YKazaHus 3a ynotpeba
Mandible External Fixator Il

Te3u ykasaHws 3a ynotpeba He Ca

IpefHa3Ha4YeHn 3a pasnpocTparHermne 8 CALLL

PbKoBOAcCTBaTa NoANeXKaT Ha MPOMEHMU;
Hal-aKTya/iHaTa BEPCUA Ha BCAKO PbKOBOACTBO
MOXKe BMHarun Aa ce Hamepu B UHTEPHEeT.
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YKa3aHus 3a ynotpeba

Mandible External Fixator Il

Mons, npean ynotpeba npoyeTeTe BHUMATENHO Te3M yKa3aHua 3a ynotpeba, 6po-
wypata Ha Synthes "BaxHa MHMOpMaUMA" 1 CbOTBETHWUTE XVMPYPrUYHN TEXHWKMN
Mandible External Fixator Il (DSEM/CMF/1114/0048). YBepeTe ce, Ye No3HaBaTe CbOT-
BETHaTa XMPypruyHa TexH1Ka.

DduKcauma Ha KOCTHM pakTypu 4pe3 BbHLLIEH DVKCALMOHEeH MeTOg, C 13Mno3BaHe
Ha UrKn, KNamnu 1 WaHLOoBW BUHTOBeE.

Martepuan(un)

NMnnaHT(n): Matepuan(n): CraHpapT(n):
Schanz BuHT TAN ISO 5832-11
Cebp3Ballia Urna TAN I1SO 5832-11
CBbp3BaLla Knamna TAV ISO 5832-3
KunpwHeposa nrna HepbX/aema cToMaHa ISO 5832-1
LLlabnoH 3a orbBaHe CUNIMKOHOB Kay4yk ASTM F2042
MpennasHa Kanayka MonnBMHUAXNOPUL ASTM D1785-05
CBbp3BaLla urna Epon ¢ BbraepoAHun BnakHa ES0050

MpepHa3HavyeHne
Mandible External Fixator Il e npefBuaeH 3a ctabunusnpaxe v ocurypsaBaHe Ha ne-
JeHVe 3a dpakTypy Ha MakcunodalmanHata obnact.

Moka3aHua

Mandible External Fixator Il e noka3aH 3a cTabuimsnpaHe 1 ocUrypsisaHe Ha fiedeHune
3a (hpaKTypun Ha MakcunodauvanHata 0bnacT, BKIYNTENHO!

— TexKu oTKpUTW MaHANOYNapHW hpakTypu

— CUnHo dparmMeHTUpaHm 3aKkpuTu hpakTypu

— Jlnnca Ha cBbp3BaHe v 3abaBeHO CBbp3BaHe (0CO6eHO CBBbP3aHO C UHEKLMSA)
— ®pakTypw, CBbP3aHu C MHdeKLMs

— Pe3ekuud Ha Tymop

— Kopekuuu Ha nuuesn gedopmuteTy

— OrHecTpenHu paHu

— MaHdauvanHu hpakTypu

— MoAabpxaHe Ha n3rapaHua

— [JedekTn c u3non3saHe Ha KOCTHW rpachToBe

npOTMBOHOKaBaHMH
Hama CFIeLLM(i)VI‘-lHVI NpoTnBOMNoOKasaHuA.

