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IHCTPYKLIA I3 3ACTOCYBAHHA

3aranbHa iHpopmauina - iMmnnaHTaTy Ta abaTmeHTN

Onuc

3y6Hui imnnaHTaT a6o abaTMeHT BaiikoH (Bicon) BUroTOBNEHO 3 TUTAHOBOTO CrNaBy ANA
xipypriuHux Bupo6is (Ti6AI4V). [locniaHnKM 3asaBunv, WO Lein maTepian € 6iocymicHUM.
®opma noBepxHi byna peTenbHO po3pobrieHa Ta He NignArae 3miHam. IMnnaHTaTn
06pobneHi nickocTpymuHHo (Integra-Ti™) Ta nokpwuTi rigpokcunanatitom (Integra-CP™).

IMnnaHTaTy BakoH (Bicon) MOXXHa BCTaHOBMIOBATM Ha HUXKHI ab0 BepxHin weneni. Y
CTBOPEHUX JIyHKaX Y 3aro€Hii KiCTKOBIl TKaHWHi abo y AinAHKax nicna BUAaneHHA MOXHa
BUKOPUCTOBYBATW Pi3Hi po3mipu. LL|o6 oTprmaTtn iHpopmaLiio Npo xipypriuHy onepadito,
AVB. BiANOBIAHWIA NOCIBHUK ab0o nepernaHbTe Bifeo Npo TexHonorito balikoH (Bicon) 3a
nocunanHam: https://www.bicon.com.

Mpu3HayeHHA

CromaTtonoru BCTaHOBIOKTb iMNNaHTaTK Ta abatmeHTH baiikoH (Bicon) y weneny ana
BiiHOBNEHHA QYHKLIi )KyBaHHA NaLiEHTIB, y AKX MOXe Oy Ty BiACYTHi OAMH abo Kinbka
3y6iB.

MokKasaHHA

IMnnaHTaT baitkoH (Bicon) BCTaHOBIIOETLCA B 6€33y6UX AiNAHKaX HUXKHBOT a60 BEPXHbBOI
Leneny Ana KpinieHHsa NoBHOTo 3HIMHOTO 3yOHOro NpoTesa, KiHLeBOoro abo Npomi>kHoro
abaTmeHTa AnA He3HIMHOro MocTonoibHoro NpoTesy abo ANA KPinneHHA YacTKOBMX
nportesis, abo ANA NpoTe3yBaHHA.

MpoTunokasaHHA

ImnnanTaTy BaiikoH (Bicon) He cnif BUKOPUCTOBYBATYW NaLlieHTaMm i3 TakUMU CTaHamu, AK
CTillKa NaTonoria KOMMNOHEHTIB KPOBi, HEKOHTPOIbOBAHWI LyKpOBUIA fliabeT, rinepTupeos,
6pyKcK3M, iHdeKLiT pOTOBOT MOPOXKHMHYM 200 3N0AKICHI HOBOYTBOPEHHS. TakoX He chif
BUKOPUCTOBYBATYW iMnnaHTaTy BaiikoH (Bicon) naujieHTam i3 Takumu cTaHamu, K
nepeHeceHui iHGapKT miokapaa (MPOTAromM OCTaHHbOrO POKY) abo HeJOCTaTHA KiNbKiCTb
npunernoi KicTKOBOT TKaHMHW ANA BUKOPVCTaHHA iMMIaHTaTy BiANOBIAHOIO po3mipy.
IMnnanTaT po3mipom 3,0 x 6,0 MM (mm), 3,0 x 8,0 MM (mm) Ta 3,5 x 8,0 MM (mm) H
npu3HayeHi ANA NpoTe3yBaHHA 3 LUMHOBAHVIMM Ta HELUIMHOBAHUMU KOHCTPYKLAM
AinAHuUi Monapa. IMnnaHTaTy He Cnif BCTaHOBNIOBATY, AKLLO aNnbBeONAPHA KiCT)

TKaHVHa 3a LUMPWHOLO Ta BUCOTOI HeJOCTaTHbO NPUNAra€e Ao iMNNaHTaTiB.

