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OnucaHue:

Ti-0ss® e bMoOCbBMECTUM, MOPECT, HEOPTAaHUYEH MUHEPANEH MATPUKC (XMAPOKCManNaTuUT
(Ca,s(PO,):(OH),)100%(W/W)) 3a n3non3BaHe B opasiHa U ANULEBO-YENOCTHA XMPYPrus
3@ Bb3CTAHOBABAHE HA KOCTHU AedeKTU. I3BAnYa ce OT roBeam KOCTU 4Ypes creumaneH
MPOM3BOACTBEH MPOLIEC, KOMTO NpemaxBa OpraHM4YHMA matepuan. 1i-oss® ce onakosa U
CTepUIM3MpPa C NOMOLLTA Ha rama obabyBaHe. CpOKbT Ha roaHOCT € 5 roanHu 3a Ti-055®
Ti-oss® block n 3 roamHm 3a cnpuHuoBKata Ti-0ss®. Ti-0ss® MMa CMIHO NopecTa CTPYKTYPa,
nogobHa Ha YoBeLlKaTa KOCT, AEMOHCTPUPaHa Npu roIfiMo YBeInYeHue.

[Toka3aHua (ynotpeba no npeaHa3sHaueHue):

Ti-0ss® e npeaHa3Ha4yeH 3a M3MoA3BaHe NPW KOCTHa pereHepaLuma v yBenmnyaBaHe Ha OpasiHu U
JIMLLEBO-YENHOCTHN KOCTHU AedeKTU CbC UM De3 NpPoayKTU, NpeaHa3HadvYeHM 3a Hamnpas/asaBaHa
TbkaHHa pereHepauma (GTR) n HanpasasBaHa KOCTHa pereHepauys (GBR).

- [le@eKTn Ha anBeonapHusa rpeben.

1) YBennyaBaHe Ha CUHYCUTE.

2) [ledeKkTn Nnpu ekcTpakuma (Mam 3ana3BaHe Ha rHe340TO UKW anMKOEKTOMMA WUAN LMCTEKTOMMSA).
3) [lapoAoHTaNHW AePEKTH.

4) MNepUMMNNaHTHU AedeKTW.

5) BepTuKanHa Uam xopmsoHTaiHa ayrmeHTaums (3anassaHe Ha anBeo1apHua xpeber)

ynortpeba:

[TpaKTUKYyBawWmMTe TpabBa Aa cneaBaT XMPYPrMYHUTE NMPUHLMMNMU B CbOTBETCTBME CbC

CTaHAapPTHaTa MeaANLUMHCKa UM AeHTa/IHa NMPpaKTUKa

- BHMUMATE/THO OTCTPaHeTe BCUYKMN MEeKU U TPaHY/TaLUMOHHM TbKaHM U U310XKeTe NPACHa KOCT.

- HakuncHeTe HanbaHO Ti-05s® ¢ PU3NOOTMYEH PA3TBOP UM KPbBEH MNPOAYKT Ha NauMeHTa
npean npuiaraHe.

1. Ti-0ss®: 3anbaHeTe aedeKkTa ¢ NPUroTBeH [i-0ss® ¢ NomoLLUTa Ha CTepuan3npaHa LWnaTyaa

NN XMPYPrMyecKa TbXu1La.

2. Ti-0ss® Block: OpopmeTte Ti-0ss® Block, 3a Aa nacHe Ha KOCTHMA AePeKT. bAoKbT moxe aa

Obae afanTUPaH KbM XKeslaHua pasmep U opopmMeTe C MHCTPYMEHTU KAaTO CKa/nenm Uan

BHPTALLM ce bopyeTa 1 ce MOCTaBAT B KOCTHATa KyXuHa. [lonbaHeTe ae@eKTa ¢ noarorseH i-
055® 1 ro ctabmnmsmpanTe ¢ NOMOLLTa Ha TEXHMKA Ha XOPU30OHTa/IeH MaTPUYEH LLEB.

3. CnpuHuoBKa Ti-0ss®: Cnen Kato pasBueTe ropHata Kanadka, HakmMcHeTe HanbAHO Ti-0ss®,
KaTo n3abpnate byTasioTo Ha CNPUHLOBKATA, 3a Aa U3TernTe GU3NO0I0TMYHKUA Pa3TBOP UM
KPpbBTa Ha nMaumeHTa. Pa3BumnTe mpexecTtaTta Kanadka v HaTUcHeTe ByTasioTo U NPUIOXKETE
Ti-055® AMPEKTHO B MACTOTO Ha AedeKTa.

- 13bareanTe Oa npwaarate NpekomepeH HaAaTUCK BbpXy YacTuumTe Ti-0ss®, 3a Ja NoAabprKaTte
MyYATUMOpecTata My npupoaa. PazbusaHeTo Ha Ti-05s® Ha NO-Ma/lkKM Nap4yeTa MOXKe /13
nos/sivae Heb1aronpUATHO Ha CKOPOCTTA Ha 3a3paBsABaHe Ha XMPYPIMYHOTO MACTO.

