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WHCTpyKumMsa no akcniyaTtauum

Cucrema «OCCIPITO-CERVICAL FUSION»

Mepes UCNoNb30BaHNeM 03HaKOMbTeCh, MOXayiicTa, BHUMATENbHO C 3TOM MHCTPYKLM-
eli no skcnyaTauum, 6polutopoit Synthes «BaxHas MHOPMAaLWA» U COOTBETCTBYIOLLN-
MU TeXHWUKaMU BbINOSTHEHVA XMPYPruyecknx onepaLuii. Y10CToBepbTeCh, YTO BaM 3Ha-
KOMa COOTBETCTBYIOLLIAA TEXHVIKA BbINONHEHIA XVMPYPrYecKX onepaLyii.

Marepuan

Martepuan: CraHpapT:
TAN (Ti-6Al-7Nb) 1SO 5832-11
TexHnyeckn YncTbin TutaH (CPTi)  1SO 5832-2

Mpeanonaraemoe Ucnonb3oBaHue

Cucrema «OCCIPITO-CERVICAL FUSION»

Cucrema Synthes «OCCIPITO-CERVICAL FUSION» B coveTaHMM C CUCTEMOW 3aiHEN BUH-
TOBOW 1 CTepXHeBOW hrkcaLlum (Hanp. Synapse 1 AXON) npegHasHaveHa ons obecne-
YeHua CTabunmzaummn C Uenblo COAeNCTBUA CIMAHUIO LUeMHOro OTAeNa W 3aTblioy-
Ho-LUeHoro coeamHeHua (Occiput-Th3) npu ciefytowmx NokasaHuax:

MokasaHusa

HectabunbHOCTY B 3aTbINOYHO-LLIENHOM W BEPXHEM LLIENHOM OTAene NMO3BOHOYHYKA:
— PeBMaTOMAHBIN apTpuUT

— BpoxpeHHble aHomanum

— [MocTTpaBMaTUyeckie CocToAHUA

— Onyxonun

— WHdekunn

HecTabunbHOCTb B HUXKHEN YacTW LLERHOro OTAENa U B BEPXHEN YacTy rpyAHOro OTAe-
11a MO3BOHOYHOTO CTON6A:

— [locTTpaBMaTHyeckme CoCTOAHNSA

— Onyxonn

— SITporeHHble HECTabUNBHOCTY, ClleaytoLLMe 3a TAMUHIKTOMUEN, W MPOY.

ﬂ,ereHepaTVlBHble 1 6onesHeHHble nocTTpaBMaTu4eckme CoOCTOAHNA B HXHEM LUEAHOM
1 BEPXHEM rpyAHOM OTAeNax no3BOHOYHOro cTtonba

MepefHvie LWeliHble CVAHNS, TpebyioLLye AONONHUTENBHON 3aHel
cTabunuzaumu.

MpoTusBonokasaHus

— [lecTpyKums CMMHHOTO CToN6a, CONMPOBOXAAIOLLASACS NOTEpe BEHTPaIbHOM OMopbl
(B pe3ynbTaTe OMnyxonew, NepeoMoB UV UHGEKLMI), BEAET K 3HaUYUTENbHOM HecTa-
OVIBHOCTY B LLIENHOM 1 BEPXHEM rPyAHOM OTAeNax MO3BOHOYHMKA. B 37O cuTyaumm
CTabunusaumm Npy NOMOLLW TOJIbKO AaHHOW CUCTeMbl ByaeT HeaoCTaTouHO. Pela-
loLLieN ABNAETCA AOMNONHUTENbHAA NepefHAs CTabumnsaums.

