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YKa3aHus 3a ynotpeba

Mons, npeau ynotpeba npoyeTeTe BHMATENHO Te3W UHCTPYKLMM 3a ynoTpeba,
6polypata Ha DePuy Synthes “BaxHa MHOPMaLMa” 1 CbOTBETHUTE XMPYPTUYHN
TexHukK 3a MatrixNEURO (DSEM/CMF/0614/0016). YBepeTe ce, Ye no3HaBate
noaxoAsLiaTa XMpypruyHa TexHuka.

UmnnaHT(n): Matepuan(n): CraHnpapt(n):
Mnaku: TiCp ASTM F 76/DIN ISO 5832-2
Mpexa: TiCp ASTM F 76/DIN ISO 5832-2
Camonpo6buBalLM BUHTOBE: TAN DIN ISO 5832-11
CaMOHape3Hn BUHTOBE: TAN DIN ISO 5832-11
VIHCTpyMeHTu: PPSU/SST ISO 1183/DIN ISO 5832-1

SST (440A) DIN ISO 5832-1

SST (1.4117) DIN ISO 5832-1

SST 1.4112 1SO7153-1

SST 1.4301 ISO7153-1

SST 1.4021 1SO7153-1

SST 1.4542 ASTM F 899/A 564
MNpepHasHaueHne

Cuctemata oT nAaku 1 BUHTOBE Ha DePuy Synthes MatrixNEURO e npefHa3HayeHa 3a
3aTBapsHe Ha Yepena u/nam KoCTHa hukcauma.

Moka3aHua
KpaHnoToMuu, Bb3CTaHOBABAHE U PEKOHCTPYKLMA Ha YepenHn TpaBMU.

I'Ipomaono:(asauvm
yI'IOTpE6a B 001acTV C aKTVBHa WM NaTeEHTHa VIHCbGKLLMH nnn HepocTaTbyHO
KONN4eCTBO NNK KavyeCTBO Ha KOCTTa.

06w HeXXenaHu cbLbuTna

KaKTo npu BCUYKM roneMu XMpyprivyHy npoLenypu, MoraT Aa Bb3HWKHAT puUckose,
CTPaHUYHN ehekTH 1 HexenaHn CbouTns. Bbnpekn Ye MoraT Aa Bb3HUKHAT MHOTO
Bb3MOXHMW peakLym, HAKOW OT Hall-4ecTuTe BKIIOYBAT:

Mpobnemy, Bb3HUKBALLW BCIELACTBIE Ha aHECTe3WATa 1 NO3ULMOHMPAHETO Ha nauyeHTa
(Hanp. rageHe, noBpblUaHe, HEBPOOTUYHI YBPEXAaHUA W T.H.), TpoMb03a, embonus,
VHeKUUs 1in yBpexaHe Ha ApYrv CTPYKTYPU OT KPUTUYHO 3HaueHWe, BKIIIOUMTENHO
KPBBOHOCHM Cb0BE, OOUHO KbpBEHe, YBPeXAaHe Ha MekWTe TbKaHW, BK/. OTOK,
obpa3yBaHe Ha abHOPMHM LWKATPUKCK, PYHKLMOHANHO YBPEXAaHe Ha MYCKYSHO-
cKeneTHaTa cucteMa, 6011Ka, AMCKOMAOPT UM HeOobWYaHO ycelllaHe BCeACTBME Ha
NPUCHCTBUETO HAU3LENMETO, aNepryiHM peakLmy IV peak Ly Ha CBPbXUYBCTBUTENIHOCT,
CTPaHWYHK eheKTy, CBbP3aHU C U3MbKBaHe, pasxfiabBaHe, OrbBaHe WM CHynBaHe Ha
13LenneTo, JIOWO CBbP3BaHe, JIMMCa Ha CBbp3BaHe WK 3abaBeHO CBbp3BaHe, KOUTO
MoraT fa AoBeaT [0 CHyrnBaHe Ha UMMNaHTa, MOBTOPHa onepaLms.

CTepvao unspenue

n CTepununsiparo ¢ obnbyBaHe

CbXpaHsaBaiTe WMMNNaHTUTe B OpWUTMHANHAaTa WM 3aliMTHa OnakoBka M He ru
13Bax/aiTe OT onakoskaTa 40 MOMEHTa HenocpeACTBEHO nNpeay ynotpebda.

Mpean u3non3BaHe nposepeTe Cpoka Ha rOAHOCT Ha MPOAyKTa U Ce yBepeTe B
LIeNocTTa Ha CTepuHaTa onakoska. [la He ce U3M013Ba, ako OnakoBKaTa e nospe/ieHa.

N3penue 3a egHoKpaTtHa ynotpeba

® [a He ce nsnonsea NOBTOPHO

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

MOBTOPHOTO M3non3BaHe wnu obpaboTBaHe (Hamp. MoO4YWCTBaHe W MOBTOPHA
CTepuAM3aLms) MoraT [a HapywaT CTPYKTypHaTa LAnocT Ha U3AenveTo u/vwau fa
foBefaT [0 HeycnewHoTo My (QYHKLMOHUPaHe, KOeTO MOXe Aa MNPUYUHK
HapaHsBaHe, 3ab0/1sBaHe AN CMBPT Ha NaymneHTa.

