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BbAFAPCKU VHCTPYKLIN 3A YIOTPEBA

O6wa Uupopmauus - UmnnanTu n A6aTmeHTN

Onuncanne

JleHTanHUAT UMNNAHT 1A abaTMeHT Ha Bicon e n3paboTeH oT XMpypruyecky TUTaHoB
cnnas (Ti6AI4V). To3n maTepuan e GMOCHBMECTUM, KaKTO NMoKa3BaT MHOrO6POHM
n3cnenBaHuA. MoBbPXHOCTHaTa KOHGMIypaLus e BHUMATENHO NPOeKTMpaHa 1 He TpAbsa
na ce moanduumpa. VIMnnaHTrTe ce NpeaocTaBAT ¢ rpaHynmpaHa (Integra-Ti™) n
xuppokcmnanatutHa (Integra-CP™) nokputma.

MmnnaHTyTe Ha Bicon morat fja ce ©3non3gat B MaHavbynata unm makcuna. Mima pasnnuxu
pa3mepw, HaNUYHY 3a BrpaxKaaHe B U3LeNAN KOCTEH MaTepya Uin B CBEXN
EKCTPaKLMOHHY nerna. 3a HpopmaLma OTHOCHO XMpypruyeckata npoueaypa,
KOHCYNTUPANTe XMPYPruyeckna pbKOBOAUTEN UK NperiefaiTe TeXHUYeCKnTe
BMAeoknunoBse Ha Bicon Ha agpec https://www.bicon.com.

MpepHasHayeHne

VIMnnaHTnTe 1 abaTmMeHTHTe Ha Bicon ce BrpaaaT XMpypruyeckm ot 3sbbonekapu B
YenCTTa, 3a Aa MOMOTHAT 33 Bb3CTaHOBABAHETO Ha XeBaTe/HaTa GyHKLMA Ha NaLmeHTH,
KOWUTO MOXe [la IMNCBAT Ha €fIMH UK noBeye 3b6U.

MokasaHusa

MMnnaHTbT Ha Bicon e npefiHa3HaueH 3a ynoTtpe6a B efHO3bOHY UM MHOrO3b6OHN Nerna B
MaHavbynaTa vay Makcuna 3a NnoanomaraHe Ha MbyiHaTa NpoTe3a, KpaeH unu
NPOMeXAyTbUeH abaTMEHT 3a PUKCPaHa MOCTOBA KOHCTPYKLIMA WM 33 YaCTUYHN
npoTesu, UNn Kato efAMHNYHA 3amsAHa Ha 3b0.

MpoTuBonokasaHusa

MmnnantuTe Ha Bicon He TpsabBa Aa ce ©3non3BaT Npu NauMeHTn CbC 3abpaHeHn
3a60nABaHNA KaTo KPbBHY ANCKPa3nK, Heynpaenaem avabet, XunepTupeonansbm,
6PYKCM3bM, YCTHU MHPEKLUM NI 310KauyecTBeHN 3abonasaHusa. CbLyo Taka, UMMNaHTATe
Ha Bicon He TpA6Ba fja ce 13MoN3BaT NPU NaLMEHTN CbC 3abpaHeHr CbCTOAHKA KaTo
MVIOKapAeH MHPapKT Npe3 nocnefHaTa roAnMHa WAn HeAoCTaTbYHO OKOJHA KOCT, 3a Aja ce
Mo3BOJIN M3MON3BaHETO Ha NOAXOAALY pa3Mep UMMNAHT. MimnnaHTtuTe ¢ pasmepw 3.0 X
6.0mm, 3.0 x 8.0mm 1 3.5 x 8.0mm He ca NpeAHa3Ha4YeHu 3a ynotpeba KaTo eAMHNYHA
3amsAHa Ha 3b6 HUTO CAPYXeHa, HUTO Hefpy»KeHa B MonapHaTa obnact. imnnaHtuTte He
TpAbBa Aa ce NOCTaBAT, ako MMa HeLOCTaTbyHa WKPKHA 1 BUCOUMHA Ha anBeosapHaTa KocT,
3a Aa 06rbpHe MMNnaHTuTe.

