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YKa3aHus 3a ynotpeba

T-PAL™

Mons, npefn ynotpeba npoyeTeTe BHUMATENHO Te3 yKa3aHWA 3a ynotpeba, 6po-
lwypaTa Ha Synthes ,BaxHa MHpOPMAaLMA” 1 CbOTBETHUTE XUPYPrUYHU TEXHUKM.
YBepeTe Ce, Ye No3HaBaTe CbOTBETHATA XMPYPruyHa TexHuKa.

Matepuan

Matepuan: CraHpapT:
PEEK (MonunetepetepketoH) ASTM F 2026
TAN (Ti-6AI-7Nb) 1SO 5832-11

MNpepHasHaueHne

IMnnaHTBT T-PAL e NpefHa3HayeH 3a NnogMaAHa Ha JymbanHuTe nHTepsepTebpanHm
[MCKOBE 1 33 y3ns MexX [y CbCefHUTe BepTebpanHu Tena Ha HuBa L1-S1. imnnaH-
THT T-PAL e npoekTvpaH 3a TpaHchopamMuHaneH JOCTbN.

Moka3aHua

Moka3aHudaTa ca NymbanHu u Nym0O0o-cakpasHu NaTONOrMYHN CbCTOAHKSA, 3a KOUTO
€ okasaHa cerMeHTHa CNoHAWI0Ae3a, Hanpumep:

— [lereHepaTuBHM 3a00N1ABaHUA Ha AUCKOBETE U rpbOHAYHa HecTabunHocT

— PeBM3MOHHW NpoLeaypu 3a NOCT-ANCKEKTOMUYEH CUHAPOM

— [lceBAOApTPO3a WK HeycnellHa CnoHano0Ae3a

— [ereHepaTnBHa cnoHAunonMcTesa

— WcTmunyHa cnoHgunonmcresa

BaxxHo: T-PAL TpsibBa fa ce npwaara camo B KOMOUHALMA CbC 3a[iHa hMKCaLMA.

MpoTusonokasaHua

— ®pakTypw Ha BepTebpanHuTe Tena
— CnuHanHu Tymopu

fonsmMa rpbbHayHa HecTabunHoCT

— MbpBUYHU rpbBHaYHK aedopmuTeTy
OcTteonoposa

MoTeHUuMaNnHM HeXXenaHu cbLoUTUA

KakTo npw BCUYKM ronemMm XupypruyHm npoLeaypu, Morat fia Bb3HMKHAT pUCKOBe,
CTPaHUYHK edhekTH 1 HexenaHn Cboutnsa. Benpeku Ye MoraT Aa Bb3HUKHAT MHOTO
BBH3MOXHW peakLuy, HAKOW OT Hal-yeCTnTe MoraT fia BKJIlo4BaT:

Mpobnemu, BB3HWKBALLM BCNEACTBME HA aHecTe3uaTa W MO3ULMOHMPAHETO Ha
nauveHTa (Hanp. rafeHe, NOBPbLUAHE, AEHTaSHW HapaHABaHWUA, HEBPOSOTMUYHN
yBpeXAaHusa v T.H.); Tpombo3a, embonus, nHdekLns, 0BUNHO KbpBeHe, ATPOreHHO
HapaHsBaHe Ha HEPBU 1 CbI0BE, yBpEXAaHe Ha MeKUTe TbKaHW, BKJ1. OTOK, 0Opa3yBaHe
Ha abHOPMHU LMKATPUKCK, (DYHKLUMOHANHO yBpeXAaHe Ha MYyCKynHO-ckeseTHaTa
CnCTeMa, KOMMJIEKCEH pervioHaneH 6onkoB cuHapom (CRPS), anepruyHu peakumu/
peakLmn Ha CBPBXYYBCTBUTENHOCT, CTPAHWYHKU eeKTU, CBbP3aHK C M3MbKBaHe Ha
VMMNaHTa UAn 134enmeTo, JIOWOo CBbp3BaHe, Mnca Ha CBbp3BaHe, NpodbskaBalla
6orka; yBpexaHe Ha CbCcefiHM KOCTM (Hanp. cnagaHe), Anckose (Hanp. fereHepauus Ha
CbCE[IHO HMBO) WM MeKa TbKaH, [ypasHO paskbCBaHe WM M3TWYaHE Ha
rPbOHAYHOMO3bYHA TEUHOCT; KOMMPecns W/MUAKM KOHTY3WA Ha PbOHAYHUA MO3BK,
4aCTUYHO pa3MecTBaHe Ha rpadTa, BepTebpasiHa aHrynaums.