06K HeXXenaHn cbLouTna

KakTo npu BCUYKW rofiemMy XUpYpPryHn nNpoueaypy, € Bb3MOXKHO Bb3HUKBAHETO Ha
PUCKOBE, CTPAHWUYHK eeKTr 1 HeXeaH! CbBUTKA. BbNpeku ye MoraT fa Bb3HUKHAT
MHOTO Bb3MOXHW peakLiu, HAKOW OT Hal-4ecTuTe BKoYBAT: Mpobnemu, Bb3HUKBa-
LW BCNEACTBME HA aHeCcTesnsATa 1 No3nLUMOHMPAHETO Ha nauueHTa (Hanp. rageHe,
MOBpPbLLAHE, HEBPOIIOrUYHU YBPEXAAHWA U T.H.), TPOMBO03a, embonns, uHekums
UV YBPEXAAHE Ha APYri CTPYKTYPU OT KPUTUYHO 3HAYeHUe, BKITHOUNTENHO KPbBO-
HOCHW CbAoBe, 0BMHO KbPBEHE, YBPEXJaHe Ha MEKMTe TbKaHw, BKJI. OTOK, 06pasy-
BaHe Ha aBHOPMHU LIMKATPUKCK, (YHKLMOHAHO YBPEX AaHe Ha MYCKY/IHO-CKeNeTHa-
Ta cuctema, 6oska, ANCKOM@OPT wau HeobuyanHo ycellaHe BCAeAcTBME Ha
NPUCHCTBMETO Ha M3LENNETO, anepruyHn peakumm iy peakumm Ha CBPbXYyBCTBIU-
TENHOCT, CTPaHUYHU edeKTyr, CBbp3aHu C U3MbkeaHe, pasxfiabsaHe, orbeaHe Wan
CYynBaHe Ha 13LeNneTo, JIOLLO CBbP3BaHe, NMNCa Ha CBbp3BaHe U/ 3a6aBeHO CBbP3-
BaHe, KOWTO MOTaT fja OBeAaT A0 CYyMBaHe Ha MMJIaHTa, NOBTOPHA ornepauus.

N3penue 3a egHoKpaTtHa ynotpeba

® He ynoTpebsBaiiTe NOBTOPHO

MpoaykTun, NpefHa3HayeHy 3a eqHokpaTHa ynotpeba, He TpabBa Aa ce usnonseat
MOBTOPHO.

MOBTOPHOTO M3MNon3BaHe UK 0bpaboTeaHe (Hanp. NOYNCTBaHe U MOBTOPHa CTepw-
N3aunsa) MoraT Aa HapyLwaT CTPyKTypHaTa LAanoCT Ha U34enneTo u/wnv fa fnosenat
[10 HeyCreLHOTO My YHKLMOHMpaHe, KOeTO MOXe Aa NPUYNHM HapaHaBaHe, 3a60-
NABaHe WM CMBPT Ha NaLMeHTa.

OcBeH TOBa NMOBTOPHOTO U3MOJ3BaHe Ha U3Lenusa, NpeAHa3HayeHn 3a eJHoOKpaTHa
ynoTpeba, Moxe fja Cb3afe prck OT 3aMbpCsABaHe, Hanp. BCIeACTBME Ha NpeHacs-
He Ha nHbekLMo3eH MaTepran OT e4yH Ha Apyr nauveHT. ToBa MoXe fa AoBefe [0
HapaHsBaHe UM 40 CMBPT Ha NaLyeHTa uau onepaTopa.

3aMbpCeHnTe UMNNaHTK He TpAbBa Aa ce obpaboTBaT OTHOBO. VMMAaHTM Ha
Synthes, KOMTO ca KOHTaMWHUPAHW C KPBB, TbKaH W/WK TeNecHN Te4HocTn/maTe-
pvK, HKKOra He TpAbBa Aa ce U3Mon3BaT MOBTOPHO W C TAX TpAbBa Aa ce 6opasun
CbrNacHo ¢ BOSHNYHUA NPOTOKON. BbNpeku Ye Moxe Aa U3rnexaat HernospeneHy,
VUMMNAHTUTE MOraT a MMaT Masku AedekTn 1 BbTPeLIHN HanpexXeHns, KOUTo Mo-
raT a NpUYMHAT yMopa Ha MaTepuana.

MNpennasHu mepku

— Wrnata TpabBa Aa ce NocCTaBu Ha NPUBAU3UTENHO €UH NPBCT Pa3CToAHME OT
KOXaTa Ha nalveHTa, paBHOMepHO MO LAnaTa AbJXKMHA Ha urnarta.

— He 3aTAraite npekaneHo knamnaTa, Tbit KaTo TOBa Lie JoBefe A0 NOBpeaa Ha
KaHtonarta.

— OTYyeTeHaTa CTOVHOCT OT U3MEPBaTEIHOTO YCTPOWNCTBO NpeAcTaBaABa Abndoun-
HaTa Ha OTBOpa, a He AebesMHaTa Ha KoCTTa.

