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YKa3aHus 3a ynotpeba

In-Space

Mons, npeau ynotpeba npoyetete BHUMATENHO T3 yKasaHus 3a ynotpeba, 6po-
lwypaTta Ha Synthes "BaxHa MH®OPMALMA" 1 CbOTBETHUTE XMPYPrUYHN TEXHWKN.
YBepeTe ce, ye No3HaBaTe CbOTBETHATa XMPYPryHa TeXHYKa.

Matepuan

Matepuan: CraHpapT:
PEEK ASTM F 2026
TAV ELI ASTM F 136
MpegHasHauyeHune

In-Space e npefgHasHayeH 3a CNMpaHe Ha CerMeHTHaTa eKCnaH3nA U JUcTpaxmpaHe
Ha NPOCTPaHCTBOTO MEXAY Processi spinosi Ha CUMNTOMATUYHO HUBO Mex ay L1 1 ST.
In-Space dhyHKLVOHMPa KaTo 3aeMallio NPOCTPaHCTBO U3fenne 1 3allTaBa OCHOB-
HO 3a[HNTe eNemMeHTy Ype3

— noAAbpXaHe Ha BUCOYMHaTa Ha hopameHa,

— OTBapAHe Ha 30HaTa Ha CNUHaNHWA KaHan,

— HaManfBaHe Ha HaTUCKa BbPXY haceTHUTe CTaBu 1

— obsiekyaBaHe Ha HanpeXeHWeTo BbPXY 3afHWA aHyyC.

Moka3aHua

In-Space moxe fia ce MMNaHTUpa Ha eaHo uav Ase HyBa oT L1 fo S1 3a 3afjeH goc
TN (L1 go L5 3a nepkyTaHeH AOCTbN). 3a UMNAaHTaumsa Ha L5/S1, HanuumneTto Ha
processus spinosus Ha ST ¢ JocTaTbyeH pa3mep e HeOOXOAMMO YCNOBMe 33 MbJHA
NOAAPBXKKA Ha UMMNaHTa.

Bb3 0cHOBa Ha NpeHa3Ha4yeHneTo cu, In-Space Moxe Aa Ce 13MoN3Ba 3a CaeaHuTe

noKasaHua:

— LeHTpanHa, natepasiHa u popamuHaHa nymbanHa cnHanHa cteHosa ¢ 6osika B
Kpaka, xbaboka nnn cnabuHnTe, KOATO MOXe Aa ce obnekyn npu haekcus

— Meku NpoTpy3nn Ha Ancka ¢ AnckoreHHa 6onka B [JoNHaTa YacT Ha rbpba

— QaceTeH CMHAPOM BCIeACTBME Ha OCTE0apPTPUT Ha daceTnTe

— [lereHepaTvBHa CNOHAMNONNCTE3A [0 CTENEH | C XxMnepnopno3Ha U3BnBKa

— Degenerative Disc Disease ([JereHepaTvBHo 3abonsBaHe Ha guckoseTte) (DDD) ¢
peTponucresa

— bonka mexny processi spinosi, Bb3HMKBaLLa BC1eACTBYE Ha CUHAPOM Ha Baastrup
("uenyBaLy ce processi spinosi”)

In-Space MOXe [la Ce N3MOoJ13Ba 1 KaTO BpEMEHEH UMMNIaHT NPy CbCTOAHMA, Hanaralin
BpemMeHHO OCBO60>K,D,aBaH€‘ Ha HaTOBapBaHeETO Ha AMCKa nvnu CbaCeTHVITe cTasn.

MpoTuBonokasaHuA

— Texka ocTeonoposa

— CUHOPOM Ha MefynapHusa koHyc/cauda equina

— TeXKa CTPYKTYpHa CnyHafNHa CTeHo3a C ANMCa Ha AVHaMUYeH KOMMOHEHT
— OpakTypun

CnoHannosa

[lereHepaTviBHa CMOHAMNOANCTE3a Ha MHOEKCHO HUBO OT CTeneH > | no Meyerding
— CKONNOTUYEH AedhOPMUTET Ha MHAEKCHO HIBO

— DDD ¢ chvkcnpaHa peTponmcTesa

— CekBecTpvpaHa AVNCKOBa XepHMA

— [peaxofHa xvpyprua Ha HBOTO Ha onepauuvaTa

— [lncnnasma Ha processus spinosus n/vamn namuHata

Hpekums

bonectHo 3aTnbcTaBaHe (MTM >40)

