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YKa3aHus 3a ynotpeba

CBbp3BaLLY NPBYKM

Mons, npean ynotpeba npoyeTeTe BHUMATENHO Te3W ykasaHua 3a ynotpeba,
6potluypata Ha Synthes “BaxxHa MHOPMaLMS” U CbOTBETHUTE XUPYPTUYHN TEXHWKN.
YBepeTe ce, Ye No3HaBaTe CbOTBETHATA XMPYPruyHa TEXHMKA.

Matepuan
Matepuan: CraHpapt:
TAN (Ti-6Al-7Nb) ISO 5832-11

TbproBckm yncT TutaH (CPTi) 1SO 5832-2
CoCrMo (Co-28Cr-6Mo) ISO 5832-12

MNpepHa3HaueHne
CBbp3BaLLMTe NPBYKM Ca NPefHa3HaYeH 3a yNecHaBaHe Ha CBbP3BaHETO B iHO Ha
onpefeneHn CUCTeMY 3a 3afHa CrHaHa CTabunmsaums.

3abenexka: 3a ynotpeba Ha CBbp3BalLMTE MPbBYKM CbBMECTHO C onpefeseHunTe
CUCTeMU 3a 3afiHa CNUHANHA CTabunusauns, Mons, BUXKTe CbOTBETHWUTE yKa3aHWa 3a
ynotpeba Ha cucTemata 3a cneuuduryHa nHoOpPMaLmUa OTHOCHO CbBMECTVMOCTT,
ynoTtpebaTa, NnpefnasHnuTe Mepky, NpeaynpexAeHnaTa U CTpaHNYHUTe edekTu.

YKkasaHua
3a ynoTpeba CbBMECTHO C oOfpeAeneHUTe CUCTeMM 3a 3afHa CnvHanHa
CTabunuzauns, Mons, BUXKTE CbOTBETHWTE NOKA3aHWs v NPOTUBOMNOKAa3aHNs.

MoTeHUMaNHN HeXXenaHu CbLoUTUA

KakTo npu BCUYKM rofieMu XMpypruyHn npoLeaypu, MoraT fja Bb3HUKHAT prckoBe,
CTPaHUYHK ehekTH 1 HexenaHn CbouTnsa. Bbnpeku Ye MoraT fa Bb3HUKHAT MHOTO
Bb3MOXHW PeaKLyK, HAKOW OT Hall-4ecTUTe MoraT fa BKJIIOYBAT:

Mpobnemu, Bb3HUKBALLM BCNEACTBME HA aHeCTe3nATa U MNO3ULMOHMPAHETO Ha
nauueHTa (Hanp. rafieHe, nospbliaHe, AEHTaNHU HapaHABaHWA, HEBPOJIOTUYHU
yBpeXaHvs 1 T.H.), TpomMb03a, embonus, MHdekumna, 0bUNHO KbpBeHe, ATPOreHHO
HapaHABaHe Ha HepBM U CbAOBE, yBPEXAaHe Ha MeKuTe TbKaHu, BKJ. OTOK,
obpa3syBaHe Ha aOHOPMHM LMKATPUKCU, (DYHKLMOHANIHO yBpeXAaHe Ha MYCKYHO-
CKeneTHaTa cucTemMa, KOMMIeKCeH pervoHaneH 60nKOB CUHAPOM, anepruyHn
peakuuu/peakumy Ha CBPbXYYBCTBUTENHOCT, CTPaHUYHK edekTh, CBbp3aHu C
M3MNbKBaHe Ha UMMaHTa WKW W3AeNNeTo, NIOLO CBbp3BaHe, fnMnca Ha CBbP3BaHe,
npoAb/ixaBalla 605Ka; yBpexaHe Ha CbCeAHM KOCTU (Hanp. cnagaHe), fuckose
(Hanp. fereHepauys Ha CbCeAHO HWBO) MW MeKa TbKaH, [lypaiHO pa3kbCBaHe uiu
M3TMYaHe Ha rPbOHAYHOMO3bYHA TEUHOCT; KOMMpPecus W/WAW KOHTY3WA Ha
rpbOHaYHMA MO3bK, YaCTUYHO pa3mecTBaHe Ha rpadTa, BepTebpasHa aHrynauus.

CrepunHo usgenue

n CrepunusnpaHo c obnbysaHe

CbXpaHﬂBaI;lTe UMMNNaHTUTE B OpWUTMHaIHata MM 3alinTHa OMakoBKa W He 1w
113Bax[aiiTe OT OrakoBKkaTta 40 MOMeHTa HemocpeacTBeHo npeau ynotpeba.
Mpeau u3Non3BaHe MpoBepeTe CPOKa Ha rofHOCT Ha MPOMYKTa U ce yBepeTe B
LenocTTa Ha CTepuiHaTa onakoBka. [la He ce M3rof3Ba, ako OnakoBkata e
nospeseHa.

