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[ ua | IHCTPYKLIA 13 3ACTOCYBAHHS

Onuc

CunHtorpadT (SynthoGraft) — Le cuHTeTYHa, 6iocymicHa Ta rpaHyiboBaHa Kepamika, Lo pecopbyeTbCs, BUrOTOBNEHA 3
yuctopazosoro beta-TprKanbLiipocdaty (Ca3(PO4)2) AK MaTpyLLA JA HAPOLLYBaHHSA KiCTKOBOI TKaHUHW BEPXHbOI Ta
HWXKHBOI Wenenu. SynthoGraft npeacTaeneHo y BUMIALi YacTUHOK po3mipom 50-500 MKM (um) Ta 500-1000 MKM (um) y
¢dnakoHax 06'emom 0,25-2,0 T (g) 3 MEHLUMMI PO3MiIPaMVI YaCTVHOK 15t MEHLUIUX fedeKTiB Ta G6inbLumnmMy po3mipamm ans
6inbLumx fgedekTis. CromaTonory BukopuctoByioTb SynthoGraft ans nawieHTis, ki NOTPebyioTb HAPOLLYBaHHA KiCTKOBOI
TKaHVHY, HaNpVIKnag, NauieHTiB 6e3 oAHOro abo AeKinbKox 3y6iB.

MpusHaueHHA
MaTtpuua ana HapoLLyBaHHA KiCTKOBOI TKAHVIHW BEPXHBOI Ta HVXKHBOT LLeneniu.

MokasaHHA

CunHtorpadT (SynthoGraft) pospobneHo gns:

« 3aMOBHEHHA Ta/abo PeKOHCTPYKLi TpaBMaTUYHIMX ab0 fereHepaT!BHUX GaraToLLapoBx AedeKTiB KICTKOBOT TKaHVHW.

« MiBHATTA 1Ha raiMOPOBOI Nasyxu.

« HaPOLLlyBaHHSA anbBEONIAPHOTO BIAPOCTKA.

« 3aMOBHEHHS MepiofJOHTaNbHOT KLLIEH] ab0 iHLLIMX AedeKTiB anbBEONAPHOI KICTKOBOI TKaHWHY Ta NIOXKe iMMniaHTaTy Ta
OCTEOTOMIl.

+ 30epexeHHs anbBeOoNAPHOI KICTKOBOI TKaHUHW AN MiJTOTOBKM JIOXE iMMaHTaTy.

MpoTnnokasaHHA

CunHtorpadTt (SynthoGraft) He cnip BUKOpPCTOBYBaTY MaLLiEHTaM 3 I0BEHINIbHVIM XPOHIYHVIM NEPIOLOHTUTOM,
HEKOHTPO/NbOBaHNMM CUCTEMHUMY 3aXBOPIOBaHHAMM, iHEKLiAMY, eHAOKPUHOMATIE, MOPYLLIEHHAM 3ropTaHHA KROBI,
MCVXIYHMMI Ta HEBPOSOTYHKMM Po3natami abo B 6yab-AKOMY IHLLIOMY BUMaZKY, KOMM KNiHILMCT BBaXKAE XipypHi
BTPYYaHHA abo BUKopuctaHHa CuHTorpadT (SynthoGraft) HepouinbHUM.

MonepempKeHHA
« Cuntorpadt (SynthoGraft) cnig BrKkopucToByBaTI nuLLe nig HarnARoM GaxiBLs, AKUIA Ma€ [OCBIA
6iomaTepianamm.

« Cuntorpadt (SynthoGraft) ynakoBytoTb Ta CTepunisytoTb 3a JOMOMOIOI0 FraMMa-OnpoMiHeHHg
0O[JHOPa30BOro 3aCTOCYBaHH.

« He Bukopuctosytite Cuntorpadt (SynthoGraft) cyxim cnocobom. Aoro cnig 3moumnTii Kpos'to na . 3aBenvka
KifIbKiCTb KPOBi MOXe NPr3BeCT A0 MirpaLlii YaCTVHOK.

« He 3amouyiite CuHTorpadT (SynthoGraft) B iHLWii pigyHi, BigmiHHiIl Big KpoBi MaLjie

« He ctepunizyiite Cuntorpadt (SynthoGraft) nostopHo. \

« YTunisyiite 6yab-aKnin HEBUKOPUCTaHUI rpaHynaT CuHTtorpadT (SynthoGraft)AllosT@pHe BrikopucTaHHa CuHTorpadt
(SynthoGraft) moxe npu3BecTn go iHbeKLji, 3ananeHHs abo iHWKUX TPaBM.

