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WHCTpyKumMsa no akcniyaTtauum

SYNMESH™

Mepen NCnob30BaHNEM 03HAKOMbBTECh, MOXKaYMCTa, BHAMATENIbHO C 3TOW MHCTPYKLM-
€l no akcnnyaTaumy, Gpolutopoit Synthes "BakHas MHOPMaLMA" 1 COOTBETCTBYIOLL-
MV TEXHUKAMU BbINOSHEHUSA XMPYPrYecknx onepaLmun. Y 40CToBepbTeCh, YTO BaM 3Ha-
KOMa COOTBETCTBYIOLLAA TeXHUKaA BbINOJHEHNA XMPYPrUYecKrx onepaLuii.

Martepuan
Martepuan: Crangapt:
TexHn4eckn YncTbin TuTaH (CPTI) 1SO 5832-2

Mpennonaraemoe ucnonb3oBaHne

SYNMESH - yCTpOMCTBO [/15 3aMeHbl TeJ1 MO3BOHKOB LLIEMHOrO, MPYAHOr0 U MOACHUYHO-
ro OTAeN0B NO3BOHOYHVKA. TWTaHOBbIE WMMNAHTAThI Pa3ANYHON (POPMbI U BbICOTbI
MO3BONAIOT XVPYPry NOANMPaTh KOHPUrypaLyio, ONTUMaNbHYy0 ANA UHAVBIUAYaNbHON
NaToNorMM 1 aHaTOMUW NaLmeHTa. CeTky Takke MOXHO nopesaTh o Haubonee nog-
xofALLen hopMmbi.

VIMnnaHTaTbl MOXHO BCTaBNIATb aHTePVOPabHO, SlaTepasibHO U aHTepronaTepasbHo.

MNMoka3aHua

— [nA 3ameLLeHVA Tesl NMO3BOHKOB CMaBLUWXCA, MOBPEXAEHHbIX VA HECTabUbHbIX
BC/IELICTBYE ONYXO/IN UM TPaBMbl (Hamnp. NepenomoB).

SYNMESH cnefyeT ncnonb3oBaTb C CUCTEMOW [OMONHUTENbHOV BHYTPeHHe urkca-

unm, Takow kak TeleFix, CSLP munm USS II.

MoTeHuManbHble HeXKenatenbHble ABNEHUA

Kak 1 B clyqae o BCemu OCHOBHBIMY XMPYPritieckumm npoLieaypamu, MOryT BO3HVKHYTb
pUCKY, NOBOYHbIe [ECTBIA U HebnaronpuATHbIe COBLITUA. B TO BpeMs Kak MOTYT BO3HUK-
HYTb MHOTMe Pa3fnyHble peakLmnm, K camMbiM PAaCcNPOCTPaHEHHBIM OTHOCATCA:

Mpobnembl, BO3HMKalOLLME B CBA3M C aHeCTe31el Wi NosoxeHeM naLyieHTa (Hanp., ToLu-
HOTa, pBOTa, TPaBMbl 3y60B, HEBPONOrYeckie paccTporCTBa 1 T.4.), TPOM603, ambonws,
UHMLMPOBaHMe, 06UbHOE KPOBOTEUEHYIE, MOBPEXAEHUA HEPBHOW TKaHM 11 COCYAOB ATPO-
reHHOro xapakTepa, MOBPEXAEHUA MATKUX TKaHel, B T.4. oTek, 06pa3oBaHMe aTUMUYHbIX
pyOLOB, HapyLLeHWs PYHKLMIA KOCTHO-MBILLEYHON CUCTeMbI, pechnieKTopHas cumnaTiye-
ckaa guctpocpva (PC), anneprudeckve peakuun U runepuyBCTBUTENBHOCTb, MNOBOYHbIE
3pcheKTbl, CBA3aHHbIE C BbINAYMBAHWEM UMMIaHTaTa UV MPVCOCOBneHNs, HenpaBbHbIM
CpacTaHviem TKaHell noce MoBpex/eHs, HecpacTaHueM TKaHel nocie MoBpexaeHus,
NPOAOIKALLMMUCA 6ONAMY; MOBPEXAEHVIE MPUEraloLLyX KOCTel (Hanp., ocnabnerue),
[NCKOB (Hamp., AUCTPOUA CMEXHOrO YPOBHSA) AWM MATKVX TKaHel, pa3pbis dypasbHON
0607104k UK MpOTeKaHe CMHHOMO3roBOW XUAKOCTW; KOMApeccusa 1 (Mnw) yLumb crinH-
HOroO M03ra, YacTU4HOe CMeLLieHVe MMNaHTaTa (rpadpTa), UCKPYBIEHME NO3BOHOYHMKA.