N3penue 3a egHoKpaTtHa ynotpeba

® [a He ce n3nonsea NOBTOPHO

MpoayKTW, NpefHa3HaueHn 3a efiHokpaTHa ynotpeba, He TpsbBa Aa ce unonssar
MOBTOPHO.

MOBTOPHOTO M3MoN3BaHe WM 06paboTBaHe (Hamp. MoYMCTBaHE W MOBTOPHa
CTepuAM3aLmsa) MoraT fa HapywaT CTPYKTypHaTa LAnocT Ha U3AenveTo u/wiu ga
[l0BefjaT [0 HeyCrnelwHOTo My (YHKLUMOHUPaHE, KOeTO MOXe fa NpudnHu
HapaHsBaHe, 3ab0/sBaHe AN CMBPT Ha NauymneHTa.

OcBeH TOBa, NOBTOPHOTO U3MOM3BaHe Ha M3Aeus, NpefHa3HauYeHn 3a eiHOKpaTHa
ynotpeba, Moxe Aa Cb3gafe PUCK OT 3aMbpcsBaHe, Hanmp. BCAeACTBME Ha
npeHacsHe Ha UHGEKLMO3eH MaTepuan oT eAuH Ha Apyr nauueHT. ToBa Moxe Aa
[l0Be/ie 10 HapaHsABaHe Wau o CMbPT Ha NaLueHTa uam onepaTtopa.

3aMbpCeHnTe UMNNaHTK He TpAbBa Aa ce obpaboTBaT OTHOBO. VIMMAAaHTW Ha
Synthes, KOWTO ca KOHTaMUHWMPaHW C KPbB, TbKaH W/WAW TenecHU TeyHoCTu/
MaTepuw, H1UKora He TpAGBa fa Ce M3NoN3BaT NOBTOPHO W C TAX TpAOBa Aa ce 6opasun
CbrNacHo € BOSHNYHUA NPOTOKON. BbNpeku Ye Moxe Aa U3rnexaaT HernospeneHi,
VUMMNaHTUTe MoraT fa MMaT Manku gedekTu 1 BBTPeLlHU HanpexeHus, KOWTo
MoraT fa NPUYNHAT yMopa Ha MaTepuana.
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MpepnasHu Mepku

ObLWWTe pUCKOBe, CBBbP3aHW C XWMPYPrUYHUTE Hamecu, He ca OnMmucaHu B Teswn
yKasaHus 3a ynoTpeba. 3a noseye WHMOPMALWA, MONs, HampaseTe CrpaBka C
6poluypata Ha Synthes “BaxHa nHdopmaLuma”.

CBbp3BaLuMTe npbYKKM Ca AOMbJIHEHWE KbM ornpefeneHnTe CcUcTeMu 3a 3afHa
CnuHanHa CcTabuamsaums, NocoueHn no-gony. Mvainte npeasua, ye ce Hyxgaete
KaKTO OT UMMNaHTNTE, Taka U OT MHCTPYMEHTUTE Ha BCUYKK onpefeneHn cncrtemu
3a 3a4Ha CnNWHanHa CTabuam3aums, KOUTO e Ce W3MoN3BaT 3a W3BbpLUBaHe Ha
npouegypara.

Moka3aHu crcTemu 3a 3afiHa CnuHaNHa [lnameTbp Ha NpbUKMTE

cTabunusauma

— CucTemu 3a 3a[Ha CnuHanHa cTabunmsauma Ha & 3,5/ 4,0/ 5,0/ 5,5/
Synthes @6,0 mm

— CnuHanHa cnctema DePuy EXPEDIUM 5,5 mm

yBepeTe Cce, Yye Ce 1u3nonseat CBbp3BaLlM NPbYKKM C gMamMeTpn CbOTBETCTBALLM Ha
CbOTBETHaTa CUCTeMa 3a 3a[Ha CrnHaaHa Ua6mnm3au,vm.

CBbp3BalMTe NpbYKM OT KobanT xpom (Co-Cr-Mo) He ca MpefdHasHayeHu 3a
CBbP3BaHe KbM CrHasHata cuctema DePuy EXPEDIUM.

MpepynpexxaeHus

CUAHO NpenopbyYnTesHO e CBbp3BaLMTe MNPbYKK Ja Ce UMMNaHTMpaT camo oT
onepwipaLLy XMpyp3u, KOUTO No3HasaT obLiuTe NpobaemMu Ha CNHaNHaTa Xupypria
1 ca CnocobHM Aa npunarat crneuuduyHnTe 3a NPOayKTa XUPYPrUYHM TEXHUKN.
VIMnnaHTaumAaTa TpabBa [fa Ce M3BbPWMW CbMNAcHO C yKas3aHuATa 3a
npenopbyMTesHaTa X1pyprnyHa npotedypa. XMpypruT e OTroBOpeH 3a ToBa Aa
rapaHTVipa NpaBWJIHO M3BbPLUBAHE Ha onepauuaTa.

