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MHcTpykuum 3a ynotpeba

Cucrema 3a namuHonnactuka ARCH™

CuctemaTa 3a nammHonnactvka ARCH nogfbpa TexHvkaTa ,C 0OTBOpeHa BpaTta“ 3a
NaMUHOMNNACTVKa, NPV KOATO UMMNJaHTUTE Ce CbCTOAT OT NaKM 1 BUHTOBe. CucTema-
Ta npefnara se hopMun Ha NpefBapuUTeIHO OFbHATU MUHWMAAKWM B pa3HOObpa3HK
OBIIKVMHW. DOopMUTE BKIIOYBAT €AMHMYHO U ABOMHO OrbHaTV MUHMNNaku. Cucte-
MaTa npepJsiara v npasa, KoBKa afjanTtaluMoHHa nnaka ¢ 20 oTBopa, KOATO MOXe Aa
6bAe Npeps3aHa v OrbHaTa 3a HyXXAUTe Ha NauneHTa. BUHTOBETe ce npeAnaraTt Kato
CaMOHape3Hn nnan CaMOFIpO6VIBaU_LI/I KOpTVIKaJ’IHVI BUHTOBE.

BaxkHa 3abenexka 3a MeAMNUMHCKW CNeLManncTy v nepcoHana B onepaLyoHHaTa
3ana: Te3n MHCTPYKLWK 3a ynoTpeba He BKIOYBAT LAnaTa nHopmaums, Heobxonmn-
Ma 3a n3bopa v ynotpebata Ha fageHo usgenue. NMpeaw ynotpeba npoyeTeTe BHU-
MaTesHO Te3n WHCTPYKLMK 3a ynotpeba v bpolypaTa ,BaxHa UHdopMauma“ Ha
Synthes. YBepeTe ce, Ye CTe 3ano3HaT/a CbC CbOTBETHATa XMPYpruvHa npouenypa.

MaTtepuanu:

Tutanunea cnnas: TAN (TUTaH — 6% anymuHwin — 7% H1oOWi?) B CbOTBETCTBUE
c1SO 5832-11

TutaH: TiCP (TbProBCky YNCT TUTaH) B CboTBeTCTBME C ISO 5832-2

MpepHa3HavyeHne

Cuctemata 3a namuHonnactrka ARCH e npegHasHadeHa 3a nogabpxkaHe Ha
pasLwupeH CNMHaNeH KaHan B AOHWA LiepByrKafieH CerMeHT Ha rpbbHaka (C3—C7) npu
NauMeHTN CbC 3aBbPLUEH KOCTEH pacTex cfief U3BbpLUBAHETO Ha NlaMUHOMNAACcTUKa.

Moka3aHua

— Ocndpukauma Ha 3a4HUA NOHTUTYAMHaNeH nurameHT (OPLL) Ha MHOXeCTBO HMBa
c nofabpxaHa LepsrkanHa N1opao3a

— BpogeHa cTeHO3a Ha KaHana ¢ NnoAAbpxaHa LepBukanHa 1opLo3a

— LlepBurKanHa CNOHAMN03a Ha MHOTO HUBA C NOAAbPXAHa LiepBrKanHa NTopao3a

— 3aflHa KOMMpecus OT AnrameHTapHa xuMnepTpodua ¢ noAnbpxaHa Lepsukan-
Ha nopfosa

NMpoTtusonokasaHusa

Cuctemata 3a lammnHonnactuka ARCH He TpsbBa fa ce M3non3Ba:

— 3a CNoHAWN03a Ha eflHO WAV [Be HMBa De3 CTeHo3a Ha CMVHaNHUA KaHan, CBbp-
3aHa C pacTexa

CucTemMaTa 3a naMmHonnacTuka ARCH He TpsbBa [ia ce M3non3Ba, KoraTo e Hanvue:

— QokafiHa npefHa KoMnpecns

— YcTaHoBeHa abcontoTHa kndo3sa

— W3onupaHa pagukynonatua

— 3aryba Ha noAApbXka OT MpefHaTa KOSIOHAa BCIeACTBME Ha TyMop, TpaBma
NIV UHeKLua

Lienesa rpyna nauueHTu

Cuctemata 3a namuHonnactvka ARCH e npefHasHadeHa 3a ynotpeba npu naymnen-
TV CbC CKeNeTHa 3pANOCT. Te3n NpoaykTy TpAabBa fa ce U3MoN3BaT Crnopes NpefHas-
Ha4YeHNeTo, NoKasaHnATa N MPOTNUBOMOKa3aHMATa, KakTo 1 KaTo Ce B3emMaT npeasnp
aHaToMUATa 1 3[]paBOC/IOBHOTO CbCTOAHNE Ha NaLWeHTa.