— TAXenblii 0CTeonopo3

MoTeHuManbHble PUCKU

Kak 1 B clydae co BCeMU OCHOBHbBIMY XMPYPrYeckMI NpoLieflypamu, MOryT BO3HWK-
HYTb pYcKK, NoBOYHbIE 3hpekTbl 1 HebnaronpuATHbIe COBLITUA. B TO Bpems kak MoryT
BO3HVIKHYTb MHOTE PasfvyHble peakLyn, K CambiM PacnpoCTPaHeHHbIM OTHOCATCA:
Mpobnembl, BO3HMKAIOLLME B CBA3M C aHeCTe3unel vy nonoxeHreM nauueHTa (Hanp.,
TOLHOTa, PBOTa, TPaBMbl 3y60OB, HEBPONOr1Yeckve paccTpoiicTBa U T.4.), TPOM6BO3,
3Mbonns, MHDULMPOBaHWeE, 0OUIbHOE KPOBOTEYEHNIE, NOBPEXAEHNA HEPBHOM TKaHW
1 COCYA0B ATPOreHHOro xapakTepa, NoBpeXAeHUs MArkux TkaHew, B T. Y. oTek, obpa-
30BaHVie aTUMNYHbIX PYOLIOB, HapyLLEeHUs OYHKLMIA KOCTHO-MbILLIEYHO CUCTEMBI, ped-
neKkTopHas cumnaTtuyeckas auctpocus (PCL), annepruyeckue peakumm 1 rvnepyys-
CTBUTENBHOCTb, NMOBOYHbIE I deKTbl, CBA3aHHbIE C BbINAYMBAHWEM UMMNaHTaTa MW
NPUCNOCObNeHNs, HempaBUIbHbIM CpacTaHMeM TKaHel nocie MOBPeXAeHNs, He-
cpacTaHvieM TkaHell Noc/e rnoBpexaeHs, NpofomKalowLMMmca 6onamu; nospexaie-
HU1e npuneratoLLyx KocTei (Hamp., ocnabnexve), AMCKoB (Hanp., AUCTPOMUA CMEXHOro
YPOBHA) UAN MArKVX TKaHew, pa3pbi AypanbHOW 0O0A0YKM UK NpOTeKaHne CNUMHHO-
MO3roBOW XXUAKOCTY; KOMMPECCHA 1 (Unn) ymnb CMMHHOTO MO3ra, YacTu4Hoe CMeLLie-
HUe UMNNaHTaTa, UCKPVBAEHE NO3BOHOYHMKA.

CTepuibHbIN NpnuGop

n CrepunnszosaH obnyyeHnem

XpaHMTE‘ nMmnnaHTaTel B UX OpMFMHaJ’IbHOV\ ynakoeke n [ocTaBaviTe 13 ynakoBkn He
paHee, 4em HenocpenCcTBeHHO nepem NCroJib30BaHNEM.

I'Iepe,J:L MCNosb30BaHMEM MNPOBepbTE AaTy OKOHYaHMA CpOKa roOAHOCT N LeNIbHOCTb CTe-
pVIﬂbHOIZ YNakoBKK. He VICI'IOJ'Ib3y\7|Te, eCsIn ynakoBKa noBpexnaeHa.
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yCTpOl;ICTBO ANA OAHOPAa30BOro UCNoJib30BaHUA

® He ncnonb3osaTtb MOBTOPHO

MponyKTbl, NpeAHa3HaveHHble A OAHOPA30BOrO WCMO/b30BaHWMA, 3anpeLleHo nc-
N0J1Ib30BaTb MOBTOPHO.

MoBTOpHOE 1Crnosb3oBaHNe 1Ny obpaboTka 1A NOBTOPHOTO MCMOMb30BaHWA (Harmp.,
YUCTKA U CTepUM3aLMsA) MOXET NPUBECTY K HapyLUeHUIO CTPYKTYPHON LenbHOCTU W/
AU MONOMKE YCTPOMCTBA, YTO MOXET CTaTb MPWYMHOW TPaBMbl, 3abonesaHus 1n
CMepTY NaLyeHTa.