- [locTtaBeTe 3alUMTHA MeMbpaHa BbpxXy NpuaoxKeHusa Ti-oss®, ako e HeobxoanMmo.

- He npenb/siBanTe AepeKTUTe.

- He ocTaBanTe AedeKTUTE OTBOPEHMN.

- XpyprmyeckaTta npespb3ka MoXe fa bbae NnocTaBeHa BbpXy paHaTa 3a MMHMMaA/IHATA
MPOABL/IKUTENHOCT, onpeaesieHa OT KAMHULMCTA KaTo Heobxoamma 3a yl1ecHABaHe Ha
KOHTPO/1a Ha KbPBEHEeTOo M 3a34paBABaHETO Ha paHaTa.

- [lpenopbyBa ce 6 mecela Bpeme 3a 3a3/paBABaHe npegn nocTtaBAHETO Ha UMMIAHTa, HO
onepatopbTr TPAOBA Aa NpeLeHn 1 a B3emMe CBOETO CODCTBEHO peLleHme.

[lpoTMBONOKAa3aHUA:

J1oKa/HO: Ti-0ss® He TpsibBa Aa ce U3Mo/13Ba B MECTA C aKTUBHM MHPEKLIMM /TN HEKOHTPO/IMPAHO KbPBEHE.
Obwm: Ti-0ss® He TpAabBa Aa ce 1M3Mo/13Ba NPU NMaUMEHTU, KOUTO HE NMOHACAT MeANLNHCKM
onepaunm (HaNnpMMep He MOHACAT aHecTe3ns, akTUBHO CbpaeYHO 3abo/1ABaHe, KOEeTo
M3K/H0YBa Oe30MnacHOCTTa Ha onepaumaTa).

[lpeanasHu mepKu:

Ti-0ss® TpsAbBa Aa ce 13Mnon3Ba CaMo OT 0bydeHn 3bboNeKkapu N OPaTHU XUPYP3N.

[1-05s® TpabBa Aa ce M3noa3Ba ¢ 0cobeHO BHMMaHMe Npu NaumMeHT CbC CneaHnTe CbCTOAHMA:

1. MecTHM npeanasHn MepKu:

- Octeommennt B BIM30CT 10 MACTOTO Ha KOCTHUA AEDEKT.

2. 0bwM npeanasHm MepKu:

- KPBbBHU ANCKPA3UMN.

- Texkka yrnoTtpeba Ha THOTHOH.

- /IcTopmAa Ha nbyeBa Tepanus.

- MeTabonunTtHu 3abonsasaHma Kato aAnabeT, 3abonsBaHe Ha WMTOBMAHATA ¥ae3a (xuno/
XMNepTUpeonam3bm), HanpeaHan YepeH Apob nnm 6vbpedyHo 3abosaBaHe, OCTEONnopo3a.

- [ToA/I0XKEHM Ha XMMMWO- UM CTEPOMAHA Tepanuma (XMmmnoTepanua nam cTeporaHa Tepanua).

- ABTOMMYHHM 3ab01aBaHKA.

- [lpenopbyBa ce MeaAuLIMHCKa KOHCYATaumA npeam ynotpeda no npeLeHKa Ha NpakTUKYBaLLMA.

3. [lombAHUTENTHW Npeana3HN MepKK:

- besonacHoOCTTa 1 edUKacHOCTTa NpW NaUMeHTH be3 3pana cKkeneTHa cuctema Uian NeamaTpudHm
MaUMEeHTU, KaKTO U NpY NaLMEHTU, KOUTO Ca BpPEMEHHU NN KbPMAT, HE Ca U3BECTHM.

- PasnnyHu BMOoOBE NPOAYKTU 3@ KOCTHa NpuMcaaka MoraT Aa ce M3MN0A3BaT 3aeaH0 (Hanpumep
KCEHOTPAHCM/IAaHT C anorpadT UM aBTONOXKHA KocT). Camo 3bbosiekapn U opanHu XMpyp3u,
KOWUTO Ca 3ano3HaTh C NOAOOHU TEXHUKMK, TPADBA a M3MONA3BAT TE3U MOAXOAMN.

- HMKaKBW AaHHW He ca AeMOHCTPUPan NpeBb3xoaHa ePUKACHOCT 3a ABaTa pPa3mMepa Ha
qactuumTe. KamHnumctuTe Tpabsa Aa onpeaensat Han-noaxoaAalma pasmep Ha YacTmumTe 3a
BCEKM C/Iy4aM Bb3 OCHOBA Ha 0bCcToATeNCTBaTa, CneunduyHM 3a TO3M C/1yyan.

- OcurypeTe Ha NnaumeHTa KapTa 3a MUMIMJ1aHT, OMNakoBaHa C YCTPOWCTBOTO.