Npepynp n
XupyprvaTta 3a UMNnaHTipaHe e BUCOKoCMNeLanvsmnpara n cioxHa npoueaypa.
Heobxoanma e crneuyanHa NoAroToBKa B yCTAaHOBEHUTE TEXHUKM Ha OpanHaTa
nmMnnaxHTonorus. Kypcose v ceMMHapy 3a UMMIAHTK Ce NPenopbyBaT Npeamn onuT 3a
xupypruvis. HenpaBunHaTa TexHuKa MOXe fia JoBefjie 0 HeyCrnex Ha MMNIaHTUTE 1
3HauMTenHa 3aryba Ha oKosHa KocT. iMnnaHTuTe Ha Bicon He TpA6Ba Aa ce n3nonssat Ha
MecTa UK B CUTYaLmm, PasinyHm OT Te3K, CneLnanHo NokasaHu. TakoBa N3Mnon3BaHe MoxXe
[la foBefie 0 HeyCrnex Ha MMMNIaHTUTe C NOC/eABaLLo pa3pyLuaBaHe Ha noaabpKallara
KOCT. IMnnaHTuTe Ha Bicon ca npefHasHaueHn Aa ce M3Mon3BaT camo CbC CrelyanHo
NPOoeKTUPaHUTe KOCTHU CBPeAs1a, NpeaocTaBAHN oT Bicon. iIMnnaHTsT ¢ anameTbp 3.0 Mm
e npefiHa3HayeH Aa ce N3Mnos3Ba camo C NpaBu abatmeHTW. Mpu 13nonssaHe Ha
MMMaHTUTe Ha Bicon, KNnuHMUMCTUTE TPAGBA BHUMATENHO Aa HaboAaBaT nauyeHTUTe 3a
cnefjHUTe CbCTOAHUA: 3aryba Ha KOCT OKOJIO MMMJaHTa, MPOMEHN B OTFOBOPA Ha MMMaHTa
npu yaap, unm papuorpadcky NPOMeHN B KOHTaKTa Ha KOCT C MMM/IaHTa BABIIK Ab/KHaTa
Ha ¥MMaHTa. AKO Te3u MMNNAHTU NPOABAT NOABUMKHOCT UM NOKaxaT noseye ot 50%
3ary6a Ha KOCTTa, UMN/aHTBT TpAGBa Aa 6bAe OLeHeH 3a Bb3MOXKHOCT 3a NpeMaxBaHe.
MocTaBAHETO Ha NOCTOAHEH abaTMEHT Ha MMMIAHT, KOWUTO HE € HaMbJIHO U3/1eKyBaH Vn e
noJaBIKeH, MOXe Aa A0BeAE A0 NPEXAEBPEMEHEH HeyCrneX Ha MMaHTa.

MaHopamHITe PeHTreHOBU CHUMKM TPsABbBa Aa ce M3MOoN3BaT, 3a 4a Ce Onpeaent Aanu Ha
MACTOTO Ha NPeABMAEHUS UMMIAHT MMa AOCTAaTbYHO KOCT, KAaKTO 1 33 [ia Ce IoKanu3upar
YCTaHOBEHUTE KPUTUYHN @aHAaTOMUYHMI YEPTN KaTo MaHANOYNapHUTE KaHaau, MeHTanHuTe
(bopameHm, MakcUnapHUTe CUHYCK 1 CbCeHIUTE 3b6U. MannaumaTa u AUPEKTHOTO
BU3ya/IHO NpernexaaHe Ha NpeaBapuTeHO ONpeAeneHoTo MACTO 3a UMMIAHTUPaHe ca
CbLO HEO6XOANMY, 33 f1a Ce OMPeAentt aHaTOMIATA Ha HaIMYHATA KOCT. TeMENIHO KIMHUYHO
oueHABaHe e 3abMKuUTeNHo. MpasBuiHaTa MOTMBALMA Ha NALMEHTa € OT CbLyeCTBEHO
3HaueHwe, ako npoleaypata Tpsbtsa Aa 6bae ycnewHa. ToBa MOXe fia BK/04Ba
HacbpuaBaHe Ha NauvieHTa Aa NpeKpaTii NyLeHeTo UK Aa Ce 3aHMMaBa C NPaBusHa ycTHa
XUrmeHa.