0co6nMBOCTI 3aCcTOCyBaHHA
IMnnaHTauinHa Xipypria € By3bKocneLjianizoBaHolo Ta cknagHoto. He
HaBYaHHA TeXHONOrii opanbHoi imnnaHTonorii. Mepen npOBe,quHﬂ

BiAMIHHUX Bifj 3a3HaueHuX. Lle Moxe npu3BecTu ao BinToPrH
PYViHYBaHHA NpUIerioi KiCTKoBOI TKaHMHW. IMnnaHTaTRaikoRy(Bicon) nocTauatoTbeA 3i
cneuianbHO po3pobneHumy 6opamm Ans KiCcTok. Imnna iameTpom 3,0 Mm (mm)
BUKOPWCTOBYETbCA NNLLE 3 NPAMUMM abaTMeHTamu. Micna Be&TaHOBNIEHHA iMNNaHTaTiB
barikoH (Bicon), nauieHTiB HEOOXiAHO OBCTEXyBaTAHa NPEAMET TaKIX CTaHiB: aTpOdist
NePUIMNIaHTaHTHOT TKaHWHW, 3MiHW BIAMOBIg TaTy Ha nepKycito abo
PEHTreHONOTIUHI 3MiHW KOHTaKTY MiX KiCTKO)] HTaTOM MO JOBXWHIi iMMNaHTaty.
AKLLO Ui iIMNNaHTaTK pyXxatoTbca abo KiCTKOB: aTpodyeTba binblue Hix Ha 50 %,
HeOo6XiAHO PO3INAHYTU HEOOXIAHICTY iMnnaHTaTy. BcTaHOBNEHHA NOCTINHOrO
abaTMeHTa Ha iMNNaHTaT, Lo He MOBHIC B ab0 pyxa€TbCs, MOXe NPKU3BECTU A0
nepeAYacHoro BiATOPrHeHHs IMMNaHTaTy.

MaHopamHi 3HiIMKM 3y6iB HEOG
BiNOBIAHOI KiCTKOBOT TKaHU
BUAB/EHHA KPUTUYHIX 3
nin6opinas, ranmopo
NoXe iMnnaHTaTy Ta,

BKOPUCTOBYBATU ANA BUSHAUYEHHA HAABHOCTI
POMOHOBaHOMY NIOXe iMNaHTaTy, @ TakoxX Ana
X 0COBNMBOCTEN, TAKUX AK HUXKHbOLLENENHI KaHanu,
Ta npwnerni 3y6u. Manbnavisa Ta npAMKN BidyanbHW ornag
ioHi ANA BU3HAUYEHHS aHAaTOMIUHUX 0COBNMBOCTEN HAABHOT
KiCTKOBOI TKaHWNH 0B'A3KOBO NPOBECTUN PETESIbHE KIliHIUHE 06CTEXEHHS.
HanexHa moTus \ IEHTa € 3anopyKoto ycniwHoi npoueaypu. Cloamn BXoAUTD i
yTPVMaHHA iHHA 200 NpaBuWIbHa ririeHa MOPOXHMHU poTa.
0 6e3neky MPT
acoptumeHT MPT-cKaHepiB, npefcTaBieHnx y npoaaxy, bankoH (Bicon)
paHTyBaTN 6e3neKy abo HanexxHy poboTy HaLUMX IMMIAHTaTIB Ta KOMMOHEHTIB
ac MPT. OuiHKa puU3nKiB NPOAEMOHCTPYBaNA, Wo 3y6Hi iMnnaHTaTy Ta abaTMeHTH
Biconaranom moxHa 6e3neyHo ckaHyBaTu B pamkax MPT 3a Takux ymoB:
« CratnuHe marHitHe none 1,5 Tn (T) Ta 3,0 Tn (T)
« MakcumanbHUi NPOCTOPOBHMIA rpafieHT MarHiTHoro nona 3000 c/cm (gauss/cm) (30
Tn/m (T/m)
« MakcumanbHuUin UToMuin KoedilieHT NOrNMHaHHA enekTpomarHiTHoi eHeprii (SAR) —
B1/kr (W/kg) npoTarom 15 xBuUnunH 6e3nepepBHOro CkaHyBaHHA (TO6TO Ha
NoCNifOBHICTb iIMNYNbCIB) Y HOPMaNbHOMY pexumi po6oTn

3anuwKoBi pusnKmM Ta Heb6axkaHi ABMLa

MoBHUIA ycnix iMnnaHTawii rapaHTyBaTh He MOXHa. HeaoTprmaHHA obMexeHb Moxe
NpU3BeCTU A0 BiATOPrHEHHS. TOBTOPHE BUKOPVCTaHHA BUPOGIB 4N1A Pa3oBoOro
3aCTOCYBaHHA MiABWLLYE PU3VIK BIATOPrHEHHS, iH)iKyBaHHA Ta nepefayi xeopobu. Taki
dakTopwm, AK iHPeKLin, XBOpoba, HeJOCTaTHA AKICTb Ta/abo KiNbKiCTb KICTKOBOI TKAHWUHY, a
TaKoX NoBefiiHKa NaLjieHTa, HANPWKNAZ, BXMBAHHSA TIOTIOHY abo HeHanexHa ririeHa
MOPOXHVHMW POTa, MOXYTb NPU3BECTM 10 NOPYLIEHHA OCTeOiHTerpauii nicna onepadii abo
noyYaTkoBoi ocTeoiHTerpadii.

