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IHCTpYKUiA i3 3acTocyBaHHA: Habopu ana imnnanTtauii BHC ImnaaHT

nUC NPoAYKTY

[aHnin npoayKT — ue 3yOHUIM iMnnaHTart, Npu3HavYeHnin Ans 3amiHum BigCcyTHiX 3y0iB Ta BigHOBMNEHHS
hbyHKUiOHaNbHOCTI 3yBHOro paay LWNSAXoM iMAnaHTauii B anbBeonspHy KicTky. Lle — kopeHesun
OCTEOIHTErpOBaHUIN iMMNMAaHTaT, BUrOTOBMEHMI 3 TuTaHy 4-ro knacy (ASTM F 67) 3 pisbboBoto
CTPYKTypoto. 3'€dHaHHs 3 CynpacTpyKTypoOK 34IACHIOETBCS 3a [OOMOMOMOK  BHYTPILUHBLOMO
LECTUIPaHHOro 3'€QHaHHS.

MoBepxHa obpobnseTbcs metogom SLA (nickocTpymmHHa obpobka 3 BenukuMm 3epHOM Ta
KMCMOTHOK MPOTPaBKOK), SKUWA BKItovYae oOpobKy nosepxHi nopowkom Al2Os gns CTBOPEHHS
OpiBGHOT LWOPCTKOCTI, a NOTiM KMCNOTHY 06pobky consiHoto kucnoTtoto (HCI) Ta cipyaHoto kucnotoro
). Mpouec 3aBepLUyETLCA €TANOM OYULLEHHSA ANs BUAANeHHs Oyab-aKMX 3anmLLKOBMX PEYOBUH.

inboBe BUKOPUCTaHHA

CynpacTpykTypa, WO BCTaBNAE€TbCA B TiNO NIOAMHM SK IMAMNAHTaT, BUKOPWUCTOBYETHCS ANS
NiATPUMKN NpOTE3a, TaKoro K LUTYYHi 3yOu, O BUKOPUCTOBYIOTLCA AMS BiQHOBMEHHS KyBanbHOI
yHKLUii nauieHTa.

OKasu [0 BUKOPUCTAHHSA
IMNNaHTaT pO3MILLYETLCA XipYPriYHUM LUNSXOM Y BEPXHbOLLENEnHin abo HWKHbOLLENenHin
anbBeONSAPHIN KICTLi ANs 3aMiHW BiACYTHLOrO NPUMPOAHOro KopeHs 3yba.

poueaypa
iarotoBKa nepen BUKOPUCTAHHAM

ipypriyHi MeToou BCTaHOBMEHHA 3yOHUX iMMnaHTaTiB BuMaraloTb MPOBEOEHHS
cneuianizoBaHMx Ta CKnagHux npoueayp, TOMy AaHi MaHinynsuii NOBUHHI BUKOHYBaTKH
nikapi 3 BigNoBigHOK OCBITOK Ta BMiHHAM NpOBeAEHHS iMnnaHTauil.
iLLEHHA NpPO oOnepaTMBHE BTPYYaHHA NPUUMAETLCA 3 YypaxyBaHHAM MPUAATHOCTI
KiICTKOBOI TKAHMHM Ta BUKOPUCTaHHS BigNOBIgHMX XipyPriYHMX METOAIB.
iAroTynTe BIAMNOBIAHI iMMMaHTaTK, BpaxoByun nepenbadyBaHi cueHapii Ta 3anobikHi
3axoaw.
E€HTreHorpamm Ta Ppi3Hi OOCTEXEHHs HadalwTb Baxnuey iHdopmauilo ana Bubopy
METOAMKN NPOBEAEHHS NpoLueaypu, Npo CTaH CYCiaHiX 3y6iB Ta CTaH KICTKOBOI TKAHWHM.
epen onepadieto HeobxigHi Nnepegonepadiviie NnaHyBaHHs, agekBaTHa Bidyanisauia Ta
OOCTiIKEHHs pi3HMX MicLb iMnnaHTauii.

acTocyBaHHA

[nsi BCTAHOBMNEHHS 3yOHUX iMMNaHTaTiB XipypriyHe BTPyYaHHS Criid NPOBOAUTM Y NaLieHTiB 3
OOCTaTHBLOI SAKICTIO KICTKOBOI TKaHMHU. licnsa HanexHoi aesiHdekuii poToBOI MOPOXHUHM Ta
30BHILLHIX AINAHOK, @ TaKoX XipypriyHUX iIHCTPYMEHTIB cnif 3acTocyBaTu MiCLEBY aHECTESIto.
MoTim Ha micui onepauii pobutbca po3pis, WoO [OCTATHLO OroNWUTK AINSAHKY KICTKM Ans
iMnnaHTauili.