MpenBuaeH notpebuten

Te3u ykasaHus 3a ynoTpeba camu no cebe vt He faBaT AOCTaTbYHA OCHOBA 3a Npska
ynotpeba Ha U3fenneTo nau cuctemata. HacTOATEHO ce MPenopbYBa MHCTPYKTH-
paHe OT XMpypr ¢ onuT B paboTaTa ¢ Te3n 13genns.

OnepauusTa TpsabBa Aa ce M3BbPLUM CbrIaCHO MHCTPYKLMUTE 3a ynoTpeba, kaTo ce
CnefiBa npenopbyaHaTa XxMpyprudHa npoLieaypa. XupyprsT e OTrOBOPEH 3a TOBa fia
rapaHT1pa NpaBWJIHO M3BbPLLUBaHE Ha onepauvAaTa. HacToATeNHO Ce npenopbyBa
onepauMaTa da ce M3BbPLWBA CamMoO OT Onepupalin xXupyp3u, KOWTO WMaT
noaxofdliata KkBanudukauma, Umat onuT B rpbbHayHaTa XMpyprua 1 ca HaacHo
C obwmnTe puckoe OT rpbbOHaYyHaTa XWMPyprus 1 cneunmduyHUTe 3a NPOAyKTa
XUPYPry4HM NpoLedypu.

ToBa nU3genue e npefHasHa4yeHo 3a ynotpeba oT KBaNMpULMPaHM 34paBHM cneLna-
JINCTW, KOWTO MMaT ONWT B rpbOHayHaTa XMpyprus, Kato XMpyp3u, nekapw, nepco-
Hafa B onepaLuoHHaTa 3aia 1 nua, aHraxupaHu B NOAroToBkaTa Ha U3genmneTo.

LlesmAT nepcoHan, koto pabotu ¢ n3genverto, Tpsabsa f[a e HanbHO HaACHO, Ye
Te3u MHCTPYKLUMK 3a yrnoTpeba He BKII0YBAT usnaTta MHopmaums, Heobxoanma 3a
1360p v ynotpeba Ha AapeHo usgenve. Mpeay ynotpeba npoyeteTe BHUMATENHO
Te3n MHCTPYKUMM 3a ynotpeba u Gpolwypata ,BaxHa nHdopmMaums“ Ha Synthes.
yBepeTe e, Ye CTe 3ano3Hat/a CbC CbOTBETHATA XUPYPrudHa npouenypa.
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O4yakKBaHU KJIMHUYHU NON3UN

Korato cuctemata 3a namuHonnactuka ARCH ce usnonssa no npegHasHadeHune
1 CbrNacHo MHCTPYKLMUTE 3a ynoTpeba 1 eTUKeTMPaHe, U3LeNNeTo OCUrypsia nog-
LpbXKa Ha pa3LvpeH rpbbHavYeH KaHan KaTo YacT OT NaMUHOMNAACTUYHATa XMpYyp-
rnA, KOeTO Ce O4akBa Aa NPeAoTBPaTH BOLWABaHe Ha HEBPOIOTUYHUTE PyHKLMN,
ObJKALLM Ce Ha LiepBurKaHa CTeHo3a.

MoxeTe fla HaMepuTe pe3lomMe OTHOCHO 6e30MacHOCTTa W KMHUYHaTa edhekTuB-
HOCT Ha cnlefiHaTa Bpb3ka (Npun akTuBMpaHe): https://ec.europa.eu/tools/eudamed

PaGoTHW XapaKTepUCTUKMN Ha U3[eNneTo

Cnctemata 3a namuHonnactuka ARCH e npoekTupaHa 3a nogabpxaHe Ha pastin-
peH CnvHaneH kaHan 1 3anasBaHe Ha 3aliMTHaTa PyHKLMA Ha rpbOHaka cnep v3-
BbpLUBaHe Ha NaMVHOMAaCTVKa.