CTele’IHO unsgenue

n CrepunusnpaHo c obnbysaHe

CbXpaHsaBaiTe UMNNAHTUTE B OPUTVHANHATA UM 3aLLUTHa ONakoBka W He r1 N3Bax-
[laliTe OT OMakoBKaTa O MOMeHTa HenocpeACTBeHO npeay ynotpeba.

Mpeay u3non3saHe NpoBepeTe CPOKa Ha FOJHOCT Ha NPO/YKTa U Ce yBepeTe B LIEAOCT-
Ta Ha CTepusHaTa onakoska. [la He ce U3M0N13Ba, ako OMakoBKaTa e noBpefeHa.

[la He ce cTepunn3vpa NOBTOPHO

N3penue 3a egHoKpaTtHa ynotpe6a

® He ynoTpebsBaiTe NOBTOPHO

MpoaykTu, NpefHa3HayeHy 3a efHoKpaTHa ynotpeba, He TpabBa Aa ce usnonseat
MOBTOPHO.

MoBTOPHOTO M3non3BaHe UK 0bpaboTeaHe (Hanp. NOYNCTBaHe U MOBTOPHa CTepw-
N3auns) MoraT Aa HapywaT CTPyKTypHaTa UAanocCT Ha U34enneTo u/vnu fa fnosenat
[10 HeyCreLHOTO My (yHKLIMOHMpaHe, KOeTO MOXe Aa NPUYUHM HapaHsaBaHe, 3a60-
NABaHe WM CMBPT Ha NaLMeHTa.
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OcBeH TOBa NMOBTOPHOTO M3MOM3BaHe Ha W3Aenwvs, NpeaHa3HayeHy 3a eIHoKpaTHa
ynoTtpeba, Moxe fia Cb3Aafe puck OT 3aMbpcaBaHe, Hamp. BCIeACTBUE Ha NpeHacs-
He Ha MHeKUMO3eH MaTepran OT eAnH Ha Apyr nauveHT. ToBa Moxe fa AoBefe 10
HapaHsaBaHe 1AW 40 CMBPT Ha NalyMeHTa uau onepatopa.

3amMbpceHuTe MMMNaHTu He Tpabsa fa ce obpaboTsaT OTHOBO. VMnnaHTW Ha
Synthes, KOWTO Ca KOHTaMUHMPaHU C KPbB, ThKaH U/MN TeNeCHN TeYHOCTI/MaTe-
puwn, HUKora He TpAabBa Aa Ce W3MON3BaT NOBTOPHO W C TAX TpAGBa Aa ce bopasu
CbrNacHO ¢ GONHMYHKA NPOTOKON. BbNpekyn Ye MOXe Aa U3rnexaaT HenospeseHi,
MMNaHTUTe MoraT Aa “MmaT Manku feekTu 1 BbTPeLlHN HanpexeHus, KouTo Mo-
raT Aa NPUYWHAT yMOpa Ha MaTepuarna.

MpepnasHu mepku

O6LLMTe PUCKOBE, CBBP3aH C XMPYPrUYHWUTE HAMeCH, He Ca OMKCcaHW B Te3u ykasa-
HuA 3a ynoTpeba. 3a noseye MHPOPMaLMA, MONA, HanNpaBeTe cnpaska c bpoluypaTa
Ha Synthes ,Ba>xHa nHopmauma”.