1) NiaTBepaiTh Micue ANA BCTAHOBMNEHHS iMnnaHTaTy. BpaxoByiTe Taki pbakTopu, Sk BucoTa
KICTKW, IO Npunsrae 4o NPULLIMAKOBOI KOHTAKTHOI 30HU CYCiaHiX 3y0iB, BiACTaHb Bif CYCigHiX
3y0iB Ta po3TallyBaHHS HEPBIB.
2) MpopesiHgikynTe poTOBY MOPOXHMHY Ta 3pobiTb po3pi3 Ha sicHax y GaxaHomy MicLi
iMnnaHTadii.
3) MNpoceepaniTe KOPTUKanbHY KiCTKY Ha BignoBigHy rmMnbuHy 3a JONOMOTOH0 HanpaBns4oro
ceepana.
BnbepiTb giameTp cBepgna, WO BigNoBiae AiameTpy iMnnaHTaTy, Ta NPOCBEpAniTb Ha
BiAMNOBIAHY rMNOWHY 3rigHO 3 XipypriYHUM LIabrnoHOM.
¥ Cnig BpaxoByBaTh [OOBXWHY CBEpAna, OCKiNbKM BOHA Moxe 6yt o 1 mm (mm)
JOBLLOIO 32 JOBXMHY iMNNaHTaTy.
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% o6 MiHiMi3yBaTK NOLUKOMKEHHS KICTKM BHACNIQOK HarpiBaHHS Nig Yac cBepasiHHs,
PEKOMEHYETLCS CBEPANMTU Mif HANEXHUM 3POLLEHHSM.

Mepwwmin etan onepadii

1) MNepeBipTe TMN, po3mip Ta TEPMIH NPMAATHOCTI, 3a3Ha4YeHi Ha ETUKETL YNaKoBKX, a TaKoX

CTaH ynakoBKv iMNNaHTaTy Ta BiAKPUATE CTEPUIbHY YNAaKOBKY.

2) 3akpiniTb iMNNaHTOBOA, NPUKPINIEHNI O HAKOHEYHMKA, BiANOBIAHO OO iMMMaHTaTy.

% [lepekoHanTecs, WO LIECTUIPaHHUNA KiHEUb iMMAaHTaTy Ta iMNNaHToBOA4 MpaBWUibHO

3'egHaHi.

3) ObepexHo NoBoAbTECH 3 iIMMNNAHTATOM, OO YHUKHYTW 3a0pyaHEHHS MeTanom abo CrnHoL,

MOMICTiTb MOro B NonepeaHbLO NPOCBepPASIEHE MiCLie B POTOBIM NOPOXHWHI Ta obepTarnTe Noro

3i weunakicTio 25-35 06/xB (rpm), WOG PO3MICTUTM IMANAHTAaT Y KiCTLj.

4) BUKOpMCTOBYNTE ANHAMOMETPUYHWUIA KITtOY, MPUKPINIIEHUA OO0 iMMNaHTOBOAY, Wob HagdinHo

3adpikcyBaT iMANaHTaT y KiCTLi 3 peKOMEeHOOBaHUM 3HAYEHHSIM KPYTHOMO MOMEHTY 35-45

Hewm (Nem).

5) Buganitb imnnaHToBo nicng imnnaHTadii.
% Tlig 4ac BBedeHHs iMnNnaHTaTy 3a AOMOMOrok  iMnnaHToBogy abo
OVHAMOMETPUYHOIO KMMa He cnig npuknagatu HagmipHi 3ycunnda. HagmipHun
KPYTHUA MOMeEHT, wo nepesuwye 50 Hcm (Ncm), Moxe CHpUYMHUTM HEKPO3
anbBeONAPHOI KICTKM Ta pidHi gedekTn. AKWOo nig yac imnnaHTauii BUHMKae HagMipHUI
KPYTHUIA MOMEHT, BUAanMiTb iMNnaHTaT, NpocBepAniTb Ha OOAWH KPOK LUMpLUE, a MOTiM
3HOBY IMMMAHTYNTE.

6) 3rigHO 3 XipypriYHMM MNPOTOKOMNOM, BPYYHY 3aKpyTiTb MBMHT-3arnywky abo abaTtMeHT-

3arnywky 3 cunoto 10 Hem (Ncm) Ta ywnite M’siki TKaHUHK.

Opyruii etan onepad,ii

1) Micnsa 3aroeHHs cN30Boi 0BOONOHKM SICEH Ta OCTeoIHTerpauii 3pobiTe PoO3pi3 BEPXHIX M’AKMX
TK@HWH Yy MicLi imnnaHTadii, Wwod oronuTn rBUHT-3arnyLUKy.

2) Bupanitb rBUHT-3arnyLUKy Ta 3'egHariTte abaTMeHT-3arnyLuKy 3 iMniaHTaToM.