Mpov3BoANTeNAT He e OTrOBOPEeH 3@ HWKakKBM YCIIOXHEHWA, HacTbnBaLin
BCNeACTBME Ha HenpaswiHa [uarHosa, u3bop Ha HemnpasufieH WMMNaHT,
HenpaBUIHO KOMBWHPaHV KOMMOHEHTY Ha UMMNGHTW U/UNV ONepaTUBHU TEXHIKY,
OrpaHnyYeHnATa Ha METOANTE Ha JIeYeHVe UK HeJOCTaTbyYHa acenTuka.

KomM6uHaumsa oT MeaULMHCKY usgenus
Synthes He ca TecTBanu CbBMECTWMOCTTa C W3AeNWs, NpefoCTaBAHW OT ApYyru
NPOV3BOANTENN, U HE NOEMaT OTFOBOPHOCT NP NOA06HM Ciyyan.

3a ynotpeba Ha CBbp3BaLiMTe MPBYKM CbBMECTHO CbC CMMHANHaTa CucTema
DePuy EXPEDIUM, Mosid, BUXTe yKka3aHuATa 3a CbOTBETHATa CUCTEMaA 38 KOHKPeTHa
nHopMauua.

MarHuTHo-pe3oHaHCHa cpeaa

CbvBmMecTMMO ¢ MP npu onpefenexHun ycnosus:

HeKNMHNYHO TeCTBaHe B HA-N0LLINA Bb3MOXEH CLIEHapy NOKa3Ba, Ye KOHCTPYKLMA

OT CBBP3BALLM NPBYKM CbC CUCTEMUTE Ha Synthes 3a 3aaHa cnuHanHa ctabunusaums

ca cbBMecTUMK ¢ MP npu onpefenexn ycnosua. Tesu apTukynu morat Aa 6vaat

CKaHUpaHu 6e30MacHo Npw CleAHNTe yCI0BuUA:

— CTaTuyHO MarHuTHO nosne 1,5 Tesla v 3,0 Tesla.

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

— MakcrManHoO HMBO Ha yCpeaHeHa LenoTenecHa cneunduyHa abcopbumsa (SAR)
1,5 W/kg 3a 15 MVHYTU CKaHupaHe.

Bb3 0CHOBa Ha HEKNUHUYHO TecTBaHe, KOHCTPYKUMA OT CBbP3BALLW MPBYKU CbC

cucTemMuTe 3a3afiHa CNHanHa cTabuausauya Ha Synthes Liie foBefe A0 NoBWLaBaHe

Ha TemnepaTypaTa C He noseye oT 5,7°C npy MakCMManHO HWMBO Ha ycpedHeHa

LenoTenecHa cneundunyHa abcopbums (SAR) 1,5 W/kg, oLeHeHo Ype3 KasopumeTpus

3a 15 MUHYTU MP ckaHnupaHe B MP anapart 1,5 Tesla u 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3cnefBaHe Moxe fja Obe HapyLLeHO, ako PerMoHBbT
Ha MHTepec e B TOYHO CbllaTa 061acT UK CpaBHUTENHO 61130 10 NONOXKEHNETO Ha
MMnnaHTa.

3a UH(OPMaLMA OTHOCHO ynoTpebaTa Ha KOHCTPYKLMA OT CBbP3BALLM NPBYKM CbC

CcnuHanHaTa cnctema DePuy EXPEDIUM B MP cpefa, Mona, BUXTe yKazaHuATa 3a
cnvHanHata cuctema DePuy EXPEDIUM 3a KOHKpeTHa nHpopMaLys.
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JNeyeHue npeau usnonsBaHe Ha UspenveTo

MpodykTuTe Ha Synthes, [OCTaBAHW B HeCTePUNHO CbCTOAHWE, TpAbea fa ce
MOYNCTAT U CTEPUAM3MPAT C Napa Npeamn xupypridHa ynotpeba. Mpedmn nouncreaHe
1 U3BajeTe OT OpWriHanHaTa onakoska. Mpean cTepunrsauma ¢ napa nocrasete
npofdykta B opobpeHa obBuBKa WM KoHTelHep. CrefBaiiTe ykasaHuaTa 3a
MoYncTBaHe W CTepunusaumsa, nLageHn B Opouwypata Ha Synthes “BaxHa
nHdopmauna”.

O6paboTka/noBTopHa o6paboTKka Ha uspenveTo

NoapobHu ykasaHua 3a 06paboTka Ha MMMNIaHTUTe U NOBTOPHa 0bpaboTka Ha
u3enuATa 3a MHOrokpaTHa ynoTpeba, Tabnute n KyTunTe 3a MHCTPYMEHTH, ca
nafeHun B bpoluypata Ha Synthes “BaxHa nHdopmauna”. YkazaHua 3a crinobasaHe
1 pa3rnobaBaHe Ha MHCTPyMeHTUTe “Pa3rnobnaBaHe Ha MHCTPYMEHTH, CbCTaBeHU
OT MHOIO YacTK” MoraT fja ce U3TerAT oT:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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