— CKopoCTTa Ha npobusaHe Hukora He Tpsbsa Aa npesuwasa 1 800 obopoTa B

MVIHyTa, 0CODEHO B MIBTHYW, TBBPAM KOCTH. T0-BMCOKa CKOPOCT Ha npobusaHe

MOXe Aa AoBeje [0:

— TepMWYHa HeKpo3a Ha KocTTa,

— MeKOTbKaHHW 13rapaHusa,

— NpeKaneHo ronam oTBOP, KOETO MOXe [la foBefe A0 HaMmaseHa Cina 3a usTer-
NAHe, yBenyyeHa xNabaBoCT Ha BHTOBeTe C 06pa3yBaHe Ha WBWLIM MO KOCTTa,
cybonTumanHa dukcaumns u/mnu HeobxoAMMOCT OT M3M03BaHe Ha BUHTOBE 3a
CnewHn cyyan.

BuHarv upurmpante no Bpeme Ha NpobriBaHe, 3a Aa n3berHete TepMUYHO yBpeEX-

[aHe Ha KoCTTa.

Vipurupavite 1 npunoxeTe acnmMpaLma 3a OTCTpPaHABaHe Ha OCTaTbLWTe, MOTeH-

UMaNiHO reHepupaHy No Bpeme Ha UMIAaHTauvaTa v n3BaxaaHeTo.

PaboTeTe C U3genuATa BHUMATENHO U N3XBBPAANTE U3HOCEHUTE MHCTPYMEHTY 3a

pA3aHe Ha KOCT B 0106peH KOHTelHep 3a 0CTpU NpeAMeTU.

MecTaTa Ha LWmndTOBETEe TPAGBa fa ce 0OrpMxBaT WaTeNHo, 3a Aa ce usberHe

VH(eKUMA Ha NbTA Ha WydpTa. BuHToBeTe Schanz morart fia ce orpafAT ¢ rbbu ot

MAHa C aHTUCENTUYHO NOKPUTMeE KaTo Ha4uH 3a n3bAreaHe Ha nHdbekuma. C naumn-

eHTa TpAbBa Aa ce 06CHAM NpoLieAypa 3a rPUXKM 3a MACTOTO Ha LWudTa.

MpepynpexaeHue
VIHCTPYMEHTWTE 1 BUHTOBETE MOXE [a UMaT OCTpY pbboBe U NOABUXHU CBbpP3Ba-
HISA, KOUTO MOraT Aa NPOBUAT MK Aia CKbCaT PbKaBuLaTa UK Koxarta Ha notpebutens.

MarHuTHo-pesoHchua cpepa

YcykBaHe, usmectBaHe u aptedakTu B n3o6pa>keHUeTo cnopep ctaHpap-
TuTe ASTM F2213-06, ASTM F2052-06e1 n ASTM F2119-07

HekMHWYHO TecTBaHe B HaW-NOLWNA Bb3MOXeH cueHapuii B 3 T AMP cuctema He
noka3sBa HMKaKBO 3Ha4YMMO YCyKBaHe UK M3MeCTBaHe Ha KOHCTPYKLMATa 3a ekcre-
PVIMEHTaNIHO M3MepeH NIOKaNeH NPOCTPaHCTBEH FPAAMEHT Ha MAarHUTHOTO noJie oT
24,10 T/m. Han-ronemuaT apTedakT B M306pa>keHneTo ce e npocTupan Ha npubnu-
3uTenHo 15 mm OT KOHCTPYKUMATA NPV CKaHvpaHe C W3noNn3BaHe Ha rpagueHTHo
exo (GE). TectBaHeTo e n3BbpLieHo B 3 T AMP cucTema.

PapgunouectotHo (PY) uHayumMpaHo 3arpsBaHe B cboTBeTcTBUE ¢ ASTM
F2182-11a

HekIMHMYHa eNeKTPOMArHUTHa 1 TepMUYHa CUMYNauns Npu Han-NoLLKA Bb3MOXEH
CLLleHapwi BoAW 40 TeMnepaTypHu nosuiueHus ot 5,8° C(1,5T) n 5,5° C(3T) B ycno-
BuA Ha AMP c u3nonseaHe Ha paanoyecToTHM (PY) 606uHNM (ycpenHeHa LenoTenec
Ha CTeneH Ha crneunduyHa abcopbuns (SAR) 2 W/kg 3a 15 MUHYTW).

