbHauyHM cucTtemu. KnetkuTe ca M3paboTeHu oT
TUTaHMEBA CNAaB, OTFOBAPALLA HAa MeXKAyHapoaHuTe ctaHaapTh 1ISO 5832-3 1 ASTM F136. Bcmykn matepmanu ca TecTBaHu B
CbOTBETCTBME CbC CTaHAAPTA 32 BUocbBMecTMMOCT ISO 10993-1, KOMTO NOTBbPXKAABA, Ye Te3M MaTepUanmn ca NoaxoaALm 3a
AbArOCPOYHO UMMNAHTUPaHe. Bb3 0cHOBA Ha TecToBeTe 3a BUOCHBMECTUMOCT, USUCKBAHU OT MeXAyHapoaHUA cTaHAapT ISO
10993-1, HAMA WMHAMKALMMK, Ye AbAFOCPOYHOTO MMMIAHTUPAHE Ha YCTPOMCTBOTO MOMKe Aa MPUYMHW HebnaronpusaTHU
nocneguum 3a 3gpaseTo.
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ObuyaliHa NpaKTMKa e, 0c0beHO B C/1y4alt Ha U3BECTHM anepruu, Nnpeam UMNAaHTMpPaHe Aa ce NPoBeXKAaT TECTOBE 3a anepruu,
3a [a ce NpoBepU CbBMECTMMOCTTa Ha MaTepuanuTe U Aa ce U3KAYAT NOTEHUMANHU HEXenaHn peakuuun. Bbnpeku ye,
npeasua MHOXECTBOTO MaTepuaan U NPOAYKTH, M3NOA3BAHM MO BPEME HA U C/ef onepaunsTa, Bb3NaauTeNHUTE NPoOLEeCcH,
MHOEKLMUTE WU HEXKENAHUTE peaKkLunmn TpsabBa Aa ce pasrieXkaaT KaTo YacT OT Bb3MOMXKHUTE HeXeNaHn edpekTu.

MNpeaynpexaeHue, CBbP3aHO C Bb3MOXKHMU B3aVIN\Op,eI71CTBI/Iﬂ
B cnyuait ye TpabBa Aa ce NogN0KUTe Ha U3cnenBaHe C MarHuTeH pesoHaHc (MP) ¢ NEO Cage System™, mons, HbopmupainTte
NeKaps 3a cnegHoTo:

NHbopmaLma 3a 6esonacHocT npu MP

3a oueHKa Ha uanaTta rpyna npoaykti Ha Neo Cage System™ ca nposegeHn HEKNMHUYHK M3NUTBAHMA U
cumynaumm Ha MP 1 MoZien Ha YoBeLIKO TANO 33 MoAenpaHe in vivo. HeKNMMHUYHMTE U3NUTBAHMA NOKa3axa,
CvemecTnmocr ¢ ye uAnaTa rpyna npoayktn Ha Neo Cage System™ e cbBmectuma ¢ MP. MaumeHT ¢ UMNAAHT OT Tasu rpyna

MP nsgenma Mmoxe ga 6bae ckaHupaH 6e3onacHo, Npu cnegHUTe ycaoBmA. HecnassaHeTo Ha Te3M YCI0BMA MOXKe
[a [oBefe 00 HapaHsiBaHe Ha MauMeHTa.

MNapameTbp Ycnosus

HOMMWHaNHM CTOMHOCTU HAa CTaTUYHOTO 1,5-Twn 3,0-T

marHuTHo nose (T)

MaKcumaneH NpoCTPaHCTBEH rpaaneHT 40-T/m (4,000-gauss/cm)

(T/m u gauss/cm)

Bua Ha paaMoYecToTHOTO Bb3byXKaaHe Kpbroso nonspusupaHo (CP) (T.e. c KBagpaTypHO 3a4BUXKBaHE)

MNpenasa MHGOpPMaLMA OT PaSMOYECTOTHA Hsama orpaHuMyeHun B NpeaaBaHEeTo OT pagModecToTHa 606uHa

6obuHa B cboTBETCTBME C TOBA MOraT Aa Ce U3N0A3BaT C/iegHuUTe:

pagunoyecToTHa 606MHa 3a TANOTO 3a NpPeaaBaHe M BCUYKK APYTY KOMBUHALMM OT
paanoYecToTHM 606MHM (T.e. paanodectoTHa 606MHa 3a TANOTO 3a NpeaaBaHe,
KOMBWHMpPaHa ¢ BCAKa pamMoYyecToTHa 606UHa camo 3a npremaHe,
pagunoyectoTHa 606MHa 3a rnasa 3a npegasaHe/npuemaHe, pagmMo4ecToTHa
6061Ha 3a KONIAHO 3a NpeaaBaHe/npuemaHe U T.H.)