WHpopmauusa 3a 6esonacHocT npu MPU
OTHOCHO 6e3onacHocTTa Ha MPWY, nopaam ronemus pasHoo6pasmve ot MPY ckeHepu
HannYHK Ha Nasapa, Bicon He MoXe Aa HanNpaBy MPOrHO3M OTHOCHO 6e30MacHOCTTa UK
NOBEIEHNETO Ha HaLLMTE MMMNNAHTA 1 KOMIMOHEHTY B H/KaKBa KOHKpeTHa MPU cuctema.
OueHKaTa Ha pucKa 3aKnouu, Ye yctpolcTeata B Cuctemarta 3a [leHtanHu mnnantv n
Ab6aTmeHTu Ha Bicon 06rkHOBeHO MoraT Aa 6baat 6e3onacHo ckaHupanu B MPY cuctema
npu cnefHuTe yCnoBua:
« CratnyHo marHuTHo none ot 1.5Tn 3.0 T
+ MakcvmaneH NpocTpaHCTBEH rpafIeHT Ha MarHMTHOTO none ot 3,000 rayc/cm (30 T/m)
+ MakcvmanHo goknaaeaHata ot cuctemata MPY, cpegHa cneunduyHa nornbluaHe Ha
eHeprua (CME) Ha uanoto Tano ot 2 W/kg 3a 15 MUHYTU HeNpPeKbCHATO CKaHMpaHe (T.e.
Ha nyncosa nocnegosatenHocT) B HopmaneH Pexum Ha PaboTa

OcTarbuHu Puckose n Hexxenanm Epexktn

He mo>e fia ce rapaHTMpa CTO NPOLIEHTOB ycrex Ha MnnaHTa. HecnassaHeTo Ha
orpaHuyeHuATa Ha yrnotpeba Moxe fja Aosefie Ao Heycnex. [IOBTOPHOTO U3Mon3BaHe Ha
eAHOKPaTHO ynoTpebaABaHW ypeayn yBenmyaBa pucka ot OTXBbpaHe, UHGeKLuus 1
npepna.aHe Ha 6onectn. DakTopy KaTo MHPEKL WA, 6ONECT, HeAOCTaTHYHO KaYeCTBO U/ M
KONNYeCTBO Ha KOCTTa M NOBE/IEHNETO Ha NaLMeHTa KaTo yrnoTpebaTa Ha TIOTIOH UK iola
YCTHa X1reHa MoraT Aa loBe/jaT 10 Heycrnex Ha OCeOMHTerpaLviaTa cej onepauvaTta unu
HauajiHaTa OCeouMHTerpaums.

Bb3MOXHU YCIIOXKHEHMA CNief BMbKBAHETO Ha A@HTAIHN UMMNAaHTV BKAOYBAT 60OIKa, OTOK,
KbpBeHe, flexv3eHLus, 3abaBeHo 3apacTBaHe, NapecTesus, OToLM, XeMaToMu, HbeKLuK,
Bb3naneHvie 1 obLa anepruyHa peakumsa. Mo-npogbIKUTENH CUMMTOMM BKOYBAT
XPOHUYHa 6OsIKa, CBbP3aHa C UMMAHTUTE, MOCTOAHHA NapecTe3ns, yBpexaaHe Ha HepBuTe,
3ary6a Ha KocT, MHdeKLma 1 GpakTypa Ha NMniaHTa niu npotesa. Bcekn ceprosen
VIHLIMAEHT, CBbP3aH C yCTPONCTBOTO, TpAbGBa Aa 6baie AOKafBaH Ha NPOU3BOANTENA 1
KOMMETEHTHUA OpraH Ha AbpKaBaTa-ueHKa, B KOATO NOTPEOUTENAT M/UNK NALMEHTT e
YCTaHOBEH, aKO e NPUIIoXKMMO. Pe3tome Ha 6e30MacHOCTTa 1 KNMHUYHATA ePeKTUBHOCT
MoraT Aa 6baaT Hameperu B Eudamed upes eBponerickus yebcaiT (https://ec.europa.eu/
tools/eudamed) nnu Ha https://www.bicon.com/safety.