CTpaHuyHu ecpekTn

KakTo npu BCUYKM rofieMun XMpypruyHn npoLeaypu, MoraT fja Bb3HUKHAT prcKoBe,
CTPaHUYHK edhekTH 1 HexenaHn Cboutnsa. Bonpeku Ye MoraT Aa Bb3HUKHAT MHOTO
Bb3MOXHW PeakLyu, HAKOW OT Hall-4ecTUTe MoraT [ja BKJIloYBaT:

Mpobnemy, Bb3HNKBALLM BCEACTBYE HAa aHECTe3VATa U NO3ULMOHNPAHETO Ha na-
uveHTa (Hanp. rafieHe, nospblUaHe, feHTaNHW HapaHABaHUA, HEBPOMOTUYHM YB-
pexnaaHua 1 T.H.), TpoMbo3a, eMbonus, NHdeKLWa, 0BUNHO KbpBEHe, ATPOreHHO
HapaHsaBaHe Ha HepPBU 1 CbAOBE, YBPEXAaHe Ha MeKWTe TbKaHW, BKJ. OTOK, obpa-
3yBaHe Ha abHOPMHU LMKaTPUKCK, (DYHKLMOHANHO yBpeXAaHe Ha MyCKyHO-CKe-
neTHaTa cuctema, bonect Ha Sudeck, anepryHu peakLn/peakLm Ha CBPbXYYBCT-
BUTENIHOCT, CTPaHUYHU edeKkTy, CBbp3aHW C M3MbKBaHe Ha WMMAaHTa Wau
134eNneTo, NOLIO CBbP3BaHe, IMNCa Ha CBbP3BaHe, NPOAbXaBalla 60/Ka, yBpex-
[laHe Ha CbCefHMN KOCTU, ANCKOBE WU MeKa TbKaH, lypasiHO pa3kbCBaHe Uan U3Tn-
4aHe Ha rpbOHAYHOMO3bYHA TEYHOCT, KOMMPECWA /WU KOHTY3UA Ha rpbOHaYHMA
MO3bK, YaCTUYHO pa3mMecTBaHe Ha rpadpTa, BepTebpasHa aHrynaums.

CTePVIﬂHO uwspenue

n CrepunusnpaHo c obnbysaHe

CbXxpaHsBanTe UMMNIaHTUTE B OPUTHANHATA UM 3aLLUMTHA ONaKoBKa W HE M1 N3Bax-
[laliTe OT OMakoBKaTa 10 MOMeHTa HernocpeaCTBeHo npeay ynotpeba.

Mpeau U3nos3BaHe NPOBEPETe CPOKA Ha FOAHOCT Ha NPOAYKTa U Ce yBepeTe B LeoCT-
Ta Ha CTepu/HaTa onakoeka. [la He ce U3MoJI38a, ako OnakoBKaTa e nospe/eHa.
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@ [a He ce cTepunM3npa NOBTOPHO

MN3penve 3a egHOKpaTHa ynotpe6a

® He ynoTpe6sBalite NoBTOPHO

MpoayKTW, NpeiHa3HayYeHn 3a edHOKpaTHa ynotpeba, He TpsbBa Aa ce u3nonssat
MOBTOPHO.

MoBTOPHOTO U3nos3BaHe U obpaboTsBaHe (Hanp. NOYNCTBaHe U NMOBTOPHA CTepH-
NIN3aunsA) MOraT Aa HapyLaT CTPYKTYpHaTa LLASOCT Ha U3aenneTo U/unn fa goseaat
[10 HeyCneLHOTO My PYHKLIMOHUPaHe, KOeTo MOXe Aa NPUYMHN HapaHABaHe, 3a60-
NiBaHe WU CMBPT Ha NaumneHTa.

OcCBeH TOBa NOBTOPHOTO W3MON3BaHe Ha U3Aenus, NpeAHasHaveHun 3a eJHOKpaTHa
ynoTtpeba, Moxe fia Cb3Aae pUck OT 3aMbpcABaHe, Hanp. BCeACTBUE Ha NpeHaca-
He Ha MHeKLMo3eH MaTepran OT eAviH Ha Apyr NauveHT. ToBa Moxe fja AoBefe [0
HapaHABaHe WAV A0 CMBPT Ha NalyieHTa Unu onepaTopa.

3aMbpceHuTe UMMNaHTN He Tpabsa fa ce obpabotsaT OTHOBO. MMMNaHTK Ha
Synthes, KOUTO ca KOHTaMVHUPaHK C KPbB, ThKaH W/UAW TeNecHW TeYHoCT/MaTe-
puu, HUKora He TpAbBa Aa Ce U3NoN3BaT NOBTOPHO W C TAX TpAbGBa Aa ce 6opasu
CbrNacHo ¢ GONHMYHKA NPOTOKON. Bbnpekyn Ye MOXe Aa U3rnexaaT HenospeseHi,
MMNaHTUTe MoraT Aa “MmaT Manku feekTu 1 BbTPeLllHN HanpexeHus, KouTo Mo-
raT fia NpUYYHAT yMopa Ha MaTepuana.