MpepynpexxaeHuns

CunHo npenopbuntenHo e T-PAL fia ce MMNNaHTMpa camo OT onepupaLLm Xmpypsu,
KOMTO MO3HaBaT obLWMTe NpobaemMy Ha CMUHaNHaTa XMPyprua 1 ca cnocobHu aa
npunarat cneuynyHUTe 3a NPOAYKTa XVPYPrUYHA TEXHWKW. VIMNnaHTauvaTa Tpab-
Ba [la Ce U3BbPLUM CbrIACHO C yKa3aHWATa 3a NpenopbynTesHaTa XMpypryHa npo-
Leaypa. XMpypruT e OTrOBOPEH 3a TOBa [a rapaHTVpa NpasBuiHO 13BbPLUBAHE Ha
onepauuATa.

ﬂpOVBBO,DMTeJ'IHT He € OTroBOpeH 3a HWKaKBW YCJIOXHeHWA, HacTbnBalin scinea-
CTBME Ha HemnpaBuiHa AuarHosa, M360p Ha HernpaBuneH UMNIaHT, HenpaBuUIHO
KOM6VIHVIpaHVI KOMMOHEHTW Ha UMMAAHTU U/nnu ornepaTuBHU TEXHUKW, OrpaHn4ye-
HVATa Ha METOLNTE Ha NevyeHne nnm HefocTatbyHa acenTumka.

KomMGuHauusa oT meauuuHCKN uspenus
Synthes He Ca TecTBajn CbBMeCTUMOCTTa C U34enund, NnpenocTtaBAHn oT Apyru npo-
M3BOOUTENU, N HE NOEMAaT OTrOBOPHOCT Npwn I'IO,EI.OGHI/I cnydau.

MarHuTHo-pe3oHaHCHa cpefia

CbBMecTUMO ¢ MP npu onpefesieHy ycnosua:

HekNMHWYHO TecTBaHe B Ha-NOLWNA Bb3MOXEH CLieHapWii NokasBa, Ye apTuKynuTe

Ha cucTemata T-PAL (PEEK) ca cbBmecTmu ¢ MP npu onpeaeneHn ycnosus. Tesu

apTuKyAu MoraT Aa 6bAaT ckaHupaHu 6e30MacHo Npw CiefHNTe yCoBUA:

— CraTuyHo MarHnTHO none 1,5 Tesla u 3,0 Tesla.

— lpocTpaHCTBEHO rpaaveHTHo none 90 mT/cm (900 Gauss/cm).

— MakcrManHo HIBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuw-
PUYHO HMBO Ha abcopbuus) (SAR) 2 W/kg 3a 15 MUHYTH CKaHMpaHe.

Bb3 OCHOBA Ha HEKJIMHWYHO TecTBaHe, UMMNNaHTbT T-PAL (PEEK) wie noseae [0 no-
B/LUABaHe Ha TemnepaTypaTta C He noseye oT 1,5°C npu MakcMManaHO HUBO Ha
ycpefHeHa LenoTtenecHa cneunduyHa abcopbums (SAR) 2 W/kg, oueHeHo Ypes Ka-
nopumeTpua 3a 15 MuHyTM MP ckaHupaHe B MP anapart 1,5 Tesla 1 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3cnefBaHe Moxe fa Obe HapyLLeHO, ako PerMoHBbT
Ha MHTepec e B TOYHO CbllaTta 061acT UK CpaBHUTENHO 61130 10 NONOXKEHNETO Ha
n3nenveto T-PAL (PEEK).

q3

0123

e

Synthes GmbH
Eimattstrasse 3

4436 Oberdorf
Switzerland

Tel: +41 61 965 61 11
Fax: +41 61 965 66 00
www.depuysynthes.com

CcTpaHuua 2/2


http://www.depuysynthes.com

	DatePrinted: Ръководствата подлежат на промени; 
най-актуалната версия на всяко ръководство 
може винаги да се намери в интернет. 
Разпечатано на: Sep 05, 2016