« CunTorpadt (SynthoGraft) He npu3HaueHWin 1A HeraliHOrO HaBaHTAKEHHS.

« He nepenoBHtoiiTe finaHKy aedekxry.

« YHUKalTe mirpauii maTepianis.

+ He BUKOPUCTOBYIATE, AKLLO yNakoBKa BiAKpPUTa, NMOLLKOfKeHa ab

« He ponyckaiite nopyLueHHs KpoBOMocTauaHHs y AinaHLi aedel

« Mpo 6ynb-AKniA Cepro3HUIA iIHLUMAEHT 3 BUPO6OM HeOOXIAHAWOBIAOMUTI BUPOOHIIKA Ta KOMMNETEHTHUI OpraH
Lep>KaBu-uneHa, y AKi NpoXKVBaE KOPUCTYBaY Ta/abo >

BePLUEHHA TePMiHY NPUAATHOCTI.

3anob6ixHi 3axoaun
He cnip BukopuctoBysatyt CuHTorpadt (Syntho!
(SynthoGraft) He cnig 3mMouyBaT Gyab-AK
aHTMGIOTVKaMV), BiMIHHM Bifi KPOBI NaLli
6ichocdoHaTy, i MPOKOHCYNBTYBATUCH 3

) C cobom. Vioro cnip 3mounTi kpog'to. Takox CuHTorpadT
ym Hanpviknag, disionoriuHnm posumnHom, NaCl abo
HTam, AIKi OTPVMYIOTb aHTVPE30POTUBHY Tepanito, HanNpYIKNag,
apem nepep, BUKOPUCTaHHAM BUpoGyY. MNaLieHTam cnig HapaT nacnopt
, BKIIOUalouy Ha3By BMPOGY, HOMep MapTii, yHiKanbHUIN ineHTUiKytoumnii
pecy Ta Be6-caliT BUPOOHYKa.

Mo6iuHi peakuii
EdekT Big BUKOpUMCTaH orgadT (SynthoGraft) y KombiHaLlii 3 iHLUMMM NiKapCbKMU 3ac06amm HEBILOMII Ta MOXKe
nopyLyBaTi dyHgLi T (SynthoGraft) abo cnpnunHATX NOGiUHI peaKwyji.

3anuwKoBi pu3i NeGa)KaHi ABULLA

- BigToprHeH iany anA TpaHcnnaHTawi abo anepriuHa peakLis
« BipcyTHi eOlHTerpauji

i KOBOI TKAHVHM

1, HABPAK abo Ginb y AINAHL PO3MILLEHHS
Bi/IbHE 3arO€HHA paHn

MpuroryBaHHA NPoAYKTY

O6epiTb Po3mip Ta KinbKicTb YacTMHOK CuHTOrpadT (SynthoGraft) , Heo6XiaHi AnA HaneXHOro 3aNoBHEHHS AedeKTy.
BuiimiTb CKNAHWI GnakoH 3i cTepuribHOI yrakoBKU. MepeHeciTb HeoOXiaHY KinbKiCTb YacTUHOK CHTOrpadT
(SynthoGraft) y cTepynbHy yaLuKy. 3MOuiTb YaCTVHKV KPOB'to NaLlieHTa Ta NepemilLLyiiTe 1o yTBOPEHHS KNeiKoi Macu.
KpoB MoXkHa oTprmaTy 3 NikTboBOI AMKI. HeobxiaHa KinbKicTb KpoBi 3anexuTsb Big KinbkocTi CuHtorpadt (SynthoGraft)
LLIO BUKOPUCTOBYETbCA. LLIo6 noneriumti foctaBKy Ao AiNAHKM XipypriYHOro BTPyYaHHS, BVUKOPVCTOBYITE 3BUYalHi
IHCTPYMeHTY, TaKi AK WNPKL, KIOPeTKa, 3yOHWIA eneBatop abo nonaTka.

MepeponepauiiiHi npoueaypu

Cromatonoriu Ta flikapi BifNoBiAaloTb 3a HaNeXHy MifroToBKY, XipypriuHi METOAVKU Ta MicnsonepaLiiHy peabinitadiio nig
yac BrKopucTaHHa CuHtorpadT (SynthoGraft) . Mepen BurkoprctanHam CuHtorpadT (SynthoGraft) cnig 3ibpatn
aHaMHe3, a TakoX OTPMMATLN pe3ynbTaTh KIiHIYHOTO Ta peHTreHorpadiuHOro AOCImKEHHS.