Jleue6HM BTynku
Jleye6Hy BTYNKM Ha Bicon ce n3paboTBaT oT nosmeTuneH ¢ Bucoka nibtHocT (HDPE).



A6aTmeHTH

MocToAHHMTe abaTMeHTN TPAGBa Aa Ce NOCTaBAT C/lef KaTo KAMHWULMCTBT onpeaent aanu
MMa JoCTaTbyHa MIBTHOCT Ha KOCTTa, 3a fla NofAbPXa pecTaBpaumaTa. Pasmepute Ha
nocta Ha abaTMeHTa TpAAbBa fja CbOTBETCTBAT Ha pa3Mepa Ha o6pe UMMNaHTa 3a
CbBMeCTUMOCT. Hanpumep, abaTMeHT ¢ MocT oT 2.0 MM Lie € CbBMeCTVM C UMIMIaHT C
anametbp 2.0 MM, @ abaTMEHT C MOCT OT 2.5 MM C UMM/AHT C AYAaMETBP 2.5 MM, 1 abaTMEHT C
nocT ot 3.0 MM C UMMNaHT ¢ AnameTbp 3.0 MM. BpemeHHWTe abaTMeHTH, 3paboTeHn ot
Xupypruyeckn TutaHos crnas (Ti6Al4V) unu PEEK, ca npoTeTMyYHN KOMMOHEHTH, CBbP3aHn
KbM [JeHTaNHNA UMMNaHT, NpeHa3HayeHn 3a U3MnoJsi3BaHe KaTo NOMOLL NP NpoTeTUYHaTa
pexabunuTaLma u He ca NpefHa3HayeHn Aa NoemMaT 3HauNTeNHN HaToBapBaHWA.
BpemeHHMAT abaTMeHT Moxe fla 6bAe MoandMLMpPaH, 3a fla ce pa3paboTy rMHrBanHa
CyNKyC Unu xenaHa popma. PEEK BpemeHHWTe AGaTMeHTH ca npefHa3HauYeH 3a BpeMeHHa
ynoTpeba ao 180 AHM MO BpeMe Ha Nepurofa Ha 3apacTBaHe Ha IeHTaIHUA VMINIAHT U e
6baT 3amMeHeHM ¢ NocToAHeH abaTmeHT, kaTto Universal, Stealth, Non-Shouldered,
Fixed-Detachable ce vnu Brevis abatmeHT.

Kak ce pocraBar

[leHTanH1Te MNNAHTU 1 abaTMeHTU Ha Bicon ce NpefoCTaBAT B CTEpUIIHA ONAaKOBKa 3a
CbXpaHeHvie Npw cTaliHa Temnepatypa (15-25°C). AKo onakoBKaTa e noBpefieHa v
VIMMMAHTBT € 3aMbPCeH, Toi TpA6Ba Aa 6bae 13xBbpieH. MaTepuantT e 6e3onaceH 1 Moxe
fia 6b/ie N3XBbPIIEH B CbOTBETCTBUE C M3UCKBAHUATA HA PETVIOHANHNATE 1 MECTHUTE OpraHu.
MmnnanTyTe Ha Bicon ca ypean 3a eaHokpaTtHa ynotpeba v Tpabsa fa 6baaT noctaBeHn
BeAHara cfiefl OTBAPAHETO Ha TAXHATa CTepuiHa onakoska. UMnnanTute n abarmenTturte
ce NnpefoCTaBAT cTep ypes rama pa 1 He TpAGBa Aa ce Npensnons.ar, 3a
Aia ce NpefoOTBPaTH OTXBbpNsHe, HeKuua unu npepaBaHe Ha 6onectn.