MoXnuBi ycKNagHEeHHs Micns BCTaHOBNEHHSA 3yOHMX iIMNNAHTaTIB BKMOYatoTb 6iNb, HAOPAK,
KpoBoOTeuy, WiNMHHWiA fedeKT, yroBiflbHeHe 3aro€eHHs, NapecTesito, reMaTtomy, iHdeKLito,
3ananeHHsA Ta reHepasizoBaHy anepriuHy peakLiito. binbLu CTilki cumnTomm BKOYaOTL
XPOHIUHWIA 6inb y AINAHLI BCTAaHOBNEHHSA IMMNaHTaTy, CTiliKy napecTesito, ypaxKeHHs
HepBiB, aTpPodito KiCTKOBOT TKaHWHY, iHdeKLilo Ta nepenom imnnaHTaTy abo npotesa. Mpo
6yAb-AKNIN CEPNO3HUI IHUUAEHT 3 BUPO6OM HEOOXiAHO NOBIZOMUTY BUPOOHYKa Ta
KOMMETEHTHWIA OpraH Aep>KaBu-uneHa, y AKiil NpoXMBaE KOPUCTyBaY Ta/abo nauieHT. lns.
3BefieHi AaHi 3 6e3neku Ta KNiHiuHoi epeKTMBHOCTI y 6a3i faHnux Eudamed Ha
eBponencbkoMy Beb-caiTi (https://ec.europa.eu/tools/eudamed) abo 3a nocunaHHAM:
https://www.bicon.com/safety.

3arnywKku gnsa imnnaHTis
3arnywku gna imnnaxTis Bicon Burotosnexi 3 nonietuneHy B1coKoi winbHocTi (MEBLL).



Ab6aTtmeHTUH

MocTilHi abaTMeHTV HeOOXiAHO BCTAHOB/IOBATY MIC/SA BU3HAYE€HHA JOCTAaTHbOI LLiNbHOCTI
KiCTKOBOT TKaHWHM AN1A npoTe3yBaHHA. Po3mipy WTndTiB abaTmeHTa NOBMHHI Bignosiaatn
po3mipy noxe imnnanTaty. Hanpuknag, abatmeHT giameTpom 2,0 MM (mm) cymicHWiA
iMnnaHTaTom giametpom 2,0 MM (mm), abaTMeHT iameTpom 2,5 MM (mm) — 3 iMniaHTaTom
ZiameTpom 2,5 Mm (mm), a abaTMeHT AiameTpom 3,0 MM (Mmm) — 3 iMNIaHTaTOM [iaMeTpom
3,0 Mm (mm). Tumyacosi abaTMeHTH, BUrOTOB/EHI 3 TUTAHOBOTO CMNaBy ANA XipypriuHmnx
Bupo6iB (Ti6AI4V) abo MEEK, € npoTe3HMMM eneMeHTaMIn KOHCTPYKLT, 3'€AHaHNMK 3
3y6HUM iMNNAHTATOM, LO € AOMOMIXKHIUM 3aCO60M Y NPOTE3yBaHHI Ta He BUTPUMYIOTb
3HAYHUX HaBaHTa)<eHb. TMYACcoBMI abaTMEHT MOXHa NiaLWTYBaTW JO ACEHHOT 6OPO3HU
a6o 6axaHoi popmu. Tumuacosi abatmeHTn 3 MEEK npusHaveHi ans BUKOprCTaHHA
NPOTArOM NepioAy 3aro€HHA MicNA BCTAaHOBMIEHHSA 3y6HOro iMnnaHTaTy (Ao 180 AHiB) Ta
MOXYTb 6YTI 3aMiHeHi Ha NOCTilHI abaTMEeHTU, Taki AK abaTMEHT yHiBepCaNbHWI,
abaTmMeHT nneyoBuiA, abaTMeHT 6e3nnecoBuii, abaTMEHT YMOBHO-3HIMHUIA abo abaTMeHT
Bpesic.

