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WHCTpyKumMsa no akcniyaTtauum

USS™ Fracture MIS

Mepep 1Cnonb3oBaHVieM 03HaKOMbTECh, NOXaNyicTa, BHAMATENbHO C 3TON MHCTPYKLIN-
eli no akcnyaTaumu, 6polutopoit Synthes "BaxkHas MHOPMaLWA” 1 COOTBETCTBYIOLLN-
MU TeXHUKaMVI BbINONHEHWA XMPYPryeckyx onepaumii. Y 4oCToBepbTeCh, YTO BaM 3Ha-
KOMa COOTBETCTBYIOLLIaA TeXHIIKa BbINONHEHNA XVPYPruyecknx onepaLiyii.

Matepuan

Matepuan: CraHpaprt:
Cnnas TAN (Ti-6Al-7Nb) ISO 5832-11
TexHuyeckn YucTtbin TutaH (CPTi) ISO 5832-2

Mpeanonaraemoe ucnonb3oBaHue

USS Fracture MIS - 370 cvcTema 3afiHel NOACHUYHO-TPYAHON VKCaLWv TpaHCneanKynap-
HbIMV BUHTamK (T1 - S2), NpefHasHayeHHasn Ana obecreyeHs TOYHOM 1 CerMeHTHO CTa-
BUM3aLMY NO3BOHOYHMKA Y MaLMEHTOB CO CPOPMUPOBABLLMMCS ckeneToM. Onepaums
MOXET ObITb Kak MUHMMANbHO UHBA3VBHOW, Tak 1 OTKPbITON.

Moka3aHua

— [Mepenombl: HecTabunbHble NepenoMbl rpyaHOro, MOACHUYHOMO U NOACHUYHO-KPECTLO-
BOro OTAENI0B MO3BOHOYHVIKA, CBA3AHHbIE C HEMpremeMbIMy AedopMaLmsmm (paspbl-
Bbl CBA304HOrO annapaTta MO3BOHOYHOrO CTO10a WK NpefdblayLLvie NaMUICEKTOMUN He
ABNAIOTCA NPOTUBOMOKA3aHMAMM).

— Onyxonwu

— WHdekumnm

— lMocTTpaBmaTuyeckmne fedopmaLmm

— CnoHgunonwucres

— [lereHepaTviBHble 3a60/1€BaHNA ANCKOB

— OcTeonopos, Npu 0AHOBPEMEHHOM UCNOSb30BaHUKM Vertecem V+

MpoTusBonokasaHua

— [Npu nepenomax v onyxonax C TAXENbIMY NepeHUMI pa3pbiBamy Tefl NO3BOHKOB,
TpebyeTca JononHUTeNbHasA NepeaHas onopa Uy PeKOHCTPYKLMA NO3BOHOYHMKA.

— OcTeonopo3s, 6e3 LieMeHTHOro npyvpaLLeHus.

— TAxenbln ocTeonopos

MpoTvBonNOKa3saHua, cBA3aHHble ¢ Vertecem V+:
CM. COOTBETCTBYIOLLEE TEXHUYECKOe PYKOBOLCTBO NO cncteme Vertecem V+.

MNMoTeHuManbHble HeGnaronpuATHbIE ABNEHUS

Kak 11 B ciyyae co BCeMy OCHOBHbIMY XMPYPrMYECKV M MPOLIEAyPaMu, MOTYT BO3HUKHYTH
puUcku, NOBOYHbIE LENCTBUA U HebnaronpusTHble COBBITUA. B TO BpeMs Kak MOTyT BO3HUK-
HYTb MHOTME Pa3NnyHble PeaKLy, K CambIM PacrpoCTpaHeHHbIM OTHOCATCA:

Mpobnembl, BO3HMKAIOLLME B CBA3M C aHECTE3VEN UM NOOXEHNEM NaLlueHTa (Hanp., ToLw-
HOTa, PBOTa, TPaBMbI 3y60OB, HEBPOJIOMYecke PaccTPOCTBa U T.4.), TPOMB03, 3MBoNVS,
VHMLMPOBaHKe, 0DWIBHOE KPOBOTEYEH/E, MOBPEXAEHWS HEPBHOW TKaHW 1 COCYOOB
ATPOreHHOrO XapakTepa, MOBPEXAEHNS MATKWX TKaHew, B T. 4. 0Tek, 06pa3oBaHyie aTunmy-
HbIX PY6LIOB, HapyLLEeHVs hyHKLWIA KOCTHO-MbILLEYHOI CUCTEMBI, pedhieKTopHas CrMnaTh-
veckan guctpodus (PCL), annepriudeckvie peakuuy U rnepyyBCTBUTENBHOCTb, NOBOY-
Hble 3(PeKTbl, CBA3aHHblE C BbIMAYMBAHWEM WMMIAHTATa WAW  MPUCTIOCOBNEHNS,
HenpaBWsIbHbIM CpacTaHWeM TKaHel nocie NOBPeXAeH!A, HecpacTaHeM TKaHel nocie
NOBPEXAEHNS, MPOLOMKAOLLMMICH BONAMY; NOBPEXAEHIE MPUIEratOLLVX KOCTEN (Hanp.,
ocnabneHme), AUCKoB (Hanp., AVCTPOMUA CMEXHOTO YPOBHS) MW MATKVX TKaHeN, pa3pbls
[lypanbHO 060104KM Vv MPOTEKaH1e CIMHHOMO3rOBOW XMAKOCTY; KOMMPeCcus v (i)
YLUMG CMMHHOMO MO3ra, HYaCTUYHOE CMELLIEHVe UMMaHTaTa (rpadhTa), MCKpUBIeHWe No3BO-
HOYHMKA.