Bosee TOro, NOBTOPHOE VCMOb30BaHWe U 06paboTka Ana NOBTOPHOO UCMONb30Ba-
HUA YCTPOWCTB, MpefHa3HayYeHHbIX 4R OOHOPa30BOrO WCMONb30BAHUA, MOXET CO-
30aTb PUCK 3apaXxxeHws, HanpuMep, B pesysbTaTe nepeHoca MHMEKLMOHHOTO MaTepu-
ana OT OAHOrO NalneHTa K Jpyromy. 3TO MOXeT CTaTb MPUYNHON TPaBMbI UK CMepTH
naumneHTa UM Toro, KTo 1cnosnb3yeT nprbop.

3anpelLeHo 06pabaTbiBaTh A/15 MOBTOPHOIO UCMOMb30BAHA 3arPA3HEHHbIE UMMIAHTa-
Tbl. HW B KOEM C/ly4ae Hemb3s MOBTOPHO 1CMOSb30BaTh UMMIAHTaThl Synthes, 3arpss-
HEeHHble KPOBbIO, TKAHAMU W/WAWM OpraHU4eckMu XUAKOCTAMW/BELLECTBOM, Takuve
VMMNaHTaTbl [OMKHbBI YTUAN3MPOBATBCA B COOTBETCTBUM C MPOTOKONOM GOMBHMLLbI.
[laxe eciu UMNIAHTaTbl He BbIMNALAT NOBPEXAEHHBIMU, Ha HUX MOTYT BbiTb MesKne
LiechekTbl VAN BHYTPEHHME CTPYKTYPHBIE M3MEHEHWS, KOTOPbIE MOTYT NPUBECTY K yCTa-
710CTU MaTepuana.

MpepocrepexkeHune

B [laHHOW WHCTPYKLMM NO 3KCryaTaLmn He [aeTca onMcaHue OCHOBHBIX PUCKOB, CBA-
3aHHbIX C XMPYPrUYECKUM BMELLaTeNbCTBOM. [IOMOSHWTENbHYIO UH(OPMALMIO CM. B
6poLutope Synthes «BaxkHas MHOpMaLWsy.

MpepynpexxaeHus

HacToaTenbHO pekomeHmyeTcsa, 4Tobbl nMnnaHTaumsa cuctemsl «OCCIPITO-CERVICAL
FUSION» nposofmniach NpakTUKYOLLUMU XUpypraMmu, 3HakOMbIMU C OCHOBHbIMY BO-
NPOCaMU XVPYPrn MO3BOHOYHIIKA, 1 CNOCOBHBIMY OBNALETb XUPYPrYeCKUMM TeXHU-
KaMu, UMEOLLIMMIN OTHOLLIEHWE K STOMY NPOAYKTY. IMNNaHTaumua AomKHa NpoBOANTb-
CA B COOTBETCTBUW C MHCTPYKLWAMM MO BbINOJHEHNIO PEKOMEHAYEMOW XVPyprsyeckomn
npoLeaypbl. XMpypr OTBETCTBEHEH 3a [LOSXKHOE NPOBEAEHVe onepaLmm.

MpousBoanTesb He HeceT OTBETCTBEHHOCTM 3a Kakne-Mbo OCNOXHEHNA, BO3HVIKLLINE
M0 NpY4KHEe HEBEPHOrO AyarHo3a, BbiIbopa HEBEPHOrO UMMIaHTaTa, HeBEPHOro coeau-
HEHUA KOMMOHEHTOB UMMIaHTaTa WM TeXHUK BbIMOJIHEHVA XPYPruyeckoi onepa-
LMK, OrpaHMNYeHni MeTOA0B fleYeHA UV HeadeKBaTHOM acenTuKu.

COBMEeCTUMOCTb MEAULIMHCKNX YCTPOWCTB
Synthes He TeCTVpoBan COBMECTUMOCTb C YCTPONCTBaMU OT JPYrvix NPOV3BOANTENeN 1
He GepeT Ha cebA OTBETCTBEHHOCTU B TaKWX CyYasX.