Pexum Ha paboTta Ha cuctemata 3a MP HopmaneH perxmm Ha paboTa

MakcumanHa ycpegHeHa uenotenecHa 2-W/kg (HopmaneH pexkum Ha paborta)

cneumouyHa cteneH Ha abcopbums (SAR)

OrpaHuyeHna Ha NPOABAKUTENHOCTTA Ha YcpepHeHa uenoTenecHa cneundmryHa cteneH Ha abcopbumsa (SAR) ot 2 W/kg 3a
CKaHWpaHeTo 60 MMHYTW HEMPEKbCHATA PaAMOYECTOTHA EKCNO3NLMA (T.e. Ha UMNYACHA

nocneaoBaTeHOCT MM Ha NocaeaoBaTeIHOCT/nopeamua oT NocAea0BaTenHOCTH
6e3 npekbcBaHe)

ApTedakT Ha MP nsobpaskeHnerto HannumeTo Ha TO3M MMNAAHT Npean3BuKBa apTedakT B n3obparkeHmeTo. Mopaam
TOBa BHMMaTeIHO noabepere napameTpuTe Ha MMMNYACHATa NOCNeL0BaATENHOCT,
aKo MMMNAHTBT Ce HaMMpa B 30HaTa, KOATo By nHTepecysa.

Korato npemuHaBaTe npes nNpoBepKa 3a CUIypHOCT C MPEHOCUMM WU MPOXOAHU AETEKTOPW, BUHArU HoceTe cbe cebe cu
KapTaTa 3a MMMAaHTa U MHGopMMpaiiTe NepcoHana 3a NPOBEPKa Ha CUIYPHOCTTA 3a Baluma MMNAaHT npeam BcAKa NpoBepKa
WM BIM3aHe B CKeHepa. MIMNiaHTMUTe, KOMTO MMaTe, He Ce BAMAAT OT CKeHepuTe 3a MPOBEPKa Ha CUTYPHOCTTa.
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OnnakBaHuA OT NnPOAYyKTa

B cnyyalh ye He cTe AOBO/IHM OT KAYecTBOTO, MAEHTUYHOCTTA, TPAMHOCTTA, HaAeXAHOCTTa, 6e30nacHOCTTa, ePpeKTMBHOCTTA
n/vnu paboTata Ha NPoAyKTa, moxeTe aa ysegomuTte Neo Medical upes nHbopmaumaTa 3a KOHTAKT, Ha/IMYHA HA UHTEPHET
CTpaHuMuaTa. Hue ce rpuykmm 3a BcAka obpaTHa Bpb3Ka, BbNPEKU ToBa Le Tpabsa Aa noayymm ot Bac nogpobHa nHbopmaums
3a OMNJIAaKBAHETO M Noaxoaalm obeKTMBHM AOKasaTencTBa (Hanp. NbAHW NpesonepaTUBHU, XMPYPIUYHK U CAef0NnepaTUBHM
OOKMagu v uscnenBaHua), Aa pasnonarame ¢ MHGOPMALLMA 33 KOHTAKT C IeKyBallma Bu nekap, 3a Aa NOTBBPAMM U NOAYYUM
HeobxoaumaTa MHpopmaums.

Mo cunaTa Ha 3aKOHUTE 33 3alLMTA HA JIMYHUTE AaHHM HE MOXEM Ja MMame AOCTbMN 40 ropenocoyeHaTa nHdopmauus, 6es
Aa nosyynm BalweTo nUcmeHo cbraacue, nopaam KoeTo We Tpabsa fa nognuvwere HawuTe popmynapu. bes nonyyasaHeTo
Ha BaweTo cbrnacme He 61 Morno ga ce ocbLecTBn 06paboTBaHeTo Ha KanbaTta Bu.

3a cbobLaBaHe Ha HeXenaHu cbbutns ot ABCTpanus: www.tga.gov.au

Ob6sacHeHMe Ha cuMBOAUTE BbpPXYy KapTaTa 3a UMM1IaHTA

‘ MpownssoguTen KaTanoxeH Homep

YHUKaNHa naeHTuduKaumsa Ha
. A buau LOT Homep Ha napTnaara

YCTPOWCTBOTO
MeaunumHcKo nsgenune CvBmectumoct ¢ MP

MR Conditional

®
W? NaoeHTuduKaums Ha naumeHTa [aTta Ha onepaumaTa
m 34paBeH LeHTbp U/vaun nekap @ YebcalT 3a MHPOpMaLMA 33 NaUUeHTUTe

Neo Medical S.A.

Route de Lausanne 157A
1096 Villette
Lsenuapus
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