MoTeHUMaNHN HeXXenaHn CbOUTUA, HeXXeNaHU CTPaHUYHU ecdekTn U ocTa-
TbUYHU pUCKOBe

KaKTo npu BCUYKM roneMu XvpyprityHin npoueaypy, CbLLecTByBa PUCK OT Bb3HWKBa-
He Ha HeXenaHn CbbuTrA. Bb3MOXHUTE HeXenaHn Cbbutna Moxe [a BKIOYBAT:
npobnemy, Bb3HVKBALLM BCIELCTBYE HA aHeCTe3UATA ¥ MO3ULMOHMPAHETO Ha nauu-
eHTa, Tpomb0o3a, embonna, MHeKUNs, KPbBOW3NNB, HapaHABaHe Ha HepBW WK
CbAoBe, OTOK, abHOPMHO 3apacTBaHe Ha paHu UnW obpasyBaHe Ha abHOPMHM
LMKaTpUKcKU, dyHKLUMOHANHO yBpeXAaHe Ha MyCKy/JHO-CKeNleTHaTa cucTemMa, KoM=
nnaekceH pernoHaneH 6onkoB cuHapoMm (CRPS), anepruynmn peakuuw/peakumu Ha
CBPbXUYYBCTBUTENHOCT, CUMNTOMM, CBbP3aHM C M3MbKBaHe Ha UMMIaHTa UK n3ge-
nveTo, Npofbxkasallia 6oska, yBpexaHe Ha CbCeHW KOCTW AW ANCKOBE, Aypan-
HO pa3KbCBaHe UK M3TU4aHe Ha rPbOHAYHOMO3bYHA TEYHOCT; KOMMpecusa u/mnm
KOHTY3W5 Ha rpbOHAYHMA MO3bK WM KOPEHW Ha HepBY, JINMCa Ha CBbp3BaHe (nces-
[10apTpo3a), OO CBbp3BaHe Wu 3abaBeHO CBbp3BaHe, OrbBaHe, CYymnBaHe, pas-
xnabBaHe 1an MUrprpaHe Ha UMMNaHTa, pa3MecTBaHe Ha NpucaakaTa, HeeekTUBHOCT
Ha U34enuneTo, n3pasnBallia Ce B 3aTBapsAHe Ha laMWUHAPHKA OTBOP; ClefonepaTuBHa
Knosa unu rppbHayHa HeCTabuNHOCT, MUTpaLVsa Ha pasfenuTens v Bb3AencTsre
BbPXY rPbOHaYHUA KaHan, NPorpecua Ha MMenonaTUYH CUMMTOMM.

U3penue 3a egHOKpaTHa ynotpe6a

@ He ynoTpe6sBalite NOBTOPHO

Moco4sa MeAULIMHCKO U3Aenve, NpefHa3HaueHo 3a eHOKpaTHa ynoTpeba v 3a
ynotpeba npu eaviH NaLMeHT No BpeMe Ha efHa npoLeaypa.

MoBTopHaTa ynoTpeba unu KNNMHN4YHO obpaboTBaHe (Hanp. NOYMCTBAHE M NOBTOPHA
cTepunu3auys) Morat fa yBpefAT CTPYKTypHaTa UANOCT Ha W3AenveTo n/unv aa
foBeaT A0 HeyCnewHoTo My (DYHKLMOHUPaHe, KOETO MOXe fa NPUYUHM HapaHs-
BaHe, 3a60/1ABaHe UV CMBPT Ha NalveHTa.

OcBeH TOBa NOBTOPHaTa ynoTpeba nan obpaboTka Ha M3fennsa, KOUTO ca NpefHas-
HayeHw 3a eAHOKpaTHa ynoTpeba, Moxe Aa Cb3fdafe puUck oT 3aMbpcABaHe, Hanpw-
Mep BC/1eACTBME Ha NMpeHacAHe Ha VIH(beKU,VICBeH mMaTtepuan oT eAnH nauneHT Ha
npyr. ToBa Moxe [la AoBefje [0 HapaHABaHe WM CMBbPT Ha NauvieHTa unv notpebu-
Tena.