CvxpaHeHue n bopaseHe:

- [1a ce cbxpaHasa Ha cyxo npu 15-25C.

- CTepunHaTa onakoBKa TpAbBa 1a ce oTBapA camo Mo Bpeme Ha ynorpeba. He n3nonssauTe,
aKO CTepu/IHaTa OMNaKoBKa e NoBpeeHa Uan OTBOPeHa Npeay BpemeTo Ha yrnoTtpebda.

- Camo 3a eaHOKpaTHa ynoTtpeba. He ctepunmampamte NOBTOPHO NPOAYKTA.

HeXXenaHu peakuyuu:

- YecTuTe XMPYPruyHM YCAOXKHEHMA MOraT Ja BK/IHOYBAT Bb3MasieHne, TpecKa, OTOK, DOJIKa,
KbpBeHe, 3aryba Ha QyHKLUMA, HAMa/IEH PacTeXX Ha KOCTUTE.

- [loBTOpPHaTa ynoTpeba Ha NPOYKTa MOXKe Aa NPUYNHM Bb3Ma/IeHUE, TPECKA, OTOK, MHPEKLMA 1 AP.

- AKO cepuro3eH MHUMAEHT, Bb3HMKHA/1 BbB BPb3Ka C U34e/IMeTO, TpAOBa Aa ce A0KNaaBa Ha
MPOM3BOANTENA U HA KOMMETEeHTHMA OpraH Ha AbpXKaBaTa-4/ieHKa, B KOATO e YCTaHOBEH
NnoTPEOUTENAT /UK NAUNEHTHT

BHUMaHue:
PenepaTHUAT 3aKOH OrpaH4aBa TOBa YCTPOMCTBO 3a MpoaarKba Ot WM MO NOPBHKa Ha SieKkap Wi 3bboneKap

Pe3tome Ha 6e30nacHOCTTa U KIMHUYHOTO NpeacTaBAHe:
https://ec.europa.eu/tools/eudamed

Basic UDI-DI:
880949062AF9
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Ti-Ooss

[lpe3eHTaUMUA:

me Ha NpoayKT Ime Ha moaena Homep Ha moaena | Pasmep Ha Yactuumre Terno
25-0210 0.25¢g
05-0210 05¢g
10-0210 Jem Lomm 10g
20-0210 208
01-0512 0.1lg
25-0512 0.25¢g
Ti-0ss® 05-0512 0.5-1.2mm 05g
(Tnn rpaHynn) 10-0512 10g
20-0512 208
01-1217 0.1g
25-1217 0.25¢g
05-1217 1.2—=1.7 mm 05g
Ti-0ss® 10-1217 10¢g
20-1217 2.0g

BLK6612 6xX6x12 mm

Ti-oss® Block BLK6625 6X6X25 mm

(Tn 610K) BLK8S12 8x8x12 mm _

BLK8825 8x8X25 mm
S01-0210 0.1lg
525-0210 0.2—1.0mm 0.25¢
o S05-0210 05¢g
(Tllﬂosﬂsp:):[gfsa) e 0.5—1.2 mm 208
S05-0512 05g
$25-1217 0.25¢
505-1217 Lemh/mm 05g

CNUCHKLT U aePUHNLMATA HA CUMBOIUTE:

Cumson OnpeneneHue Cumson OnpeneneHue
CE-MapKa U
| y NAEHTUPUKALMOHEH
He 1M3non3BanTe NOBTOPHO
(Ne Ha HoduLMpaHKs | HoOMepP Ha HoTnpuumMpaH
OpraH) opraH
13n0/3BanTe A0 AaTa “ [lponssoanTen

YNb/IHOMOLLEH

RaTa/10XKeH HOMEP NpPeacraBmTE/1 B

EBpONEencKmMA CbHo3s

ERERRR:

BUXXTe eNneKTPOHHOTO
CTepunmsmnpaH c
PBKOBOACTBO 33

[NTOMOLLTa H4 ob/1bYBaHE

STERILE

Ifu.chiyewon.com yrnoTpeba

OrpaHMana HE Ha

LOT Koa Ha napTuaaTa
TemnepartypaTa

[1a He ce cTepuan3npa

[1aTa Ha NPOM3BOACTBO
MOBTOPHO

He 13non3BaunTe, ako
OMNaKoBKaTa e NoBpeaeHa,
M HaMpPaBETe CrpaBKa C
MHCTPYKLMUTE 3a yrnoTpebda

BHUMaHMe

> &

Ll,a Ce Na3n OT1 CJ/IbHYEBAd

[1lazeTe Ha CYXO MACTO
CBETJ/IMHA

Cbabprka bronormyeH

HEHMDOFEHHM MaTepiasl OT

MNBOTUHCKRUN TNMPON3XOL1

EAMHWMYHa cTEPUNHA
bapuepHa cucTtema Cbe

MeanumHcKko nsaenve

3dWLNTHW OlNadROBRN BbTPE
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