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YKa3aHus 3a ynotpeba

Cncrema 3a namuHonnactmka ARCH™

Mons, npean ynoTpeba npoyeTeTe BHUMATEHO Te3M yKa3aHuA 3a ynotpeba, 6po-
wypaTa Ha Synthes "BaxHa vHMOpMauua" W CbOTBETHUTE XMPYPTUYHU TEXHWKN.
YBepeTe ce, Ye No3HaBaTe CbOTBETHATA XMPYPruyHa TEXHMKA.

Matepuan

MaTtepuan: CrangapT:
TAN ISO 5832-11
CPTI ISO 5832-2
NMpegHasHauyeHune

CuctemMaTa 3a namuHonnactuka ARCH e npeaHasHayeHa 3a ynotpeba B LONHWA
LiepByIKasieH 1 ropHIA TopakaseH cerMeHT Ha rpbbHaka (C3-T3) cnef n3BbpLUBaHe
Ha NaMUHOTOMMA.

Moka3saHua

— Ossification of the posterior longitudinal ligament (Ocudwukaums Ha 3agHUA NOHTK-
TyAnHaneH nurameHT) (OPLL) Ha MHOXeCTBO HMBa CbC 3ama3eHa LepBukasHa
nopnosa

— BpopeHa cTeHO3a Ha kaHana CbC 3anaseHa LepBurKaiHa Nopao3a

— LlepBurKanHa CNoHAWN03a Ha MHOMO HIBa CbC 3ana3eHa LiepBrikaiHa Jopao3a

— 3aflHa KOMMpecua OT MraMeHTapHa Xu1nepTpodua CbC 3anaseHa LepBsrkaHa
nopnosa

MpoTueonokasanua

Cnctemata 3a namuHonnactvika ARCH He Tpabsa fa ce n3nonssa:

— 3a CNOHAWNO03a Ha efjHO WK [iBe HIBa Oe3 CTeHO3a Ha CMUHA/HWA KaHal, CBbp-
3aHa C pacTexa

Cuctemata 3a nammHonnactrka ARCH He TpabBa fia ce M3Mo3Ba, Korato e Hanuue:
— ®okanHa npegHa Komnpecnsa

— YcTaHoBeHa abcontoTHa kndosa

— W3onupaHa pagukynonatua

3aryba Ha nogApbxKa OT NpefHaTa KOIOHa BCIeACTBIUE Ha TYMOP, TPaBMa Wan
MHdekua

CTpaHuyHu ehekTn

KaKkTo npu BCUYKM roneMm XMpyprivyHn npoLensypu, MoraT Aa Bb3HWKHAT puUckose,
CTPaHWYHK ePeKTH 1 HexenaHu CbouTUA. Bbnpeku Ye MoraT fa Bb3HUKHAT MHOTO
Bb3MOXHW peakLym, HAKOW OT Hall-4ecTuTe MoraT fa BKJOYBAT:

Mpobnemy, Bb3HNKBALLM BCNEACTBYE Ha aHeCTe3rATa U NO3ULMOHMPaHeTo Ha na-
UveHTa (Hanp. rafieHe, nospblUaHe, AeHTaNHW HapaHABaHUA, HEBPOMOTUYHM YB-
pexnaHusa 1 T.H.), TpoMbo3a, eMbonus, nHdeKLWs, 0bUNHO KbpBeHe, ATPOreHHO
HapaHsBaHe Ha HePBU 1 CbAOBE, YBPEXAaHe Ha MeKWTe TbKaHW, BKJ. OTOK, obpa-
3yBaHe Ha abHOPMHW LMKaTpVKCK, yHKUMOHANHO yBpeXAaHe Ha MyCKynHO-CKe-
neTHaTa cuctema, bonect Ha Sudeck, anepryHn peakummn/peakLymm Ha CBPbXYYBCT-
BUTENIHOCT, CTPAHUYHM edekTn, CBbp3aHM C W3MbkBaHe Ha WMMNaHTa Wan
13[en1eTo, 10O CBbP3BaHe, NMCa Ha CBbP3BaHe, Npofblixasallia 60sKa, yBpex-
[aHe Ha CbCeHW KOCTW, ANCKOBE MW MeKa TbKaH, fypasHO pa3kbCBaHe Un 13Tu-
4aHe Ha rpbOHAYHOMO3bYHA TEYHOCT, KOMMPECWA U/WIN KOHTY3UA Ha rpbOHaYHMA
MO3bK, YaCTUYHO pa3mMecTBaHe Ha rpadTa, BepTebpasnHa aHrynaums.