YWunnTe HaBKOMULLHI M’AKi TKAHWHW HaBKONo abaTmeHTa-3armnyLuKu.

icnsonepauiHun nepion

Micnsa imnnaHTauii NnoTpibeH JocTaTHi nepiof 3aroeHHsl. 3anexHo Big XapakTepy KiCTKu,
nepeg npuegHaHHAM abaTtmeHTa HeoOXigHMI Mepiof 3aroEHHA CKnagae LoHanmeHwe 3
Micaui ANns HXKHBOI LWenenu Ta 6 MicauiB Ana BepxHbOI wenenu. Y Bunagkax, Konum Kictka
Ayxe M'sika, MoXe 3HagobuTmca [oaaTKoBUIA Nepiod 3aroeHHs TpyBanicTio 1-2 micau,.

TepuIbHiCTb
MNNaHTaT  Ta  BUHT-3arnyllka  OYMLLYIOTLCH  Ta  CTEepunisyloTbCca  ramma-
BMNPOMIHIOBAHHSAM.
en NpoaykT nignsarae crepwunisauii i NOBUHEH BUKOPUCTOBYBATUCA Y CTEPUIbHOMY
cepenoBuLLi 3 BUKOPUCTAHHSIM CTEPUMi30BaHUX IHCTPYMEHTIB.
iAKkpuUTY abo NOLIKOAXKEHY YNakoBKy Ta NPOAYKT, TEPMiH MPUOATHOCTI AKOro 3akiH4MBCH,
cnig, ytunisysaru.
el NpoayKT He nignsarae NOBTOPHIN cTepunisadii abo NOBTOPHOMY BUKOPUCTaHHIO.

onepemXeHHs
MMNaHTaTM NOBUHEH BCTAHOBMOBATU A0CBIAYEHUI CTOMATOION, OCKIMbKM HernpasunbHa
TEXHiIKa MOXe MPU3BECTUN A0 MOLUKOMKEHHS iMMnaHTaTy abo HaBKOMULIHBLOI KiCTKOBOI
TKaHUHWN.
MNMaHTaTM He cnig BUKOPUCTOBYBaTW MOBTOPHO Ta iX cCnig 3acTocoByBaTu 3a
NPU3Ha4YEHHAM.
owKkogKeHi abo HenpaBMITbHO BUKOPWUCTaHI iMAnaHTaTu cnig yTunisysaru.
€pMiH Ccnyxbn iMnnaHTaty Moxe OyTM CKOPOYEHWUR, SKLIO iMMIIAHTAT HenpaBUIlbHO
nigiépaHui, postawoBaHuin abo AKWO Noro dikcauis HectabinbHa.
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edekTHi BUpobu HeobXiaHO NOBEPHYTN BUPOBHWKY.
iMnnaHTaTaMuy crig noBoauTUCS ayxe obepexHo, Wob 3anobirtu iX NowKooKeHHIo abo
aedgopmallii.

acTepexeHHs
epeq NpoBedeHHAM Mpoueaypu cnig peTenbHO BpaxyBaTuM HasIBHICTb 3aXBOPHOBaHb
KICTOK (OCTEeonopos, octeoMarnsiuis), MetaboniyHmx nopyLleHb KiCTKOBOI TKAHWHW TOLLO.
CHY€E MMOBIPHICTb HEBAANOI OCTEOIHTErpauii Yepes iHgeKLUito, pyxoMmicTb imnnaHTaTy abo
BTpaTy KiCTKOBOI TKaHWHW. HeBgano BCTAHOBMEHI iMNNaHTaTk cnig BuaanuMTn skomora
LwBuaLle, a BCi TKAHWHKU Y BUrNSAi YaCTMHOK HeOBXiAHO BMAANUTK 3 Micus iMnnaHTauii.
pUOATHICTb KICTKOBOI TKaHWMHW [0 iMNNaHTauii cnig BM3HA4YMTWM 3a OOMNOMOrOH
PEHTrEHIBCbKMX 3HIMKIB, Bi3yanbHOro orfnsay Ta nanbnauii nepegbadvyBaHoro Micus
imnnaHTauii. LWo6 posnodatn npouegypy iMnnaHTauii, HeoOXigHO BCTAHOBUTU
po3TallyBaHHS BCiX aHAaTOMIYHNX XapaKTEPUCTUK.
OTPMMYWTECH Mepiogy 3aroeHHa nicns npoueaypu, BUKOHYWTE HACTYMHWA  KPOK
Bi4NOBIAHO [0 pilleHHA Xipypra nicng gOoCTaTHbOI OCTEOIHTEerpauii Ta nepekoHamnTecs,
LLIO NPOTArOM Mepioy 3aro€HHS Ha iMMMaHTaT He YMHUTBCSA TUCK, HAanpuUKnag, cuna ykycy.

