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YKa3aHus 3a ynotpeba

OPAL™

Mons, npean ynoTpeba npoyeTeTe BHUMATENHO Te3M yKa3aHua 3a ynotpeba, 6po-
wypata Ha Synthes "BaXHa vHMOPMaUMA" U CbOTBETHUTE XVMPYPIrUYHN TEXHUKW.
YBepeTe ce, Ye No3HaBaTe CbOTBETHATA XMPYPruyHa TEXHMKA.

Matepuan

Matepuan: CraHpapT:
PEEK (MonuetepetepketoH)  ASTM F 2026
TAN (Ti-6Al-7Nb) ISO 5832-11

MpepHa3HavyeHne

OPAL e cucTeMa OT UMMNAHTY 33 eHOCTpaHeH TpaHcdopamuHaneH foctsn (TLIF)
WM KaTo ONumMsA 3a AByCcTpaHeH 3adeH foctbn (PLIF). Cuctemata e cneumanHo npo-
eKTupaHa 3a Masbk paspes, KOeTo BOAW [0 CPaBHUTEIHO aTpaBMaTu4Ha onepaumsa
3a nauveHTa. MMnNiaHT1Te ocurypsBaT AOCTaTbYyHa CTabWIHOCT, Bb3CTaHOBABAT
BMCOYMHATA M IOPA03aTa, 33 i@ OCUrypAT ONTUMU3MpPaHa dy3una.

Moka3aHua

MokasaHua:

Moka3aHusaTa ca ymbanHu u nymB0o-cakpasHu NaToNOrMYHN CbCTOAHMS, 3@ KOUTO
€ NoKasaHa CerMeHTHa CNoHAWI0Ae3a, Hanpumep:

- ,EI,ereHepaTMBHm 3abonsaBaHMsA Ha AUCKOBETE U I’p'b6Ha‘-IHa HecTabunHocT
— PeBU3MOHHN npouenypwn 3a NnOCT-ANCKEKTOMUYEH CUHAPOM
I‘IceBuoapro3a UNn HeycnellHa cnoHgvnonesa

- ,EI,ereHepaTVlBHa cnoHgmnonncTesa

— WcTMmnYHa cnonpgunonucTesa

BaxHo: OPAL Tpsibea fa ce npunara camo B KOMBMHaLMs CbC 3aaHa uKkcaums.

NMpoTuBonokasaHusa

— ®pakTypw Ha BepTebpanHuTe Tena
— CnvHanH Tymopy

— lonsma rpbbHayHa HeCcTabunHoCT

— MbpBUYHU rPpBBHaYHN AedopmuTeTy

MoTeHUMaNHN HeXenaHu cbouTus

KakTo npu BCUYKM rofiemMu XMpypruyHv npoLeaypu, MoraT fja Bb3HUKHAT prUcKoBe,
CTPaHWYHN epekTr 1 HexeNaHn CbbuTns. Bbnpeku Ye Morat Aa Bb3HUKHAT MHOTO
Bb3MOXHW PeaKLmu, HAKOW OT Han-4ecTUTe MoraT fa BKJIIOYBAT:

Mpobsiemy, Bb3HMKBALLM BCIEACTBME HAa aHeCTe3naTa U NO3ULUMOHNPAHETO Ha na-
uneHTa (Hanp. rafeHe, NoBpblyaHe, AEHTaNHU HapaHABaHUsA, HEBPOIOTUYHU YB-
pexnaaHus 1 T.H.), TpoM603a, eM6oNns, NHPEKLMs, 0BUIHO KbpBEHE, ATPOreHHO
HapaHsBaHe Ha HePBU U CbA0BE, YBPEXAaHe Ha MeKMUTEe TbKaHu, BKJ. OTOK, obpa-
3yBaHe Ha abHOPMHW LMKATPUKCU, (DYHKLMOHASHO yBpeXAaHe Ha MyCKynHO-CKe-
neTHaTa cMCTema, KOMMJeKceH pervoHaneH GOMKOB CMHAPOM, anepruyHn peak-
LMW/peakLumn Ha CBPbXYYBCTBUTEIHOCT, CTPaHUYHU eeKTU, CBbP3aHM C M3MbKBaHe
Ha MMMIaHTa UK M34eneTo, SOWO CBbP3BaHe, Sunca Ha CBbp3BaHe, NPogbXKa-
Ballla 60JKa; yBpexXAaHe Ha CbCefHM KOCTMW (Hanp. cnafaxe), Anckose (Hanp. gere-
Hepauws Ha CbCeAHO HUBO) UM MeKa TbKaH, AypasiHo paskbCBaHe Wu U3TUYaHe Ha
rPbOHaYHOMO3bYHA TEYHOCT; KOMMPECHS W/ KOHTY3WS Ha rpbOHAYHNA MO3bK,
4aCTUYHO pa3mecTBaHe Ha rpadTa, BepTebpasiHa aHrynaums.

CTepvumo unspenue

ﬂ CTepunmsvparo ¢ obnbyBaHe

CbXpaHﬂBaVlTe NMNNAaHTUTE B OpUTMHaNHaTa MM 3allMTHa ONakKoBKa N He ' N3BaXX-
[anTe OT onakoBkaTa 0 MOMeHTa HenocpencTBeHo npenn yHOTpe6a.

Hpep,m “3n0Ji3BaHe NpoBepeTe CPpOKa Ha roAHOCT Ha NPOAYKTa 1 Cce yBepeTe B LienoCT-
Ta Ha CTepuiHaTa OnakoBKa. [a He ce 13M0N3Ba, ako OMnakoBkaTa e nospeneHa.

@ [la He ce cTepunn3Mpa NOBTOPHO

WN3penve 3a egHoKpaTHa ynotpeba

@ He ynoTpebsBaiTe NOBTOPHO

MpoAyKTY, NpefHa3HaueHn 3a elHOKpaTHa ynotpeba, He Tpabga Aa ce usnonssar
NOBTOPHO.

MOBTOPHOTO M3N0N3BaHe UM 06paboTeaHe (Hanp. NOYNCTBaHE N NOBTOPHA CTEpPK-
N3auya) MoraT a HapyLuaT CTPYKTypHaTa UAI0CT Ha U34enneTo u/unv fa fjoseaart
[10 HeyCrneLwHOTO My (hYHKLMOHMPaHe, KOeTo MOXe fja NPUYNHI HapaHsABaHe, 3a60-
NSIBaHE WU CMBPT Ha naumeHTa.
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OcBeH TOBa NMOBTOPHOTO W3MON3BaHe Ha W3Aenvs, NpefHa3HayeHn 3a elHoKpaTHa
ynotpeba, Moxe fla Cb3fafie PUCK OT 3aMbpCABaHe, Hanp. BCIeACTBIE Ha NpeHacs-
He Ha MHeKLMo3eH MaTepran OT eAviH Ha Apyr nauveHT. ToBa Moxe fia AoBefe [0
HapaHsaBaHe 1AW 40 CMBPT Ha NalyMeHTa uau onepatopa.

3aMbpceHnTe MMMNaHTu He Tpabsa fa ce obpaboTeaT OTHOBO. VIMnnaHTW Ha
Synthes, KOUTO ca KOHTaMMHUPaHK C KPbB, TbKaH W/UW TeNECHW TeYHOCT/MaTe-
puw, HuKora He TpAGBa Aa ce W3MON3BaT NOBTOPHO W C TAX TpAGBa Aa ce bopasu
CbINACHO C BONHMYHMA NPOTOKO. BbMpeku Ye Moxe Aa n3rnexaar HenoBpeaeHu,
MMMNaHTWUTE MOraT Aa MMaT Manku fedekTn 1 BbTPeLHN HanpexeHns, KouTo Mo-
raT fla NpUYMHAT yMopa Ha MaTepuana.