yCTpOﬁCTBO A1 OAHOPa30BOro UCNoJib30BaHUA
® He ncnonb3osatb MOBTOPHO

MpoayKTbl, NpeHasHayeHHble ANA OfHOPa30BOro MCMOMb30BaHWA, 3amnpeLleHo uc-
M0/1b30BaTb MOBTOPHO.

MoBTOPHOE VCMoMb30BaHWe UK 06paboTka AsA NOBTOPHOTO UCMOMb30BaHWA (Hamp.,
4NCTKa W CTEPUNM3ALIMA) MOXKET NPUBECTU K HAPYLLIEHWIO CTPYKTYPHOW LI@IbHOCTU 1/nau
NOJIOMKe YCTPOVCTBA, YTO MOXET CTaTb MPUYMHON TpaBMbl, 3a601eBaHNA 1NN CMepTU
nauueHTa.

bonee TOro, NOBTOPHOE UCMONb30BaHMeE VK 06paboTka A1 MOBTOPHOrO UCMO/b30Ba-
HUA YCTPOWCTB, MpefHa3HayeHHbIX 1A OAHOPa30BOro WCMOMb30BaHWA, MOXET CO-
3A3Tb PUCK 3apakeHus, HanpyiMep, B pesysibTaTe nepeHoca MHMEKLMOHHOIO MaTepy-
ana oT OfHOro NaLUMeHTa K ApyromMy. 3TO MOXeT CTaTb MPUYMHON TPaBMbl UK CMepPTH
nauMeHTa v Toro, KTo UCrosb3yeT nprubop.

3anpelleHo obpabaTbiBaTb /14 MOBTOPHOrO WCMONb30BaHUA 3arPA3HEHHbIE UMMNaHTa-
Thl. H1 B KOeM cilydae Henb3A NOBTOPHO MCNONb30BaTh UMMaHTaTkl Synthes, 3arpasHen-
Hbl@ KPOBbIO, TKaHAMY U/VNI OpraHnYeckMm XUAKOCTAMI/BELLIECTBOM, Takie MMiaH-
TaTbl JOMKHbI YTUAN3MPOBATLCA B COOTBETCTBUM C MPOTOKONOM B0NbHULBI. Jaxe eciu
VIMMNaHTaTbl He BbIMAAAT NOBPEXAEHHBIMY, Ha HUAX MOTYT BbiTb Meskue AeeKTbl 1am
BHYTPEHHWE CTPYKTYPHbIE M3MEHEHUS, KOTOPbIe MOryT MPUBECTY K YCTanocTy MaTepuana.

Mepb! NPeoCTOPOXKHOCTN

B ,D,aHHOIZ WHCTPYKLMKX NO SKCnyaTaumn He [aeTca onncaHmne OCHOBHbIX PUCKOB, CBA-
3aHHbIX C XVPYPrUYecKViM BMeLLaTebCTBOM. [JOMONHNTENbHYIO MH(OPMALMIO CM. B
6poLutope Synthes "BaxHaa nHhopmMaLma”.
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MpepynpexaeHus

HactoaTensHo pekoMeHayeTca, 4Tobbl MMnnaHTauma SYNMESH nposoaunack npakTu-
KYIOLLIMU XMPypramMy, 3HaKOMbIMU C OCHOBHbIMW BOMPOCAMU XUPYPTV MO3BOHOYHM-
Ka, U CNOCOBHLIMU OBNAAETh XUPYPrUYECKUMY TEXHUKAMU, VMEIOLMMI OTHOLLIEHME K
3TOMY MPOJYKTY. IMNAaHTaUMA JOMKHA NPOBOAWTLCA B COOTBETCTBUM C MHCTPYKUMA-
MV MO BbINOSHEHUIO PEKOMEHAYEMO XMPYPrYeckor NpoLiedypbl. XMpypr oTBeTCTBe-
HeH 3a J0/KHOe NpOoBeAeHVe onepaLum.

