YKazaHus 3a ynotpeba

CSLP™ — 3ak/itoyBallia nsaka 3a LepBlKasieH CermeHT

Ha rpbbOHaKa

Te3n ykazaHuA 3a ynotpeba He ca

PbKkoBOACTBaTa NoAsieKaT Ha NPOMeH!;
HaM-aKTyasiHaTa BEPCUA Ha BCAKO PbKOBOACTBO
MOKe BMHaru ga ce HAMepU B UHTEPHET.
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YKa3aHus 3a ynotpeba

CSLP™ — Cervical Spine Locking Plate (3akstoyBallia nnaka 3a LepBuKaieH cerMeHT
Ha rpbbHaka), CSLP™VA 1 CSLP™ 6bp30 3aK/t0YBaLLy BUHTOBE

Mons, npean ynoTpeba npoyeTeTe BHUMATENHO Te3M yKa3aHua 3a ynotpeba, 6po-
lwypaTa Ha Synthes "BaxHa vHMOPMauua" N CbOTBETHUTE XMPYPTUYHU TEXHWKN.
YBepeTe ce, Ye NO3HaBaTe CbOTBETHATA XMPYPruyHa TeXHMKa.

MaTtepuan

MaTtepuan: CraHpapt:
Toprosckut YncT TutaH (CpTi) ISO 5832-2
TutaHosa cnnas (Ti6-Al7-Nb) ISO 5832-11

MpepHa3HavyeHne

CSLP ce n3non3sa 3a NoCTaBAHe Ha Niaky Ha NpefHaTa 4acT Ha LepBrKanHua cer-
MeHT Ha rpbbHaka (C2-T2) 3a BbTpellHa huKcaLma Npu NeveHre Ha HecTabuiHocT,
cBbp3aHa ¢ pakTypu/onciokaumnmn, fereHepaTueHn 3abonsaBaHna, TyMopu 1 Yac
TUYHa NN NbJIHA CNOHAUNEKTOMUNA.

Moka3aHua

CSLP

CSLP ce n3non3Ba 3a NOCTaBAHE Ha Miaky Ha NpefHaTa YacT Ha LepBrKanHua cer-
MEHT Ha rpbbHaka (C2-T2) 3a BbTpeLlHa PUKcaumsa npu neyeHne Ha HeCcTabunHocT,
CBbp3aHa C

— bpakTypu/gncnokaumm

— [ereHepaTuBHYM 3aboNsABaHNA

— Tymopwu

— YacTUYHa WU NbAHA CNOHANNEKTOMUSA

CSLP VA

3ak/toYBaLLaTa niaka 3a UepBuKasHWs CerMeHT Ha rpbOHaka C BaprvabusieH broi
Ce 13Mnon3Ba 3a BbTpellHa npefHa durkcaumna Ha rpbbHaka (C2 -T2) 3a neyeHune Ha
HeCcTabUNHOCT B CIefHUTE C1yYan:

— (paKTypw

— [ereHepaTtusHu 3abonsBaHus

— Tymopwu

— YaCTWYHa UKW MbJiHa pe3ekuns Ha BepTebpanHo Ta10

CSLP 6bp30 3ak/04BaLLM BUHTOBE

Bbp3o 3aknouBalimTe BUHTOBEe CSLP ca npegHa3HayeHu 3a npefHa ukcauma c

BMHTOBE KbM LIEPBUKANHNA CerMeHT Ha rpbbHaka (C2 -T2) 3a ciefHUTe NokasaHus:

— Degenerative disc disease ([lerenepaTvsHo 3abonssaHe Ha anckosete) (DDD), fe-
PUHMPaHO KaTo 6OSIKa B LIMATA OT ANCKOreHEeH NPOW3XOA C AereHepaums Ha au-
CKa, NOTBbPAEHO OT aHaMHe3aTa 1 peHTreHorpadcknTe n3cneaBaHus.

— CnoHgunonucTesa

— CnvHanHa cTeHo3a

— Tymopu (MbPBUYHM U MeTacTaTUYHW)

— HeycnelHu npeaxonHu dysum

McesaoapTpo3a

LedopmuTeT (T.e. Kno3a, nopao3a U/mnu ckonmosa)

DdpakTypw/onucnokaumm

— YacTuyHa AKM NbAHa CNOHANNEKTOMUA

MpoTuBonokasaHus

CSLP, CSLP VA, CSLP 6bp30 3aknto4BalLly BUHTOBE

— Texka 0CTeonopo3a 1 NokasaHus, KOUTO He ca 13bpoeHn no-rope
— BcsAko nokasaHue, 3a KOETO He e HeobxoayMa dy3uns

MoTeHUMaNHN HeXenaHu cbouTus

KakTo npu BCUYKM rofieMun XMpypruyHu npoLeaypu, MoraT fja Bb3HUKHAT prcKoBe,
CTpaHWYHK epekTh 1 HexenaHn CbouTnA. Bbnpeku Ye MoraT Aa Bb3HUKHAT MHOTO
Bb3MOXHW PeaKLyu, HAKOW OT Hal-4ecTUTe MoraT [ja BKJIloYBaT:

Mpobnemy, Bb3HWKBALLM BCIEACTBME HA aHeCTe3nATa W MO3ULMOHMPAHETO Ha
nauneHTa (Hanp. rageHe, nospblUaHe, AEHTaNHW HapaHABaHWSA, HEBPOSOrUYHU
YBPEXAAHNSA U T.H.), TPOMO03a, eMb0oUA, UH(EKLUA, OBUIHO KbpPBEHE, ATPOreHHO
HapaHABaHe Ha HepBM U CbAOBE, YBPEXAaHe Ha MeKWTe TbKaHu, BKJ. OTOK,
obpasyBaHe Ha aOHOPMHM LMKATPUKCK, (hyHKLIMOHANHO yBpeXJaHe Ha MyCKyHO-
cKkeneTHaTa CUCTeMa, KOMIMeKCeH pervoHaneH OONKOB CMHAPOM, anepruyHn
peakunn/peakLun Ha CBPBXYYBCTBUTENHOCT, CTPaHUYHU ebekTi, CBbp3aHu C
M3MbKBaHE Ha VMMMAaHTa WKW U3LEeNVeTo, NOLO CBbp3BaHe, Jumnca Ha CBbp3BaHe,
npofbaxasallia 60sKa; yBpexaaHe Ha CbCeHU KOCTW (Hamp. cnagaHe), Auckose
(Hanp. fereHepaumns Ha CbCejHO HUBO) WM MeKa TbKaH, AypasiHo paskbcBaHe wu
M3TyaHe Ha rpbOHaYHOMO3bYHA TEYHOCT, KOMMPECUs W/MAKM KOHTY3WA Ha
rpbOHaYHUA MO3bK, HYaCTUYHO pa3mecTBaHe Ha rpadhTa, BepTebpasnHa aHrynauys.

CrepunHo usgenue

CTepunusupaHo c obnbysaHe

CbXpaHsABanTe UMMNIAHTUTE B OPUTHANHATA UM 3aLLMTHA ONaKoBKa W HE M1 N3Bax-
[laliTe OT onakoBkaTa npeaun HemocpeAcTBeHaTa UM ynotpeba.

Mpean ynotpeba NnpoBepeTe CpoKa Ha FOAHOCT Ha NPOAYKTa 1 Ce yBepeTe B LLeNoCT-
Ta Ha CTepuiHaTa OnakoBka. He M3non3BaliTe, ako ONakoBkaTa e nospeseHa.
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MN3penve 3a egHOKpaTHa ynotpe6a

@ He ynoTpe6sBalite NOBTOPHO

MpofyKkTwW, NpefHa3HaveHn 3a eqHokpaTHa ynoTpeba, He Tpsbsa fa ce u3nonssat
MOBTOPHO.

MOBTOPHOTO M3MO3BaHe UK 06paboTBaHe (Hanp. MOYNCTBAHE 1 NOBTOPHA CTepu-
N13aluns) MoraT Aa HapyLwaT CTPYKTypHaTa UAasoCT Ha U34enneTo u/wav aa aosenat
[10 HEYCMEeLIHOTO My YHKLMOHMpPaHe, KOeTO MOXe 1a MPUUMHW HapaHsBaHe, 3a60-
NABaHE WM CMBPT Ha NaUMeHTa.

OcBeH TOBa NMOBTOPHOTO M3M0M3BaHe Ha W34enwvs, NpeaHa3HayeHy 3a elHoKpaTHa
ynotpeba, MOXe fia Cb3[afe PUCK OT 3aMbpCsABaHe, Hanp. BCIEACTBIE Ha NpeHacs-
He Ha MHeKLMO3eH MaTepran oT eAviH Ha Apyr nauveHT. ToBa MoXe fa AoBefe L0
HapaHsaBaHe 1AM 40 CMbBPT Ha NauWeHTa uay onepatopa.

3aMbpCeHNTE UMNNAHTY He TpsAGBa fa ce 06paboTBaT OTHOBO. VIMNNaHTK Ha Synthes,
KOUTO Ca KOHTaMUHUPaHN C KPbB, TbKaH W/Wu TeNecH TeYHOCTU/MaTePHK, HIKOTa
He TpabBa [a Ce V3M0ON3BaT MOBTOPHO U C TAX TpAbBa Aa ce BOPaBU CbMACHO C
6OHNYHUSA NPOTOKO. BbNpeKM Ye Moxe fja N3rnexaaT HenoBpeneHu, UMnnaHTuTe
MOraT Aa UMat Masiku edekTI 1 BETPELLHM HaNpeXeHWs, KOUTO MOraT Aa NpUYMHAT
yMOpa Ha MaTepuana.

Mpeana3sHu mepkmn

OObLnTe prCKOBE, CBBP3aHN C XMPYPruYHUTE HaMeCU, He Ca ONMCaHK B Te3U yKasa-
HMA 3a ynoTpeba. 3a noseye vHopMaLa, MONA, HanpaseTe Cnpaska ¢ bpoLuypaTa
Ha Synthes "BaxHa uHdopmauma”.