MarHuTHO-pe3oHaHCHaA cpepa

MoaBepXXeHHOCTb BO3AENCTBMIO MarHUTHOro nons MPT:

HeknuHnyeckoe ncnbitaHve camoro HebnaronpyATHOro CLEHapUa Nokasano, Y4Tto UM-

nnantatbl cnctemsl «OCCIPITO-CERVICAL FUSION» gonyckatoT ncnosib3osBaHne B mar-

HUTHOM none MPT. 3Tv n3genus MOXHO 6e30MacHO CKaHMpoBaTb Mpu cobnoaeHNM

cneaytoLwyx ycnosum:

— Cratndyeckoe MarHuTHoe none 1,5 Tnwm 3,0 Tn.

— [MpocTpaHcTBeHHOe nose ¢ rpagueHTom 300 MTa/cv (3000 'c/cm).

— MakcuManbHas ycpeaHeHHas yaenbHas HopMa nornolyenna (SAR) ons Bcero Tena
1,8 BT/Kr Ha 15 MVHYT CKaHVWpOBaHWA.

Mo faHHBIM HeKMMHUYeCKoro ncnbitaHusa, umnnantat «OCCIPITO-CERVICAL FUSION»

[laeT MoBbILLeHne TemnepaTypbl He 6osee Yem Ha 5,7°C Npy MakCcManbHOW yCpenHeH-

HOW yaenbHow HopmMe nornolleHna (SAR) ana scero Tena 1,8 BT/kr, kak nokasana Ka-

nopvmetpus npu 15 MuHyTax MPT ckaHvnposaHvs B MPT ckaHepe ¢ HanpaXeHHOCTbo

MarHuTHoro nona 1,5 Tnw 3,0 Tn.

HaxoxaeHne 06nacTit CkaHMpOBaHUA Ha TOM e TOYHO y4acTKe WK Ha y4acTKe, OTHO-

CUTeNbHO BAV3KOM K TOMY, re pa3meLLeHo ycTpoincTo «OCCIPITO-CERVICAL FUSIONY,

MOXET NPUBECTY K HapyLleHUio kadyecTBa MPT n3o6paxeHus.

O6paboTka ycTpoincTBa nepep, MCnosib3oBaHUEM

MpogaykTbl Synthes, noctaBnseMble B HeCTEPUIbHBIX YCIOBUAX, AOXHbI MPONATU OYNCTKY
11 CTEPUIM3ALMIO NAPOM Mepef, UCTOb30BAHNEM B XMPYprindeckix Lensx. Mepep ouunct-
KOV CHUMWTe BCIO OPUrMHAaNbHYIO yrakoBky. Mepef cTepunmnsaLmei napom nomectuTe
NPOAYKT B pa3peLLeHHyio K 1CMoNb30BaHMIO YNakoBKy UK KOHTelHep. Cneayinte UH-
CTPYKLMM MO OYNCTKE W CTEPUAN3ALMK, YKa3aHHO B GpoLuiope «BaxHas nHbopmaLmsy».

O6pa6oTka/noBTopHas o6paboTKa ycTpoincTBa

MoapobHble MHCTPYKLMM MO 06paboTKe MMMIAHTAaTOB 1 MOBTOPHO 06paboTKe yCTPONCTB
MHOIOKPaTHOro NCNosIb30BaHNA, TIOTKOB 4719 UHCTPYMEHTOB 1 yNakOBOK OMnncaHbl B 6pO'
Llope KoMmnaHun Synthes «BaxHas nHdopmaLmsa». UHCTpyKLuym no cbopke n pasbopke
VHCTPYMEHTOB «Pa360pKa MHOrOKOMMOHEHTHBIX MHCTPYMEHTOB» MOXHO CKauaTb, NPOAs
no ccbinke http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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