CTepvumo unspenue

n CTepunusiparo ¢ obnbyBaHe

CbXpaHﬂBaVlTe NMNNaHTUTE B OPUTMHaIHaTa MM 3alllMTHa ONakKoBKa N He ' U3Ba>XK-
[anTe OT onakoBkaTa 1O MOMEHTa HenocpenCcTBeHO npegn yr|0Tpe6a.

HDE,D,M M3noJs3BaHe NpoBepeTe CpOoKa Ha roAHOCT Ha NPOAYKTa 1 Ce yBepeTe B Les10CT-
Ta Ha CTepuHaTa OnakoBKa. [la He ce 13M0N3Ba, ako onakoskaTa e nospeneHa.

WN3penve 3a egHoKpaTHa ynoTtpe6a

@ He ynoTpebnaBalite NoBTOPHO

MpoaykTun, NnpefHa3HayveHy 3a egHokpaTHa ynotpeba, He Tpabsa aa ce usnonseat
MOBTOPHO.

MoBTOPHOTO M3M0N3BaHe UK 06paboTBaHe (Hanp. NOYNCTBAHE M MOBTOPHA CTEPY-
N13auunA) MoraT Aa HapywaT CTPyKTypHaTa LAnoCT Ha U3fenmneTo u/vnu fa fosenat
[10 HeyCMeLIHOTO My (yHKLIMOHMPaHe, KOETO MOXe Aa MPUYNHYM HapaHsaBaHe, 3a60-
NABaHe WM CMBPT Ha NalneHTa.

OcBeH TOBa NMOBTOPHOTO U3MOM3BaHe Ha U3LAenuns, NpeAHa3HaYeHn 3a eJHOKpaTHa
ynoTpeba, Moxe fia Cb3fafe prck OT 3aMbpCABaHe, Hanp. BCIeACTBUE Ha NpeHaca-
He Ha nHcbeKkLMo3eH MaTepyan OT e4VH Ha Apyr nauyeHT. ToBa MoXe fAa Aosefe [0
HapaHsBaHe WaW 40 CMBPT Ha NalWeHTa Uav onepaTtopa.
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3aMbpCeHNTE UMMIAHTK He TpabBa ga ce obpaboTBaT OTHOBO. VIMMNaHTU Ha
Synthes, KOUTO Ca KOHTAMWHWPaHW C KPbB, ThKaH W/UAW TeNECHW Te4HoCTU/MaTe-
pUK, HYKOra He TpsAbBa Aa Cce M3MoN3BaT MOBTOPHO W C TAX TpsAbea Aa ce 6opasu
CbrNacHo ¢ BONHUYHUA NPOTOKOJ. Bbrnpeku ye Moxe Aa U3rnexaaT HernoBpeaeHu,
MUMMNaHTVTE MOTaT Aa MMaT Maniku AedekTn U BbTPELLHM HanpeXeHns, KOUTO Mo-
raT Aa NpuYnHAT yMopa Ha MaTepwuana.

Mpepna3sHun mepku

O6LLMTe PUCKOBE, CBBP3aHN C XMPYPrUYHWNTE HAMECH, He Ca ONMCaHW B Te3u ykasa-
HUA 3a ynoTpeba. 3a noseye MHPOPMaLMA, MONA, HanpaBeTe cnpaska ¢ bpoLuypaTa
Ha Synthes "BaxHa nHhopmauma".

Mpepynpe>kaeHunsa

CunHo npenopbynTenHo e ARCH 3a nammHonnacTvka fa ce MMnaaHTpa caMmo oT
onepvpaLLm X1pyp3u, KOUTO NO3HaBaT 0bLLMTe NPobIeMU Ha CMUHAIHaTa XMpyprus
1 Ca CNoCcobHM fa npunarat cneunduyH1Te 3a NPOAYKTa XMPYPruHN TEXHWUKU. M-
nnaHTauvaTa TpAbBa Aa ce M3BBbPLUM CbIACHO C yKa3aHUATa 3a NpenopbynTesiHaTa
XUpypruyHa npoueaypa. XMpyprsT e OTrOBOPEH 3a TOBa Aa rapaHT1pa npaBwaHoO
13BbpLUBaHE Ha onepauunaTa.