Mpouepaypu 3a Crep O6pa6oTBaHe
1. ACUCTEHTBT 13Baxaa cTepunHna Tyvek 6nmcTep oT KapToHeHaTa narka v BHUMaTenHo
otBapa Tyvek 6nuctepa, No3BonsABaLy BbTpeLlHaTa ONakoBKa fia nagHe cBO60HO BbPXY
CTepunHaTta TaBa. He 3aMbpcaABaiiTe BbTpeLuHaTa OrnakoBKa.
2.3b00M1eKapAT XBallla KOMMOHEHTA Ha MMMNaHTa NPe3 MAKKa, U3pA3Ba eAnHNA Kpaii Ha
BBTPELLHATA OMNaKoBKa C YA(GT HOXULWM 1 N3BaXXAa KOMMOHEHTA OT MANKa Mo ClejHus
HauuH:
WmnnaHT: XBalyainkn noctaBKaTa 3a fleyebHa BTyNIKa C PbKaBULW U WUMKKN 1
NOCTaBANKM UMMNAHTA B NPeABAPVTENHO NPUTOTBEHATa OCTEOTOMMS, Criopes
XUPYPruyecknTe MHCTPYKLMM Ha Bicon.
AbaTtmeHT: /13BageTe abaTMeHTa OT BbTpeLLHaTa OMaKoBKa, KaTo XBaHETe rnaBHaTa
4acT Ha abaTMeHTa ¢ YnT WUMNKIU 1 NocTaBeTe abaTMeHTa B HaMbHO U3NeKyBaHWA
no6pe n3nnakHaT MMMNIaHT.
3.TpaBuMNHO M3BbPLLEH, HUKOI He TPAGBa fja LOKOCBA CTEPUIHU KOMMOHEHTN JUPEKTHO.

FapaHuyus n OrpaHnyeHnsa
MHdopmauua 3a rapaHLuuaATa 1 orpaHnyeHnsaTa Ha Bicon moxe fla ce Hamepw Ha yebcaita
Ha https://www.bicon.com/warranty.

BHUMAHMUE: OepepantHnat 3akoH Ha CALL orpaHuyaBa npopax6ata Ha To3um ypep,
camo OT InLeH3npaH 3bbonekap UM No Herosa 3anosep.

c € EBponeiicko cboTBeTCTBME

KoHcynTrpaiiTe ce ¢ HCTpyKUmuTe 3a ynotpeba

MpownssoanTen

[ata Ha Npon3BOACTBO

YnbnHomoLeH npeactasuten B EBponeickarta o6wHocT

OTroBopHo nuue B O6eANHEHOTO KPasicTBO

CpoK Ha rogHoCT

KaTanoxeH Homep

MapTuaeH ko

YHvKanHa ngeHTndrKauma Ha n3aenueTo

MepguumHcKko nspenve

Camo Mo nekapcko npeanucaHme

[la He ce cTepunu3Mpa NOBTOPHO

D@ EEEelfrres

EnuHnyHa ctepunHa 6apuepHa cuctema C BbTpeLuHa 3aly1THa OnakoBKa

“Q‘ EavHuuHa ctepunHa 6apmepHa CcncTema C BbHLIHA 3alluUTHa OrnakoBKa

CrepunusnpaHo upes obnbusaHe

BHumaHne

[a He ce 13M0n3Ba, aKo OMAKOBKATa e noBpefeHa

® [la He ce n3non3Ba NOBTOPHO

. Jf TemnepaTypHa rpaHvua

m BesonacHo B MP cpepa

CbBmectumo ¢ MP cpepa npu onpefenexm ycnosma




