SynthoGraft

Yncrodaszosuin 6eta-Tpukanbuiindocdar

[ ua | IHCTPYKLIA 13 3ACTOCYBAHHS

Onwuc

CuntorpadT (SynthoGraft) — Le cHTeTUYHa, GiocymicHa Ta rpaHyNiboBaHa Kepamika, Lo pecopOyeTbCs, BUrOTOBNEHa 3
yncrodazosoro beta-Tpukanbuiidpocdaty (Ca3(PO4)2) Ak MaTpuLA ANA HAPOLLYBaHHA KICTKOBOI TKaHUHY BEPXHBOI Ta
HWXHbOI Wenenu. SynthoGraft npepacTaBneHo y BUMMAAi YaCTVHOK po3mipom 50-500 MKM (um) Ta 500-1000 MKM (Um) y
¢dnakoHax 06'emom 0,25-2,0 1 (g) 3 MEHLUMMI PO3MiPaMV YaCTVHOK 1A MeHLINX AedeKTiB Ta 6inbummy po3mipamm ana
6inbLunx fedekTie. Cromatonory BukopuctoByioTb SynthoGraft ans nawieHTis, Aki NoTpebyioTb HapOLLYyBaHHA KiCTKOBOI
TKaHWUHY, HaNpUKag, naLjieHTiB 6e3 ofgHoro abo fekinbKkox 3y6iB.

MpusHaueHHA
MaTtpuua ana HapoLLyBaHHA KiCTKOBOI TKaHVHW BEPXHBOI Ta HXKHBOT LLeneniu.

MokasaHHA

CunHtorpadT (SynthoGraft) pospobneHo ans:

* 3aMOBHEHHS Ta/abo PEKOHCTPYKLII TPaBMATUYHIIX ab0 AereHepaTMBHIX 6aratoLLapoBuX AepeKTiB KiCTKOBOI TKaHWHIL.

« NiAHATTA 1Ha raiMOPOBOI Nasyxu.

« HapOLLlyBaHHA anbBEONAPHOrO BIAPOCTKa.

+ 3aMOBHEHHS MepiofJOHTaNbHOI KMLLIEH] ab0 iHLLIMX AedeKTiB anbBEONAPHOI KICTKOBOI TKaHWHY Ta NIOXKe iMNiaHTaTy Ta
OCTEOTOMIN.

« 36epeXkeHHs anbBeONIAPHOI KICTKOBOT TKaHVHM ANA MiArOTOBKM NIOXe iMrnaHTaTy.

MpoTunokasaHHA

CunHtorpadTt (SynthoGraft) He cnip BUKOPHCTOBYBaTY MaLLiEHTaM 3 I0BEHINIbHVIM XPOHIYHVIM NEPIOLOHTUTOM,
HEKOHTPOJbOBAHNMM CUCTEMHUMYI 3aXBOPIOBAaHHAMM, iHEKLiAMY, eHAOKPUHOMATIE, MOPYLIEHHAM 3ropTaHHs KPOBI,
NCVXIYHMMI Ta HEBPOJIOTIYHKMM PO3natami abo B Gyab-AKOMY HLLIOMY BUMaZKY, KOMM KNiHILMCT BBAaXKAE Xipy P
BTPYy4aHHA abo BrKopucTaHHsa CuHtorpadt (SynthoGraft) HegouinbHUM.

MonepepKeHHA

« CunTorpadt (SynthoGraft) cnif BukopuctoByBaT nuLLe nig HarnA#oM daxisLiA, AKUI Ma€ JOCBia DRl
6iomaTepianamm.

« CuHTorpadt (SynthoGraft) ynakoByioTb Ta CTepyinisyioTb 3a JONOMOrOI0 raMMa-OnpOMiHEHHzgi
O[JHOPa30BOro 3aCTOCYBaHHS.

« He Bukopuctoyiite CunTorpadt (SynthoGraft) cyxum cnoco6om. Moro cig 3mounti kpos'o natlieHza. 3asenvka
KifIbKiCTb KPOBi MOXe Npr3BeCTy A0 MirpaLlii YaCTUHOK.

« He 3amouyiite CuHTorpadT (SynthoGraft) B iHLWii pigyHi, BigMiHHIl Bif KPOBI NaLjgkTa.
« He ctepunisyiite Cuntorpadt (SynthoGraft) nostopHo.
OBTOPHE Bmpwaamm CuHTorpadpt

« YTunizyiite 6yab-AKVIN HEBUKOPUCTaHUI rpaHynaT CuHTorpadT (SynthoGraft) .
(SynthoGraft) moxe npu3ssectn fo iHdeKUii, 3ananeHHsA abo iHLIMX TPaBN.