HpOVBBO,D,MTeﬂb He HeceT OTBETCTBEHHOCTM 3a Kakne-IMb0o OCIOXHEHNS, BO3HVKLLNE
Mo Npu4nHe HeBepHOro AnarHosa, Bbl60pa HEBEPHOro MMMJaHTaTa, HeBepHOro coean-
HeHMA KOMMOHEHTOB UMMIaHTaTa W/Wamn TeXHUK BbIMOJIHEHNA xmpyprmquKoM onepa-
Lnn, orpaqueHmM METO0B fleveHNA UK HeaaekBaTHOW acenTuku.

COBMECTUMOCTb MEAULIMHCKMX YCTPOWCTB
Synthes He TeCTMpoBas COBMECTUMOCTb C YCTPOWCTBaMI OT APYrix NPOV3BOAUTENEN 1
He BepeT Ha cebA OTBETCTBEHHOCTM B TaKVX CIy4asX.

MarHuTHo-pe3oHaHCHaA cpepa

MoABepXXeHHOCTb BO3AENCTBMIO MarHUTHOro nons MPT:

HeknmH1yeckoe ncnbiTaHe caMoro HebnaronpUATHOrO CLEeHapus nokasano, YTo UM-

nnaHTatbl cructemsl SYNMESH gonyckatoT ncnosib3osaHmne B MarHUTHoM nosne MPT. 31u

U3AENnA MOXHO 6e30MacHO CKaHUMpoBaTb NPU COOMOAEHUN CNeAYIOLLINX YCOBWIA:

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

— lNpocTpaHcTBeHHOE nose ¢ rpagveHTom 300 MTa/cm (3000 Ic/cm).

— MakcumManbHas ycpeaHeHHas yaenbHasa HopMa nornolleHna (SAR) ana scero Tena
3 BT/Kr Ha 15 MUHYT CKaH1POBaHKA.

o oaHHbIM HEKJTMHMYECKOro ncnbiTaHna, nmnaaHTat SYNMESH naet noBbilleHne Tem-

nepaTtypbl He 6onee yeM Ha 5,1°C Npy MakcMManbHO yCpeAHEHHO yaebHOWN HopMe

nornoLieHuns (SAR) ana Bcero Tena 3 BT/Kr, kak nokasana kanopumetpus npu 15 MuHy-

Tax MPT ckaHnpoBaHusa B MPT ckaHepe C HanpsXXeHHOCTbIO MarHUTHOro nonda 1,5 Tan

3,0Tn.

HaxoxaeHune 06nacTit CkaHMpPOBaHUA Ha TOM e TOYHO y4acTKe WK Ha y4acTke, OTHO-

CUTeNbHO BIM3KOM K TOMY, rae pa3MelleHo ycTpoicTBo SYNMESH, MoXeT npusectv K

HapyLeHuio kayectsa MPT nsobpaxeHus.

JleyeHue 10 UCNONb30BaHUA YCTPONCTBA

Mpoaykuua Synthes, nocTasnAemas B HeCTEPUILHOM COCTOAHUM, [AOMKHA NOABEPraTbCa
0YNCTKe V1 CTepUAM3aLMn NapoMm [0 UCNO/b30BaHNA B XVPYpritdeckmnx uensax. Nepeq Ha-
YaNIOM OYMCTKY, YOam1Tb BCHO OPUTVHATBHYIO YNakoBky. [o Havana crepuimsaumy na-
POM pa3MecTUTb U3fenvie B yTBEPXAEHHYI0 06epTKy N KoHTelHep. CeayiTe UHCTPYK-
LMV MO OYUCTKE 1 CTePUAM3aLK, YKazaHHOM B Bpolutope “BaxHaa nHbopmauma”.

O6paboTka/noBTOpHasl 06paboTKa ycTpoicTBa

MofpobHble MHCTPYKLMV Mo 06paboTke MMMaHTaToB U NOBTOPHON 06paboTke YCTPOIACTB
MHOTOKPATHOrO 1CMOSb30BaHUA, IOTKOB 15 UHCTPYMEHTOB U yNakoBOK on1caHbl B 6po-
Lope KoMnaHum Synthes "BaxHas MHGopmMauma”. VIHCTpyKUMM no cbopke 1 pasbopke
VHCTPYMEHTOB "Pa3bopka MHOrOKOMMOHEHTHbIX MHCTPYMEHTOB" MOXHO CKadaTb, Npoas
no ccbinke http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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