3amMbpceHnTe UMNNaHTU He TpAbBa fa ce 06paboTBaT NOBTOPHO. BCeku UMNAaHT
Ha Synthes, KOWTO e 3aMbpCeH C KPbB, TbKaH /WY TeNecH! Te4YHOCTU/MaTepuu,
HUKOra He TpAbGBa [ja ce N3MN03Ba NOBTOPHO U C Hero Tpabsa Aa ce 6opasy Cbriac
HO BONHMYHNA NPOTOKON. BbNpeky Ye Moxe Aa U3rnexaT HernospeaeHu, MmnaH-
TTe MOXe Aa UMaT Mankvt fethekTu 1 BbTPELIHW HanpeXeHWa, KOUTo Moxe fa
NPUYMHAT yMOPa Ha MaTepuana.

MpepynpexxaeHna n npeanasHyu Mepkun

— HactoaTenHo ce npenopbysa cucTemata 3a nammHonnactnuka ARCH aa ce mnnax-
TUpa Camo OT OMepupaLLX XMpPyp3u, KOUTO MMAT NOAXOAALLATa KBannduKaLms,
1IMaT OMNWT B rpbOHaYHaTa XMpyprus 1 ca HascHO C 0BLLIMTe PUCKOBE OT rpbOHaY-
HaTa XMpyprua v cneunduyHnTe 3a NPOAYyKTa XMPYPrityHy NpoLieaypy.

— MMnnaHTupaHeTo TpsAbBa [a Ce 3BBPLUM CbrNacHO yKa3aHuATa 3a npenopbyaHa-

Ta XvpypruyHa npouenypa. Xupyprur e OTrOBOPeH 3a TOBa Aa rapaHTvipa npaswun-

HO M3BbPLLUBaHe Ha onepauuATa.

MpOV3BOAUTENAT He e OTrOBOPEH 3a YCIIOXKHEeHWA, HaCTbNuan BCNeACcTBMe Ha

HenpaBuiHa AWarHo3a, n36op Ha HenpaBuAeH UMMAAHT, HENPaBUIHO KOMBUHM-

paHV KOMMNOHEHTU Ha UMMNAAHTW W/UAW ONepaTUBHM TeXHUKK, OrpaHnYeHnATa Ha

MEeTOAMUTE Ha NleveHve NN HeafekBaTHa acenTumka.

XunpyprudeH nogxon

— TpsbBa Aa ce BHMMaBa [ia ce 3anasAT paceTHWTe Kancyam, MeKoTbKaHHWUTe npw-
[aTbUM KbM (haceTHUTe CTaBu, CNUHANHWTE NPOLEeCcH 1 MHTEPCNMHO3HUTE Nura-
MeHTU.

V13BbpLIBaHeE Ha NaMUHOMNIacTyKa
— M36areaiiTe KOHTAKT C NoAfexalata aypa.
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JNaMunHapHo pasiunpssaHe

— ocTaBeTe 3b6UWTE Ha efjHaTa CTPaHa Ha NaMUHAPHUSA eNeBaTop Nof, BEHTpasl-
HaTa NOBBPXHOCT Ha HaMbJIHO pa3fesnieHa NamuHa, 6e3 fa HapyLnTe noasexa-
warta aypa.

JlamuHonnactuka ARCH 6e3 pasgenuten

/36epeTe/KOHTYpypaliTe nnakata

— [nakuTe CTaBaT No-cnabu, Korato ce OrbBaT Ha3af U Hanpem.

— OrbBaHeTO Ha3af WAV U3MNON3BAHETO Ha HEMPaBUAHW MHCTPYMEHTY 3a OrbBaHe
MOXxe fa oTc/labu nnakata v Aa fosefe [0 NpexXAeBpemMeHHa nospena Ha Um-
nnaHTa (Hanp. cuyneaHe). He orbeanTe nnakaTa noBeye OT TOBA, KOETO € HeobX0-
OVMO 3a agantupaHe KbM aHaToOMuUATa.