« Cuntorpadt (SynthoGraft) He npusHaueHWin A1 HeraliHOro HaBaHTaxe

« He nepenosHioiiTe AinAHKy pedekTy.

« YHVKalTe mirpauii matepianis.

« He BKOPWCTOBYINTE, AIKLLO YNAKOBKa BiAKPWTa, NOLLKOAKEeHa 260 fli aBEpLLEHHA TePMiHY MPUAATHOCTI.
« He ponyckarite nopyLueHHs KpoBOMocTauaHHA y AinAHL AedekTy.
« Mpo GyAb-AKNI CePNO3HNIA IHLMAEHT 3 BUPOOOM HEOOXiaH BUPOGHVIKA Ta KOMMETEHTHUIN OpraH

Llep>KaBu-uneHa, Y sKil MPoXKBa€E KOPUCTYBad Ta/abo

3ano6ixHi 3axoan
He cnip BukopuctoByBaty CviHTOrpadT (Syn:
(SynthoGraft) He cnip 3mouyBaT Gyab-AKY

Gra 'cnoco6om. Moro cnig 3moumnTyt Kpos'to. Takoxk CUHTorpadt
npuvknag, disionoriuHnm posunHom, NaCl abo
AHTVGIOTIKaMM), BiAMIHHVM Bif KPOBI NaLjieH Lii€HTam, AKi OTPUMYIOTb aHTUPE30POTVBHY Tepanito, HanpPUKIag,
6ichocdoHaTw, g NPOKOHCYNBTYBATVCD 3 iKaPReM nepes BUKOPUCTaHHAM BUPOOGY. MaLjieHTam cif Hapatv nacnopt
iMnnaHTaty, Wo fo3BoNAE ineHTdIKYBaTENPIO)BKIIOUatouM Ha3By BUPOOY, HOMep napTil, yHiKanbHWM ineHTUIKyouni
Kog, B1poOY, Mofeb, HaliMeHyBaHE @ Cy Ta Be6-caiiT BUPOOHUKa.

Mo6iuHi peakuji

EcbeKT Bif BUKOPUCTaHHS padT (SynthoGraft) y kombiHauji 3 iHLWIMMYM NiKapCbK1MYM 3acobamii HEBIZOMMIA Ta MOXe
nopyLLyBaTu ¢yH|gi|o H (SynthoGraft) abo cnpyumHATI NOGIUHI peaKLi.

3anuwKoBi pu3 PKaHi ABMLA

« BigroprHeH aTepiany [1A TpaHcnnaHTaLji abo anepriyHa peakLis
« BigcyTHic e rpauii

« Atpodi Ol TKQHUHN

< AAOCKL
@ fleHHA, HabpAK abo 6inb y AiNAHLI po3MilLeHHs
~NGBiNbHE 3aroeHHsA paHn

MpuroryBaHHA NpoAyKTy

06epiTb Po3Mmip Ta KinbKicTb YacTUHOK CuHTorpadT (SynthoGraft) , Heo6XigHi fns HaneXXHOro 3anoBHEHHA fedeKTy.
BuiiMiTb CKNAHWI GnakoH 3i CTepuribHOI yNakoBKU. MepeHeciTb HeoOXigHY KiNbKiCTb YacTUHOK CHTOrpadT
(SynthoGraft) y cTepunbHy yaLLKy. 3MOUITb YACTVHKY KPOB't0 MaLjiEHTa Ta NepemiLLyiiTe O yTBOPEHHS KIelKoi Macu.
KpoB MmoxxHa oTpumaTi 3 NikTboBOT AMKI. HeobxifHa KinbKicTb KPOBi 3anexuTb Bif KinbkocTi CuHtorpadt (SynthoGraft),
LLIO BUKOPUCTOBYETbCA. LLIo6 noneriumti foctaBKy Ao AiNAHKM XipypriYHOro BTPyYaHHs, BVUKOPVCTOBYITE 3BUYaliHi
HCTPYMEHTV, TaKi AIK LMWL, KopeTKa, 3yOHUI eneBaTtop abo nonartka.

MepeponepadiiiHi npoueaypu

Cromatonoru Ta nikapi BiANoBifaloTh 3a HaexHy MiAroToBKyY, XipypriuHi MeToauKM Ta nicnaonepaLiiiHy peabinitadiio nig
yac BuKopuctaHHsa CuntorpadT (SynthoGraft) . Mepen srkopricTaHHam CuHTorpadT (SynthoGraft) cnig 3i6paTn
aHaMHe3, a TaKoX OTPMMATM Pe3yNbTaTh KiiHIYHOTO Ta peHTreHorpadiuHOro AOCHImKEHHS.