CTepunbHOe YCTPONCTBO

n CTepran3auys npu NoMoLLy obyyeHns

XpaHuTe MMMNIAHTaTbl B UX OPUrMHAMBHOM yNakoBKe W AOCTaBaiTe 13 yrnakoBKU He
paHee, YeM HernmocpeACTBEHHO Nepes, NCnosb30BaHNEM.

Mepep 1cnonb3oBaHyieM NPoBepbTe AaTy OKOHYaHWA CPOKa FOAHOCTY U LIENIbHOCTb CTe-
PUIBbHOI YNakoBKWU. He ncnonb3yiiTe, eCcin ynakoska noBpexaeHa.

@ He ctepunvsosatb

YCTpONCTBO ANA OAHOPa30BOr0 UCMNOMb30BaHUA
@ He ncnonb3osaTb MOBTOPHO

MpoayKThl, NpefHa3Ha4eHHble 1A 0AHOPa30BOro UCMO/b30BaHWA, 3anpeLLeHo 1CNosb-
30BaTb MOBTOPHO.

MoBTOPHOE VICroMb30BaHWe UK 06paboTka AsA NOBTOPHOTO UCMOMb30BaHWA (Hamp.,
4NCTKa W CTEPUNM3ALIMA) MOXKET NPUBECTU K HAPYLLIEHWIO CTPYKTYPHOW LI@IbHOCTU W/nunu
NOSIOMKe YCTPOVCTBA, YTO MOXET CTaTb NPUYVHON TpaBMbl, 3a601eBaHNA UM CMepTV
naumeHTa.

bonee Toro, NOBTOPHOE MCNONb30BaHVie N 06paboTka [1A MOBTOPHOO UCMOJb30Ba-
HUA YCTPOVICTB, NpefHa3HaueHHbIX A1 0AHOPa30BOro 1CMONb30BaHWA, MOXET Co3AaTb
PUCK 3apaXeHus, Hanpumep, B pe3ysibTaTe nepeHoca WHPEKLUMOHHOro MaTepuana ot
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O[HOro nauneHTa K Apyromy. 3TO MOXET CTaTb !'Ipl/NMHOPI TPaBMbl NI CMePTW NaleHTa
WX TOrO, KTO NCNOMb3yeT I'IpM60p.

3anpetLeHo 0bpabaTbiBaTb [/15 MOBTOPHOMO UCMOMb30BaHIA 3arpA3HEHHbIE MMNAHTa-
Tbl. HV B KOeM cnyyae Henb3A MOBTOPHO UCMONb30BaTh MMMNaHTaThl Synthes, 3arpAsHeH-
Hble KPOBbIO, TKaHAMM /NN OPraHNYeCKIMU XXMOKOCTAMI/BELLIECTBOM, TaKie VIMMNaH-
TaTbl AOSKHbI YTUAM3MPOBATLCA B COOTBETCTBUM C MPOTOKONOM BonbHMLbI. Jaxe ecan
VIMMNAHTaTbl He BbIMIAAAT MOBPEXAEHHBIMY, Ha HUX MOTYT BbiTb Menkue fecekTbl Uam
BHYTPEHHME CTPYKTYPHbIe M3MEHEHUSA, KOTOPbIe MOTYT MPUBECTY K YCTaNoCTU MaTepuana.

Mepbl NpegoCcTOPOIKHOCTN

B AaHHOW MHCTPYKLMM MO 3KCM1yaTaLmy He [aeTcA onmcaHye OCHOBHbIX PYUCKOB, CBA-
3aHHbIX C XMPYPrUYeckM BMeLaTeNbCTBOM. JOMNOSHUTENbHYIO UH(OPMaLMIO CM. B
6polutope Synthes "BakHas UHopMaLwms”.

MpepynpexxaeHus

HacTosTenbHo pekoMeHzyeTcs, 4Tobbl MMNIaHTauus cuctemsl USS Fracture MIS npo-
BOAMNACh NPAKTVKYIOLLUMM XPYPramu, 3HaKOMbIMW C OCHOBHbIMM BOMPOCaMU XMpyp-
MV NO3BOHOYHMKA, U CMOCOBHBIMW OBNAAETb XMPYPIUYeCKUMI TEXHVKaMK, UMetoLLN-
MV OTHOLLIEHVE K 3TOMY NPOZYKTY. VIMANaHTaLwmA AOMKHa NPOBOAWTLCA B COOTBETCTBUM
C VHCTPYKLMAMU MO BbINMOMHEHWIO PEKOMEHYEMOW XMPYPrinyeckon npouemypbl. Xu-
pypr OTBETCTBEHEH 3a JOJKHOE NPOoBeAeH1e onepaLyin.