3akpeneTe njakata
— LleHTp1paHeTo Ha MACTOTO 3a BVHTa BbPXY JJaMUHaTa NoMara fa ce npefoTepath
13113aHe Ha BUHTa Mo NlamyHapHuTe pbbose.

JNamuHonnactuka ARCH ¢ pasgenuten

1136epeTe/KOHTYpMpaiTe NnakaTta

— lnakuTe cTaBaT No-cnabu, KoraTo ce orbBaT Hasaj v Hanpes,.

— OrbBaHeTo Ha3af WAV U3NON3BAHETO Ha HEMPaBUAHN UHCTPYMEHTY 3a OrbBaHe
Moxe Aa oTcnabuv nnakata v a oBeAe A0 NpexeBpeMeHHa nospena Ha vm-
nnaHTa (Hanp. cyyneaHe). He orbeaiTe nnakaTa noBeye OT TOBA, KOETO € HeobXo-
OMMO 3a afanTupaHe KbM aHaToMuATa.

MocTaseTe pasgenuten
— W3bAareaiiTe Aa HapyLlaBaTe NoasiexalliaTa aypa.

3aerﬂeTe nnakaTta
- LLeHTpmpaHeTo Ha MACTOTO 3a BWHTa BbPXY laMUHaTa NomMara fia ce npeforspatn
n3nunsaHe Ha BWHTa NO laMUHapHUTe p'b60Be.

3a noseye HGOpMaLMA npernenaite bpoluypata ,BaxHa nHdopmauma“ Ha Synthes.

KomGuHMpaHe Ha MeAULIMHCKN U3aenus

MnakuTe 3a nammHonnacTnka ARCH (eAMHUYHO OrbHATU MUHWMNNAKKW, OBOVHO Orb-
HaTV MVHUMNAAKL U afanTopHa NJ1aka) v BUHTOBE Ce npuiaraT C MOMOLLTa Ha MHCTPY-
MeHTWTe, CBbP3aHK C JamunHonnacTuka ARCH. 3a ynotpeba c nnakvTe ce npegnarat
cnegHUTe ONUMM 3a BUHTOBE.

— BuHT 3a kopa (J 2,0 mm) C onumm 3a CaMmoHapes 1 camonpobnsaHe

— BWHT 3a cneLuHn ciyyam ¢ onuma 3a camoHapes (& 2,4 mm)

Synthes He e TeCTBasia CbBMeCTUMOCTTa C U34enud, npefocTaBAHM OT Opyrn Npou3-
BOOUTENN, N HE NOeMa OTrOBOPHOCT npu noaobHu cnydan.

MarHuTHO-pe3oHaHCHa cpepa

CbBMecTMO ¢ AMP npu onpefeneHn ycnosusa:

HekNMHWYHO TecTBaHe B HaN-NOLUNA Bb3MOXEH CLieHapuii MokasBea, Ye UMnaaHTuTe

Ha cucTemaTa 3a namuHonnactnka ARCH ca ceBmectumu ¢ MP npu onpegenexu

ycnoBua. Tesun apTukynv MoraT fa 6bhaT ckaHvpaHy 6e3omnacHo Npu cnefHuTe yc

nosus:

— CTaTnyHo MaruuTHo nose 1,5 Tesla v 3,0 Tesla.

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

— MakCcMManHO HMBO Ha ycpefHeHa LenoTenecHa cneunduyra abcopbums (SAR)
1 W/kg 3a 15 MUHYTW CKaHupaHe.

Bb3 0CHOBA Ha HEKNIMHUYHO TeCcTBaHe, UMMNNAHTBLT 3a NaMmuHonnacTnka ARCH e
[oBefie A0 NOBULLIABaHe Ha TeMnepaTypaTa ¢ He noseye oT 5 °C Npy MakCMManHo
HWBO Ha ycpefdHeHa LesioTesnlecHa cneunduyHa abcopbuumsa (SAR) 1 W/kg, oueHeHo
upes kanopumeTpus 3a 15 MUHy T MP ckaHupaHe B MP anapat 1,5 Tesla v 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HOTO U3CieaBaHe MOXe Aa Obie HapyLLeHO, ako PErMOHBT
Ha MHTepec e B TOYHO CbLaTa 06NacT UK CPaBHUTENHO BAU30 O NONOXEHNETO Ha
n3oenveTo 3a NaMmmHonnactnka ARCH.