XipypriuHi npoueaypmn

Po3miwerHsa CuHtorpadT (SynthoGraft) € nogibHMm fo iHLWKX NpoLeAyP 3 BUKOPUCTAaHHAM YaCTKOBMX KICTKOBMX
TpaHCMNaHTaTiB. 3B1YaiiHi METOAMKIN HAHECEHHA KNaMTiB Ta KIopeTaxy rapaHTYIOTb, LLO [AiIAHKa MOBHICTIO OulLLeHa, a
MOBEpPXHi KOPEHIB BUPIBHAHI Ta 3rnazkeHi. [lomicTiTb nonepeHbOo 3milLaHy Ta 3MoUeHy KpoB'to cymill CuHTorpadt
(SynthoGraft) y ginAHKy XipypriuHoro BTpyyaHHs 3a AOMOMOrOI0 LMPULIA, KIOPETKM, 3yGHOTO eNleBatopa, JlonaTku abo
iHLLIOrO 3BMYaliHOrO IHCTPYMEHTY. BincMoKTyBaHHA Ma€e by Tr obmexxeHe nepurdepieio JinAHKK. LLo6 yH1KHY TV MirpaLyii
YaCTVHOK, AINAHKY He CIlifj nepenoBHoBaTU. PO3MiLLEEHHSA KoNareHoBOI MeMOpaHV, Lo pecopOyeTbCA, PEKOMEHIYETbCA
e ANA NiBHATTA AHA raiMOpPOBOI Nasyxu. [nA NepBMHHOIO 3aKpUTTA CNif 3LUTW C/IM30BO-OKICTAKOBI KNamnTi.

Micna BignoBigHOro nepiofy 3aro€HHs, AK NPaBNo, 3-6 MICALLB, MaLiEHTY MOXKHA BCTAHOBUTY 3yOHWIA iMniaHT. [vB.
3Be/ieHi AaHi 3 6e3neKu Ta KNiHiYHOT edeKTVBHOCTI y 6a3i faHnx Eudamed Ha eBponeiicbkomy Beb-caitti (https:/ec.
europa.eu/tools/eudamed) abo 3a nocunaHHaAM: https://www.bicon.com/safety.

36epiraHHsa/yTunisauis

CuntorpadT (SynthoGraft) noctaBnAeTbCA B CTepUIbHIiA yNakoBLi 1A 36epiraHHs 3a KiMHaTHOT Temnepatypm (15-25 °C).
AKLLO yNaKoBKa MOLLKOAXKEH3, a iMMaHTaT 3abpyAHEHNIA, Moro He ciif BUKOpUCToByBaTU. MaTepiasn He € HebesneuHum
Ta Moxe Gy yTINi30BaHMIA BiANOBIAHO A0 BUMOT PEriOHasbHUX Ta MICLIEBUX OPraHiB BNaaw.
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TepMmiH NpraaTHOCTI

Homep 3a kaTanorom

Kopn cepii

YHiKanbHWi ineHTUIKy0UMit Ko BUpObyY

Bnpib megnMuHOro npnsHaveHHs \
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He cTtepwunisysatvt NOBTOPHO

OpHa cTepunbHa bap'epHa cuctema i3 3a OBKOIO BCEPEAVHI

3} Opra crepunbHa 6ap'epHa cucte

i3 3aXMCHOI0 YNAKOBKOIO 30BHI

CrepunizoBaHo 3 0 ONPOMIHEHHA

*

YBaral 1\
@OpMCTOByBaTM NOBTOPHO

He BMKOPKMCTOBYBATW, AKLO YNakoBKa MOLWKOAKeHa
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Temnepatypu 36epiraHHs

be3neyHnin ansa nposeneHHs MPT

& VBATA! OefiepanbHuil 3aKoH 06MeXKye NPoAax Lboro BUpoby ctomaTonoram abo 3a ixHimM po3nopaaMKeHHAM.
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BaiikoH JIIC, YNoBHOBaXeHUIN NpeaCcTaBHUK B YKPaiHi:
501 Ap6opseii, boctoH, MA 02130 TOBAPUCTBO 3 OBMEXKEHOIO
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Boston, MA 02130 e-mail: arina@tsdental.com.ua
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