HDOVISBO,D,VITGJ'IHT He e OTroBOpeH 3a HWKakBW YCJIOXHeHWA, HaCcTbnBally BCned-
CTBME Ha HemnpaBwuiiHa OuarHosa, M360p Ha HernpaBuneH UMNIaHT, HenpasuiaHO
KOM6VIHV|paHVI KOMMOHEHTU Ha UMMNAHTW U/Mnn onepaTnBHU TEXHUKW, OrpaHn4ye-
HVATA Ha METOANTEe Ha JledeHne nam HegocCTtatbyHa acenTumka.

KomM6uHaumsa oT MeauuMHCKN usgenus
Synthes He ca TecTBann CbBMECTUMOCTTa C U3, NPefoCTaBAHM OT APYri Npo-
3BOAMTENN, ¥ HE MOemMaT OTrOBOPHOCT Npw NofobHM ciyyan.

MarHuTHo-pe3oHaHCHa cpefa

CbBMecTMMO ¢ MP npu onpefeneHn ycnosua:

HeKAVHWYHO TeCTBaHe B HaM-NOLLINA Bb3MOXEH CLieHapwii NoKa3Ba, Ye UMMNaHTuTe

Ha cucTemata 3a flamvHoniactuka ARCH ca ceBmectumu ¢ MP npw onpepenexn

ycnosua. Tesn apTuKyanM MoraT fa ce ckaHvpaT 6e30nacHo nNpw CnefHWTe yCNoBuUA:

— CTaTu4yHo MarHnTHo nose 1,5 Tesla n 3,0 Tesla.

— lpocTpaHCTBEHO rpaaneHTHo none 300 mT/cm (3000 Gauss/cm).

— MakcrManHo HMBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuw-
UYHO HMBO Ha abcopbuws) (SAR) 1 W/kg 3a 15 MUHYTH CKaHMpaHe.

Bb3 OCHOBa Ha HEKJIMHWYHO TeCcTBaHe, UMMNAAHTBLT 3a NamuHonacTnuka ARCH wie

[loBefle O NOBYLLAaBaHe Ha TeMnepaTypaTa C He noseye oT 5°C Npu MakCMManHo

HMBO Ha ycpefHeHa LenoTenecHa cneunduyHa abcopbums (SAR) 1 W/kg, oueHeHo

ypes kanopvmeTpus 3a 15 MrHYTM MP ckaHnpaHe B MP anapat 1,5 Tesla u 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3cnefBaHe Moxe fa Obe HapyLLeHO, ako PerMoHbT

Ha VHTepec e B TOYHO CbllaTa 061acT UNM CpaBHUTENHO 61130 1O NONOXKEHNETO Ha

n3aenveTo 3a NfaMmuHonnactuka ARCH.

JleyeHne npeam U3nossBaHe Ha U3aenmeTo

MpofykTnTe Ha Synthes, AOCTaBAHN B HECTEPUIIHO CbCTOSAHME, TPAGBa fAa ce NoYnc
TAT U CTepUAM3MPAT C Napa Npeaun xupyprudHa ynotpeba. Mpean noyncrsaHe oT-
CTpaHeTe opurMHaaHaTa onakoska. Mpean cTepunn3aLya ¢ napa nocTaseTe Npoay-
KTa B ofobpeHa 06BMBKa WM KOHTeHep. CneapaiiTe yka3aHUATa 3@ NOYUCTBaHE U
cTepuav3aums, gafeHv B Opoluypata Ha Synthes "BaxxHa vHdopmaumua”.

O6paboTka/noBTopHa o6paboTka Ha uspenverto

Monpo6HM yka3aHus 3a 06paboTka Ha UMMNNaHTKTe 1 MOBTOpPHA 06paboTka Ha K3-
[lenvaTa 3a MHorokpaTHa ynotpeba, TabanTe v KyTUWTE 33 MHCTPYMEHTW, ca dane-
HW B BpolypaTa Ha Synthes "BaxkHa uHdopmMaumsa". YkasaHus 3a crnobssaHe u
pasrnobsBaHe Ha UHCTPYMeHTUTe "Pa3rnobsBaHe Ha MHCTPYMEHTW, CbCTaBeHN OT
MHOrO Y4acTh" MoraT Aa Ce U3TernAT oT: http://www.synthes.com/reprocessing
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