O6paboTka npeaun ynotpeba Ha u3nenneTo

HecTepunHo nsgenve:

MpoaykTunTe Ha Synthes, [OCTaBAHN B HECTEPUIIHO CbCTOAHME, TPAOBA Aa Ce NoYNC
TAT U CTEPUAW3MpAT C Napa npean xmpypruyHa ynotpeba. Mpeay nouncrsaxe rv
13BajeTe OT OpPUrHaNHaTa onakoska. Mpefn ctepunm3auma c napa nocTaBeTe Npo-
[lykTa B ofobpeHa onakoska wiun koHTeriHep. CneABalite ykasaHWATa 3a NOYUCTBa-
He v CTepunu3auus, fadeHn B bpoLlypaTa ¢ BaxkHa MHopMaLma Ha Synthes.
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OTCcTpaHABaHe Ha MMNaHTa
AKO [afeH MMMAaHT 3a namuHonnactka ARCH Tpabsa Aa ce oTCTpaHu, ce npeno-
pbYBa CflegHaTa TexHuKa.

— lNpukpeneTe ocTa Ha BUMHTOBepTa PlusDrive KbM ApbXKaTa C xeKcaroHafeH Ky-
NAYHT, CNef, TOBa BbBefeTe CriobeHNs BUHTOBEPT B y/1es 33 HEro Ha BUHTa, KOMTO
TpAbBa Aa ce OTCTPaHM.

— BbpTeTe oTBepTKaTa 06PATHO Ha YaCOBHWMKOBATa CTpesika, 3a ha pasxiabute
NbPBO BUHTa OT MMMNNaHTa 3a namuHonnactnka ARCH.

— MNponbnxeTe fa BbPTUTe OTBEPTKAaTa 0OPATHO Ha YaCOBHVKOBATA CTPeNKa, 3a Aa
OTCTpaHuTe Beye pa3xnabeHns BUHT OT umnnaHTta ZERO-P.

— Cnep KaTo BCUYKM BUHTOBE Ce OTCTPAHAT, M3BadeTe MMMAaHTa, U3NoN3Banku Abp-
Kava 3a MUHUMNAaKW.

KnuHuyHa o6paboTka Ha usgenueTto
MoApobHu ykasaHus 3a 06paboTka Ha MMMNaHTUTe U NoBTOpHa 0bpaboTka Ha v3-
AenvAaTa 3a MHOrokpaTtHa yHOTpe6a, Tabnute n KYyTNnTE 3@ NHCTPYMEHTU, Ca NOCOo-
YeHw B bpollypaTa ,BaxHa nHopmaLma® Ha Synthes. YkazaHudTa 3a crinobsasaHe v
pa3rnobsBaHe Ha HCTPYMeEHTHTe ,Pa3rnobsBaHe Ha MUHCTPYMEHTU, CbCTOALLYM Ce OT
MHOTO Y4acTh“ ca AOCTbMHYM Ha yebcanTa.

N3xBbpnaHe

Bceku umnnaHT Ha Synthes, KOTO e 3aMbpceH C KpbB, ThKaH W/1an TeNecHN TeYHOo-
cTu/MaTepuu, HUKOra He TpAbBa Aa Ce 13Mon3Ba NOBTOPHO U C Hero TpsabBa fa ce
npoueanpa CbrnacHo 6OAHNYHUA NPOTOKO.

ViznenusaTa TpsbBa 4a ce U3XBbPAAT KAaTo 34PaBHO MEANUMHCKO U3eNne CbriacHo
npoueaypuTe Ha bonHnuaTa.

q3

0123

Synthes GmbH
Eimattstrasse 3

4436 Oberdorf

Switzerland

Tel: +41 61 965 61 11
www.jnjmedicaldevices.com

VIHCTpyKuMm 3a ynoTpeba:
www.e-ifu.com

CcTpaHuua 3/3



	DatePrinted: Ръководствата подлежат на промени; 
най-актуалната версия на всяко ръководство 
може винаги да се намери в интернет. 
Разпечатано на: Aug 03, 2021