MNpennasHu mepku

CrabunHoCTTa Ha In-Space ce 0CHOBaBa Ha HaIMYMETO Ha CNefHNUTe CTPYKTYpU:

— CynpacnunHo3eH AurameHT

— JlaMuHn

— Processi spinosi

— daceTHW CTaBK

[TBHO MW 3Ha4YUTENHO OTCTPaHABAHe Ha Te3U CTPYKTYpK Moxe Aa JoBene A0 MU~
pauva Ha n3genneTo.

O6LwKTe PUCKOBE, CBBP3aHN C XMPYPrUYHWUTE HaAMeCH, He Ca ONMcaHun B Te3u ykasa-
HUA 3a ynoTpeba. 3a noseye MHPOPMaLIUA, MONSA, HanpaBeTe crpaska ¢ bpoLuypaTa
Ha Synthes "BaxHa uHdopmaLma”.

MpepynpexxaeHus

CUAHO NpenopbYMTeNHO e In-Space Aa ce UMMNAHTIPa CaMo OT OMnepupaLLy Xupyp-
311, KOMTO NO3HaBaT 0bLLMTe NPOBAEMU Ha CMIMHANHATa XMPYPrA 1 ca CNOCObHK fa
npunarat cneundnyHTe 3a NPOAYKTa XMPYPrUYHA TeXHWKIW. VIMNnaHTauvATa TpAab-
Ba [la Ce 13BbPLUM CbIIACHO C yKa3aHUATa 3a NPenopbyunTenHaTa XupypriHa npo-
Lenypa. XMpypruT e OTrOBOPEH 3a TOBa fa rapaHTvpa nNpasBuiHO 13BbPLUBAHE Ha
onepauuaTa. 3a AONbIHUTENHA UHPOPMALIUA, MONA, BUXKTE CbOTBETHUA HAPBYHIK
3a TexHuKa.

npOVBBO,D,VITeJ'IﬂT He € OTrOBOPEeH 3a HWKaKBW YCJTOKHEHWNA, HaCcTbnBally BCnen-
CTBME Ha HemnpasBwuiHa AuarHosa, M360p Ha HernpaBwuneH MMNIaHT, HenpasuIHO
KOM6I/IHVIpaHI/I KOMMOHEHTW Ha UMMAAHTU U/nnu ornepaTuBHU TEXHUKW, OrpaHn4ye-
HVATa Ha METOLNTE Ha NnevyeHne nnn HepoctatbyHa acenTuka.

KomM6uHaumsa oT MeauuMHCKN usgenus
Synthes He ca TecTBann CbBMECTUMOCTTa C U3, NPefoCTaBAHM OT APYri Npo-
3BOLMTENN, 1 HE MOemaT OTrOBOPHOCT Npw NofobHW cayyan.

MarHuTHo-pe3oHaHCHa cpefia

CbBMecTUMO ¢ MP npu onpefesieHy ycnosua:

HekNMHNYHO TeCTBaHe B Ha-NOLLINA Bb3MOXEH CLIeHapWii NOKa3Ba, Ye UMMIaHTuTe

Ha cucTemarta In-Space ca cbBMecTuMK ¢ MP npw onpefenexn yciosua. Tesn aptu-

Kyam MoraT fa ce ckaHupat 6e30nacHo Npu cnefHunTe ycaoBus:

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

— lpocTpaHCTBEHO rpaaneHTHo none 300 mT/cm (3000 Gauss/cm).

— MakcrManHo HIBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuw-
dUYHO HMBO Ha abcopbums) (SAR) 4 W/kg 3a 15 MUHYTV CKaHUpaHe.

Bb3 0CHOBa Ha HeKJIMHUYHO TeCcTBaHe, MMMNAHTBT In-Space Lie AoBeAe [0 NOBMULLIa-

BaHe Ha TemnepaTypaTa ¢ He noseye oT 4,1°C npy MakCMManHo H1BO Ha ycpedHeHa

LenoTenecHa cneunduyHa abcopbums (SAR) 4 W/kg, oLleHeHO Ypes KasopumeTpus

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

KayecTBOTO Ha MP 06pa3HoTO M3cnefBaHe Moxe fa Obe HapyLLeHO, ako PerMoHBbT

Ha VHTepec e B TOYHO CbllaTa 061acT UNM CpaBHUTENHO 61130 1O NONOXKEHNETO Ha

n3genveto In-Space.
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