poTunoka3aHHA

He BukopucToBYyBaTh V:

nauieHTiB 3 iHpapKkTOM abo apTepiockriepo3oM B aHaMHESi;
- nauieHTiB, SKi He BMKOHYIOTb MPU3HAYEeHHS i pekomeHaauii nikaps abo marlTb MCUXIYHI YK
Gi3nyHi Bagu, WO MOXYTb CMNPUYMHUTU HecTabinbHICTb, MOpYLIeHHs dikcauii abo iHwi
YCKITaAHEHHS LWOAO iMNaHTaTy B nicnsionepauinHomy nepiogj;
- y NauieHTiB 3i cTaHaMu, WO BNAMBaKTb HA (POPMYBaHHS KICTKOBOI TKAHUHW, MIKPOLIMPKYNALi0
abo kpos;
- Y BariTHMX NauieHTIB,;
- y naujieHTiB 3 rinepTeHsieto abo LykpoBuM aiabeTom.

06iyHi edekTn
OXYTb BUHUKHYTU TaKi yCKNagHEHHS, 9K HenpaBuilbHUIW NPUKYC, NapecTesid, CnpuimMHeHa
HEBPOJOMYHUM MOLUKOMKEHHSAM, iH(eKuieto, HabpsAkoM, MiALKIPHOK KPOBOTEYELD,
6onem, BUpasKo M’AKUX TKAHWUH.
ocnabneHHs rBuHTa, nepenom imnnaHTaty abo abarmeHTa.
edeKT KiCTKM HaBKOINO iMMMnaHTaTy Ta MyKO3WT.

MOBM 36epiraHHs
Bupib cnig 36epirat B cyxoMy MicCLi, 3axXuULeHOMY Bif MPSAMUX COHSAYHUX MPOMEHIB, 3@ KiIMHATHOI
Temnepatypu (1~30°C).

TUnisauisa
JoTpumynTeck MicLLEBUX NMPaBWM Ta 3aKOHIB LLOAO YTUNisauii MeanyHmx Bupoois.

¢ AKLWOo 3 HaWMM NPUCTPOEM CTaBCs Byab-AKWI CepMO3HNIA HeLLLACHWUIA BUNAA0K, NPeacTaBHUK HaLLOl

KOMMNaHii 3 ynpasniHHSA SKICTIO NOBIAOMUTbL NPO LEe YNOBHOBAXEHUN OpraH Ta KOMMETEHTHWUI opraH
Bi4MOBIAHO OO npoueaypy KOHTPONIO.
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CumBonu, wo MOXYTb 3a3Ha4YaTucCA Ha MapKyBaHHi

Cunmson Onuc Cumson Onuc
LOT Kopg naprii [lata BUroTOBMNEHHS
Homep 3a katanorom He BuKkopucToBYBaTM NOBTOPHO
3BEpHITLCA 40 IHCTPYKLUIT i3
Bupo6Huk P A PyKU
3aCTOCYBaHHSI
F0°C
TemnepaTypHi 0OMEXEHHSI MegnyHun Bnpi6

YHikanbHui ineHTudikatop
NpUCTPOIO

= Trep YNOBHOBaXXEHU NPEACTaBHUK B
€BponNencLKOMY CriBTOBapUCTBI

He BUKOpPUCTOBYBATH, AKLLO
ynakKoBKa NoLwKo4XeHa

YBara!

CrepwunizoBaHO ONPOMIHEHHSIM
OpuHapHa 6ap’epHa cuctema 3
BHYTPILLUHLOIO YNaKOBKOKO

c € MapkyBaHHs CE

TepmiH NnpuaaTHOCTI

villed s eek

He cTepunizyBat nOBTOPHO

3b6epirati B Cyxomy micLi

[data octaHHbOro nepeknagy iHCTPYKLii i3 3acTocyBaHHs: [pygeHb 2025.

[HCTpYKLUis i3 3aCTOCyBaHHsI NpeAcTaBneHa B eNekTpoHHoMY Burnsgi. o6 otpumaru
GEe3KOLUTOBHY IHCTPYKLil0 B NanepoBoMy BUIMsAAi, TernegoHynTe 3a 6e3KOLTOBHUM
Homepom 0 800 21-52-32 abo 3amoBTe JOCTaBKY 4Yepe3 (hOpMy Ha CanTi.

BupoGHuUK:
XAB BioTtek Ko. JlTa.

I 181, OkcaH-po, BoHmi-ry, [NyuxoH-ci, KboHri-go, Pecnybnika Kopes
Ten.: +82-2-529-8857. ®Pakc: +82-2-529-8859
YnoBHOBaXeHUN NpeacTaBHUK B YKpaiHi:
TOB «Kpartiss MeaTexHika»
04107, m. Kui, Byn. barroyTiBcbka, 6ya. 17-21, YkpaiHa

Ten.: 0 800 21-52-32
UATR136  EnekTpoHHa nowTta: uarep@cratia.ua

4/4