MpeanasHu mepku

O6LmTe pUCKOBE, CBbP3aHV C XMPYPrUYHUTE HaMeCH, He Ca OnrcaHun B Te3u ykasa-
HYA 33 ynoTpe6a. 3a noseye NHMOPMAaLWA, MONIA, HaNpaBeTe CNpaBka ¢ 6poLuypaTta
Ha Synthes "BaxHa uHdopmaLma”.

MpepynpexxaeHus

CunHo npenopbyuTesiHo e OPAL fa ce UMNIaHTpaT CaMo OT OnepupaLLn Xupypsu,
KOWTO No3HaBaT obLMTe NPobaeMN Ha CrHaNHaTa XMPYPriA 1 Ca CNocobHu aa
npunarat cneunnyHTE 3a NPOAYKTa XVPYPrUYHU TeXHWKW. VIMnnaHTauvaTa Tpab-
Ba [la Ce 13BbPLUM CbIIACHO C yKa3aHuATa 3a NpenopbynTeHaTa X1upypruyHa npo-
Leaypa. XMpyprsT e OTroBOPEeH 3a TOBa [a rapaHTvpa NpasuaHo 13BbPLUBAHE Ha
onepauuATa.

HpOVBBO,D,VITeJ'IﬂT He € OTrOBOPEH 3a HWKaKBW YCNIOXKHEHWNA, HacTbMNBally BCnen-
CTBME Ha HenpaBW/Ha AnarHo3a, VI360p Ha HenpasuieH NMNNaHT, HENPaBUIHO KO-
6I/IHMpaHI/I KOMMOHEHTW Ha UMMNIaHTN U/WUnn OonepaTnBHU TEXHUKW, OrpaHNYeHnATa
Ha MeToAunTe Ha fledeHne nnm HegocCtaTbyYyHa acenTuKka.

KoM6uHaumsa oT MeaULMHCKY U3genus
Synthes He ca TecTBann CbBMECTUMOCTTa C U3, NPefoCTaBAHM OT APYri Npo-
3BOAMTENN, 1 HE MOemMaT OTrOBOPHOCT Npw Nofo6HM ciyyan.

MarHuTHO-pe3oHaHCHa cpeaa

CbvBmMecTMMO ¢ MP npu onpefeneHun ycnosua:

HekAMHWYHO TecTBaHe B HaN-110LLINA Bb3MOXEH CLieHapuii NoKas3Bga, Ye UMniaHTuTe

Ha cnctemata OPAL ca cbBMecTVMU ¢ MP npw onpegenedn ycnosua. Tesnm apTukynm

MoraT fia 6bfaT ckaHupaHu 6e30nacHo Npu cNegHnTe yCaoBmS:

— CraTuyHo marHuTHO none 1,5 Tesla v 3,0 Tesla.

— lNpocTpaHCTBEHO rpagveHTHO nose 300 mT/cm (3000 Gauss/cm).

— MakcManHo HYBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuu-
PuruHo HMBO Ha abcopbuwa) (SAR) 4 W/kg 3a 15 MUHYTW CKaHUpaHe.

Bb3 0CcHOBa Ha HEKJIMHMYHO TecTBaHe, UMMAaHTHT OPAL CbC CTaHOapTHU BUHTOBE

e fosefe [0 NOBUMLLIABaHe Ha TemnepaTypaTa ¢ He noseye oT 4,0°C npu Makcu-

MaJflHO HMBO Ha yCpeAHeHa LenoTenecHa cneunduyHa abcopbums (SAR) 4 Wrkg,

OLIeHeHO Ype3 KanopumeTpus 3a 15 MuHyTM MP ckaHupaHe B MP anapat 1,5 Tesla n

3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3C/ieBaHe MOXe fja Ob/le HapyLLEeHO, ako PErMOHBT
Ha MHTepec e B TOYHO CbLliaTa 061acT UM CPaBHUTENHO BAM30 A0 NONOXKEHNETO Ha
n3nenveto OPAL.
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