XipypriuHi npoueaypu

Po3miwerHs CuHtorpadt (SynthoGraft) € nogibHVMM Jo iHLWKX NpoLeayp 3 BUKOPUCTaHHAM YaCTKOBMX KICTKOBMX
TpaHCMnaHTaTiB. 3BMYaliHi METOAMKIN HAHECEHHA KNaNTiB Ta KIopeTaxy rapaHTyioTb, O AiNAHKa NOBHICTIO OuMLLEHa, a
MOBEPXHi KOPEHIB BUPIBHSIHI Ta 3rnazi»keHi. [loMicTiTb nonepeHbo 3milliaHy Ta 3MoUeHy KpoB'to cymill CuHTorpadt
(SynthoGraft) y ginAaHKy xipypriuHoro BTpyyaHHs 3a AOMOMOrOI0 LMPULIA, KIOPETK, 3yGHOTO eneBatopa, JlonaTki abo
iHLLIOrO 3BMYalHOrO IHCTPYMEHTY. BiiCMOKTyBaHHA Mae 6y T obmexeHe nepudepieto AinaHKu. LLIo6 yHVKHY TV mirpauii
YaCTVHOK, AINAHKY He CIlif nepenoBHoBaTU. PO3MiLLieHH:A KonareHOBOT MeMOpaHV, Lo pecopOyeTbCs, PEKOMEHAYETbCA
NViLLe ANA NiZHATTA AHa raiMopOoBOil Nasyxwt. [/1A NepBUHHOTO 3aKpUTTA CIif 3LUATY C/IM30BO-OKICTAKOBI KManTi.

Micns BiANOBIAHOIO Nepiofy 3aro€HHs, AK NPaBUNo, 3-6 MICALLB, NALIEHTY MOXHa BCTAHOBWTY 3yOHWI iMnnaHT. [lus.
3BefeHi AaHi 3 6e3neky Ta KniHiuHoi edpekTnBHOCTI y 6a3i AaHrx Eudamed Ha eBponelicbkomy Be6-cainTi (https:/ec.
europa.eu/tools/eudamed) abo 3a nocunaHHAM: https://www.bicon.com/safety.

36epiraHHa/yTunisauisa

CunHtorpadT (SynthoGraft) noctaBnseTbcA B CTepunbHil ynakoBLi ans 36epiraHHs 3a KiMHaTHOT Temnepatypu (15-25 °C).
AKLLO yNaKoBKa NOLLKOAXKEH], a iMMaHTaT 3abpyAHEHNIA, Moo He chif BUKOpUCTOBYBaTU. MaTepian He € Hebe3neuHum
Ta MOXe Oy TV yTWNi30BaHMI BiANOBIgHO A0 BUMOT PerioHasbHIIX Ta MiCLIeBYX OpraHiB Briaaw. HebesneuHi sigxoau i3
3abpyAHEHNX NPUCTPOIB abo rocTpi NpeaMEeTY CIlif yTUNI3yBaTI HaNEKHVIM CMIOCOOOM Y BiiNOBIAHUX KOHTENHepaX, Lo
BiZINOBIAAIOTb CELMIYHIM TEXHIYHM BUMOTaM.
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TepMmiH NpraaTHOCTI

Homep 3a kaTanorom

Kopn cepii
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TinbKkn AnA peuenTom nikapa

Bnpib megnMuHOro npnsHaveHHs «

® | »®

He cTtepwunisysatvt NOBTOPHO 0

OpHa cTepunbHa bap'epHa cuctema i3 3ajicH n KOl0 BCepeanHi

Y| OnHa ctepunbHa 6ap'ep CMCT?a 3aXMCHOIO YMAKOBKOIO 30BHI

CrepunizoBaHo 3a “ DrOI0 OMPOMIHEHHS

OpPnCTOBYBATN NOBTOPHO

He BMKOPKMCTOBYBATW, AKLO YNakoBKa MOLWKOAKeHa

axxec,
xxec:

Temnepatypu 36epiraHHs

be3neyHnin ansa nposeneHHs MPT

& VBATA! OefiepanbHuil 3aKoH 06MeXKye NPoAax Lboro BUpoby ctomaTonoram abo 3a ixHimM po3nopaaMKeHHAM.
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