Mpon3BoauTeNt He HeceT OTBETCTBEHHOCTU 3a Kakie-MBO OCNOXHEHWA, BO3HUKLLIVE
o NPUYVHE HEBEPHOrO ANarHo3a, BbIbopa HeBEPHOro MMMIaHTaTa, HeBEPHOro coean-
HeHUA KOMMOHEHTOB UMMaHTaTa W/WNW TeXHUK BbINOMHEHVA XUPYPruyeckoit onepa-
LW, OrpaHNYeHN METOLOB NIeYeHNA NN HeaeKBaTHON acenTyku.

COBMeCTMMOCTb MeAULIMHCKUX YCTPONCTB

Synthes He TeCTMpoBas COBMECTUMOCTb C YCTPOWCTBaMI OT APYrix NPOV3BOAUTENER 1
He BepeT Ha cebA OTBETCTBEHHOCTM B TaKVX CIy4asX.

MepdoprpoBaHHble BUHTLI USS Fracture MIS covetatoTca ¢ Vertecem V+. CM. nHdop-
MalMio MO ero UCNomb30BaHWIO, NPefoCTepexkeHNs, PekOMeHAALMM 1 NoboYHble 3th-
eKTbl B JOKyMEHTaLMK, Npunaraemow K NpoaykTy.

MarHuTHO-pe3oHaHCHaA cpeaa

MofaBepXXeHHOCTb BO3AENCTBMIO MarHUTHOro nons MPT:

HeknmH1yeckoe ncnbiTaHe caMoro HebnaronpUATHOrO CLEeHapus nokasano, YTo UM-

nnaHTatel USS Fracture MIS gonyckatoT ncnosib3oBaHne B MarHUTHoM nose MPT. 311

U3Aenna MOXHO 6e30MacHO CkaHMpoBaTb NPU COBMOAEHUN CNeAYIOLLINX YCOBUIA:

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

— TpocTpaHcTBeHHOe nose ¢ rpagveHTom 300 MTi/cv (3000 M'c/cm).

— MakcumanbHas ycpefHeHHan yaenbHaa Hopma nornotenva (SAR) ana Bcero Tena
1,5 BT/Kr Ha 15 MVHYT CKaHWPOBaHWA.

Mo AaHHbIM HEKNTMHNYECKOro UCnbiTaHns, nmnnaHtat USS Fracture MIS gaeT nosbliLue-

Hue TemnepaTypbl He 6osee Yem Ha 5,3°C Npu MakCcUMasbHOM ycpeLHEeHHO yaenbHO

HopMe nornoleHuns (SAR) ans Bcero Tena 1,5 BT/Kr, kak nokasana Kanopymetpus npu

15 muHyTax MPT ckaHnpoBaHus B MPT ckaHepe C Hanpsa>KeHHOCTBIO MarHUTHOMO Moss

1,5Tnn3,0Th.

HaxoxgeHune 061acTt ckaHMpoBaHUA B TOM Xe TOYHO y4acTKe UM B y4acTke, OTHOCU-

TenbHO 61IM3KOM K TOMY, FAe pa3MeLLeHo yCTponcTo USS Fracture MIS, MoxeT npvise-

CTW K HapyLLeHuio kavectBa MPT n3obpaxeHus.

JleyeHne 10 UCNONb30BaHUA YCTPONCTBA

Mpoaykuma Synthes, noctaBnseman B HECTEPUIBLHOM COCTOAHW, AO/KHA NOABEPraThCa
O4NCTKE ¥ CTepUAM3aLmMy NapoM A0 UCMOb30BaHUA B XMPYpPruyeckux Lenax. MNeped Ha-
YaNoM OYMCTKY, YOaUTb BCHO OPWUrMHabHYIO yNakoBky. o Ha4ana crepunmsaumv na-
POM pa3MeCTUTb V3fenvie B yTBEPXAEHHYI0 00epTKy Ui KoHTernHep. CrepdyiTe MHCTPYK-
LMW MO O4UCTKE 1 CTePUIM3aLIMN, YKasaHHO B BpoLutope "BaxHas MHGopmMaLys”.

0O6paboTka/noBTOopHas o6paboTka ycTpoiicTBa

TMofpobHble MHCTPYKLV Mo 06paboTke MMMNaHTaToB 1 NOBTOPHON 06paboTke YCTPOACTB
MHOTOKPATHOrO 1CMOJb30BaHUA, JIOTKOB 15 UHCTPYMEHTOB U yNakoBOK onucaHbl B 6po-
Llope Komnarun Synthes "BaxHaa nHdopmauma”. VHCTpykumn no cbopke n pasbopke
VHCTPYMEHTOB "Pa3bopka MHOrOKOMMOHEHTHbIX MHCTPYMEHTOB" MOXHO CKayaTb, Npoas
no ccbinke http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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