MocTauaHHa

3y6Hi imnnaHTaTh Ta abaTMeHTU balkoH (Bicon) nocTaBnAlTLCA B CTEPUIbHIN yNaKoBLi
AnA 36epiraHHA 3a KiMHaTHOT TemnepaTtypw (15-25 °C). AKLLO ynakoBKa MOLIKOMPKEHa, a
iMnnaHTaT 3abpyAHeHNI, oro He cnif BUKopUcToByBaTw. IMnnaHTtatu baiikoH (Bicon) €
BMpPO6GaMu AnA Pa3oBOro 3aCTOCyBaHHSA, Ta iX C/if BUKOPUCTOBYBATU ofpasy nicns
BiIKPUTTA CTEPUNbHOI yNakoBKu. IMnnaHTaTh Ta abaTMeHTH cTepunisoBaHi 3a
AOMOMOroI0 raMmma-B1Unpomi , Ta IX He MOXKHa BMKOPUCTOBYBaTu MOBTOPHO,
106 3ano6irTu BigTOprHeHHIo, iHdpekuii abo nepenayi xsopobu.

CrepunbHa o6pobka
1. MomiuHUK picTae cTepunbHy bnicTepHy ynakosky Taisek (Tyvek) i3 KapTOHHOT KOPOOKHM
Ta obepexHo BifKpvBae 6nicTepHy ynakoBky Tyvek, nepeknaaatoum BHyTPILLHIO
YMaKOBKY Ha CTEPUNbHMIA NOTOK. He 3abpyaHioiiTe BHYTPILLIHIO YNAKOBKY.
2.Cromatonor aicta€ KOMMOHEHT iMNaHTaTy 3 KOHBEPTY, Biapi3a€ OauH KiHellb
BHYTPILUHbOT YNaKoBKM HOXMLIAMY Ta BUMA€E KOMMOHEHT i3 KOHBepTa TaKUM YMHOM:
ImnnanTat: 3arnywky ana imnnaHTy 6epyTb NanbLAMK B pyKaBrUyuKax abo wynuamm
Ta NepeHOCATb IMMNAHTAT y NiAroToBNEHY OCTEOTOMIIO BiAMOBIAHO A0 IHCTPYKLIIN
BaikoH (Bicon).
A6atmeHT: LLInnuamn pictaioTb abaTMEHT i3 BHYTPILLHBbOT YNAKOBKU Ta NepeHOCAIb
a6aTMeHT y MOBHICTIO 3arOEHNI YNCTWN IMMNAHTAT.
3.Tpu HanexHiit 06po6Li CTEPUNIBHNX KOMMOHEHTIB TOPKATUCh He MOTpPiGHO.

Y1unisauia
YTunizyBati BUpobu cnif i3 AOTPYMaHHAM BUMOT OXOPOHM JOBKINNAR
HaLjioHanbHMM 3aKOHOAABCTBOM. Hebe3aneuHi Biaxoam i3 3a6pya|
a0 rocTpi NpeAmMeTN CNif yTUNI3yBaTU HaNeXHUM CNOCO6OM y

FapaHTii Ta 06MexXeHHA
[vB. rapaHTii Ta 06MexeHHaA baiikoH (Bicon) Ha Be6-calTi
warranty.

YBATA! OepepanbHunii 3akoH 06MeXye NpoAax LbGro BMpoby cTomaTtonoramm

a60 3a iXHiM po3nopaAAXKeHHAM.
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YHikanbHuUin ineHTndiKyoumnin Kog BUpoby

Bunpib megnyHOro npusHayeHHs

TinbKn gna peuenTtom nikapa

He cTepunisysati noBTOpHO

OpHa cTepunbHa 6ap’epHa cMcTema i3 3aXMCHOK YNakoBKOK
BCepeavHi
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OpHa cTepunbHa 6ap’epHa C1CTeMa i3 3aXVCHOI0 YNaKOBKOIO 30BHi

CrepunizoBaHO 3a AONOMOrOI ONPOMIHEHHSA
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He BMKOpMCTOBYBATU MOBTOPHO

He BMKOPUCTOBYBATY, AKLLO YMaKoBKa MOLIKOKEHa
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Be3neynuii ana nposeneHHa MPT
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YMoBHO 6e3neuHuii gns nposegeHHa MPT