Mpenpynpe>xxaeHns

CunHo npenopbynTenHo e CSLP aa ce umMnnaHTpaT camo OT OnepupaLLy Xupypsu,
KOWTO MO3HaBaT obLMTe NpobnemMn Ha CMUHanHaTa XMpyprua 1 ca cnocobHn aa
npvnarat cneumdnyHUTe 3a NPOAYKTa XUPYPrYHM TEXHWKN. IMnnaHTaumaTa Tpab-
Ba [la Ce U3BbPLUM CbrIACHO C yKa3aHWATa 3a NpenopbynTesHaTa XMpypryHa npo-
Leaypa. XMpypruT e OTrOBOPEH 3a TOBa [a rapaHTVpa NpasBuiHO 13BbPLUBAHE Ha
onepauuaTa.

ﬂpOVI3BO,[lMT6ﬂF|T He e OTroBOpeH 3a HWKaKBW YCJIOXHeHMA, HacTbnBalin scien-
CTBME Ha HemnpaBunHa AuarHosa, M360p Ha HernpaBuneH UMNIaHT, HenpaBuIHO
KOM6I/1HVIpaHI/1 KOMMOHEHTU Ha UMMNAHTW U/vnn onepaTnBHU TEXHUKW, OrpaHn4ye-
HVATA Ha METOANTE Ha JledeHne N HegocCTtatbyHa acenTumka.

KomGuHauma oT MeAULUHCKN n3genms
Synthes He ca TecTBann CbBMeCTUMOCTTa C U3LeNUA, NPejoCTaBAHY OT APYri Npo-
13BOAMTENM, U He NOemMaT OTFOBOPHOCT NPU NOJ06HN Ciyyau.

MarHuTHo-pe3oHaHCHa cpefia

CbBmecTumo ¢ MP npu onpepeneHu yciosua:

HeknMHUYHO TecTBaHe B Hal-NOLWNSA Bb3MOXEH cu.eHapan NOoKasBa, 4e UMMJIaHTnuTe

Ha cnctemmTe CSLP ca cbBMecTMu ¢ MP npu onpefenenu ycnosua. Tesun apTukynm

MoraT [la ce ckaHvpaT 6e30MacHo Npw CiefHNTe YCIoBUSA:

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

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

— MakcManHo HMBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuw-
PuruHo HMBO Ha abcopbuwa) (SAR) 2 W/kg 3a 15 MUHYTW CKaHUpaHe.

Bb3 0CHOBa Ha HeKNIMHNYHO TecTBaHe, nMnnaHTuTe CSLP wie goBenat Ao NOBMLLIA-

BaHe Ha TeMnepaTypaTa C He noseye oT 5,5°C Npu MakcMMasaHoO HMBO Ha ycpefHeHa

LienoTenecHa cneunduyHa abcopbuma (SAR) 2 W/kg, oLleHeHO Ypes KasopumeTpus

3a 15 MUHYTU MP ckanupaHe B MP anapart 1,5 Tesla u 3,0 Tesla.

KayecTBOTO Ha MP 06pa3sHoTO M3cefBaHe Moxe Aa Obe HapyLLeHO, ako PermoHbT

Ha nHTepecC e B TOYHO CblliaTa obnacT nnm CpaBHUTENHO 61m3o0 [0 NMONIOXEHNETO Ha

n3penmata CSLP.

JleyeHune npeaun nsnonssaHe Ha UspenmeTo

MpoayKkTWTe Ha Synthes, LOCTaBAHN B HECTEPUITHO CbCTOsAIHME, TPSABBA fa Ce NoYnC
TAT U CTepuAM3MpaT C Napa Npeaun xmupyprudHa ynotpeba. Mpean noynctsaHe oT-
CTpaHeTe opuruHanHaTta onakoska. lpeamn ctepuavsauma ¢ napa nocTaBeTe Npoay-
KTa B ofobpeHa 06BMBKa 1M KOHTeHep. CrefBaiiTe yKa3aHUATa 3@ NOYMCTBaHE U
cTepuansaums, gageHv B 6poluypata Ha Synthes "BaxHa nHdopmaumua”.

O6paboTka/noBTopHa 06paboTka Ha uspenverTo

MofnpobHM yKasaHuA 3a obpaboTka Ha MMMAaHTUTe M NOBTOpHa 0bpaboTka Ha
M3[envATa 3a MHorokpatHa ynotpeba, Tabnute u KyTUWTe 3a WHCTPYMEHTH, ca
[aaeHn B BpoluypaTa Ha Synthes "BaHa UHbopMaums". YkazaHws 3a crnobssaHe 1
pasrnobsBaHe Ha WHCTPYMeHTUTe "Pa3rnobaBaHe Ha MHCTPYMEHTU, CbCTaBeHW OT
MHOFO YaCTh" MOraT fa Ce U3TErNIAT OT:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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