MNpennasHu mepku

CnomMeHaTUAT No-rope TeCT Ce OCHOBAaBa Ha HEK/IMHWYHO TeCTBaHe. PeasHoTo NoBu-

LLlaBaHe Ha TemnepaTypaTa B NaLMeHTa e 3aBUCU OT MHOXECTBO PaKTopW, OCBEH

SAR v BpeMeTo Ha npusoxeHue Ha PY. 3aToBa ce NpenopbyBa Aa ce 06bpHe creumn-

a/HO BHUMaHWe Ha CnegHuTe TOYKM:

— lpenopbyuTenHo e cTapaTesnHo fa ce HabnogaBaT nauneHTTe, NOAN0XKEHN Ha

MP ckaHMpaHe, 3a Bb3HWKBaHe Ha ycelllaHua 3a TemnepaTypa w/unu 60oska.

MauneHTV C yBpefeHa TepMoperynauva way TemnepatypHa YyBCTBUTENHOCT

TpAbBa Aa Ce M3KNO4BaT OT NpoLieaypw 3a MP ckaHupaHe.

Mo NpyHUMA ce MpenopbYBa Aa Ce U3non3sa cncteMa 3a AMP € HUCKa HanperHaTocT

Ha NOJeTO NpY HaSIMYMETO Ha MPOBOAUMU UMMNAHTW. V3non3BaHaTa cneumduyHa

cTeneH Ha abcopbuus (SAR) TpabBa fia ce Hamau, KOSKOTO € Bb3MOXHO roseye.

— M3non3BaHe Ha BeHTUMAUMOHHATa CUCTEMA MOXe JOMbAHUTENIHO fa fonpuHece
3a peflyuMpaHe Ha NOBWLLIABAHETO Ha TemnepaTypaTa Ha TANOTO.

CneuunanHu ykasaHus 3a pabota
®ukcauwa ¢ n3nonssare Ha Schanz BuHToBe
[MoaroToBka Ha naumeHTa
ViaeHTudrumpanTte nogxoaalmTe uram
KoHTypupatite wabsoHa 3a orbBaHe
KoHTypupaiTe urnataurnure)

YBepeTe Ce B NaCBaHETO 1 MECTOMONIOXEHNETO Ha BUHTOBETE
HanpaseTe manbk npoboaeH paspes
HanpaseTe AucekUMA Ha MekaTa TbkaH
MmMnnantupante Schanz BUHT
VimnnaHTyipaiTe BTOpK Schanz BUHT

10. CrnobeTe TBbpAATa KOHCTPYKLMS

11. MpribaseTe TpeTa knamna

12. WmMnnaHtvpanTe Tpetn Schanz BUHT
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13. 3aBbpLueTe KOHCTpyKUMATa
14. TlpoBepeTe peayKLyVATa U peryavipante
15. Mopapexete Schanz BMHTOBETe 1 UrnaTa (He3aLb/KUTENHO)

He3aob/ixuTesHa TeXHUKA 3a UMNNaHTpaHe Ha Schanz BUHTOBe
1. TpobuinTe KOCTTa NpeABapUTENHO

13non3BanTte n3mepsBaTesHO YyCTPOUCTBO

1136epeTe 1 n3mepeTe Schanz BrHTa

. 3apepete Schanz BuHTa

VIMnnaHTupanTe Schanz BuHTa

OTcTpaHeTe afantopa oT MMMNAaHTUPaHWa Schanz BUHT

ovs W

O6paboTBaHe, NOBTOPHO 06paboTBaHe, rpuka u NoaApPbXKKaA

3a 06LUW yKasaHws, ynpasneHne Ha yHKUMATa 1 pa3rnobasaHe Ha WHCTPYMEHTU,
CbCTaBEHM OT MHOrO 4acTy, KakTo 1 3a ykasaHua 3a o6paboTBaHe 3a UMMNAAHTU,
MOfIA, CBbPXKETe (& C MeCTHUS TbpProBCKW MpeacTaBuTen UM  BUXTE:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance

3a obLa uHdopMaLya 3a NOBTOPHa 06paboTka, rpuxa 1 NoAApbXKa Ha u3penuaTa
3a MHOTOKpaTHa ynotpeba, TabsuTe 1 KyTUnTe 38 UHCTPYMEHTH, KaKTo 1 3a 06paboT-
Ka Ha HeCTepunH1Te UMNNaHTK Ha Synthes, Mons, HanpaseTe cnpaBka B bpoluypaTa
“BaxkHa MHdopmauma” (SE_023827) nnu suxre:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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