OcBeH TOBa MOBTOPHOTO U3MOM3BaHe Ha U3Lenuns, NpeAHa3HayeHn 3a ejHoOKpaTHa
ynoTpeba, Moxe Aa Cb3gafe PUCK OT 3aMbpcsBaHe, Hanmp. BCAeACTBME Ha
npeHacAaHe Ha MH(eKLVo3eH MaTepuan oT eAuH Ha Apyr nauueHT. ToBa Moxe Aa
[l0Befie [0 HapaHABaHe Wau [o CMbPT Ha NaLMeHTa 1am onepaTtopa.

3aMbpCeHnTe UMNIaHTU He TpAbBa Aa ce obpaboTBaT OTHOBO. VIMMAAHTM Ha
DePuy Synthes, KOUTO ca KOHTAMUHMUPAHW C KPbB, TbKaH U/VAK TeNeCHN Te4HoCTH/
MaTepuw, H1UKora He TpAGBa fa Ce M3NoN3BaT NOBTOPHO M C TAX TpAOBa Aa ce bopasun
CbrNacHo ¢ BOSHNYHUA NPOTOKON. BbNpeku Ye Moxe Aa U3rnexaat HenospeneHy,
VUMMNaHTUTE MOraT Aa MaT Manku fedekTu 1 npefpasnosiokeHre KbM BbTPELLHN
HanpexeHusa, KOUTO MoraT ia NPVUYNHAT 3HOCBaHe Ha MaTepwuana.

MNpennasHu mepku

BHuMaBaiTe Aa npeanaseaTe MekuTe TbKaHu OT OTpA3aHK pbbose.

MoaMeHANTe U3HOCeHUTE NV NOBPEAEHM PeXeLLn UHCTPYMEHTY, ako PyHKLUMATa

pA3aHe He e afekBaTHa.

CpexeTe VMMaHTa B HenocpencTBeHa 6M30CT C OTBOPUTE 33 BUHTOBE.

Mpexa 3a PeKOHCTPYKUMA (31aTWUCTa) 1 NPefBapUTENHO OPOPMEHN (TeMMopanHy,

YenHwu, yHusepcanHu, FTP) mpexecTn nnaku morat fa 6bAaT cpA3BaHM camMo C

pexewma nHcTpymeHT MatrixNEURO 3a MpexecTu mnaku 3a PEeKOHCTPYKUMA C

Ne: 03.503.605.

[lokaTo 6bopaBswTe CbC cpA3aHaTa Mpexa, n3bareainTe ocTpuTe prboBe.

V136ArBaiiTe KOHTYpVpaHe Ha UMMaHTa in situ, Tbif KaTo TOBa MOXe [a fjoBeAe [0

HenpaBuIHO NOJIOXeHNe Ha MMMJIaHTa.

MpekaneHo 1 NOBTaPALLO Ce OrbBaHe Ha MMMIaHTa NOBULWIAaBa PUCKa OT CHynBaHe

Ha MMMJ1aHTa.

MpexXa 3a PeKOHCTPYKUMA (31aTWCTa) 1 NpefBapuTeHO OPOPMeHK (TemnopanHu,

YesnHu, yHMBepcanHu nan FTP) MpexecTu nnaku mMorat fa 6bAaT orbBaHM caMmo ¢

orbBaLLmMa nHcTpyMeHT MatrixNEURO 3a Mpexa 3a pekoHcTpykuma ¢ Ne: 03.503.602.

Cneu KaTo cCe MpuKa4Yn C noCTaBAHETO Ha WMMaHTa, W3XBbpPeTe BCUYKU

parMeHTn UM MOANMULMPAHN YacTu B 0R0BPeH KOHTeHep.

KoraTo w3nonssate niaky, MpexXa 3a PEeKOHCTpyKUMA (3natucta) uwau

npenBapuTenHo oopMeHy (TemMnopanHu, YenHu, yHusepcanHu, FTP) mpexecTu

nnaku, ysepete ce, ye packute Ha OTBOPUTE Ca OTrope.

MpobuitTe NpeaBapuUTENIHO OTBOPWTE B MBTHI KOCTU, KOTaTo U3ros3BaTe BUHTOBE

C pasmep 5 mm.

3a npefBapyvTesHo NpobrBaHe K13non3BaiTe caMmo cepefen ¢ pasmep 1,1 mm.

CkopocTTa Ha npobuBaHe HUKOra He TpAbBa Aa npesuwasa 1 800 obopoTa B

MWHyTa, 0COBEHO B MIBLTHW, TBBPAM KOCTU. [0-BWCOKA CKOPOCT Ha npobusaHe

MOXe Aa fosefe [0:

— TepMuYHa HeKPO3a Ha KOCTTa,

— N3rapAaHna Ha MeKU TbKaHwu,

— NpekasieHo rofiiM OTBOP, KOETO MOXe Aa [oBefe A0 HaMaseHa CUIa Ha OMbH,
nosullieHa xnabuHa Ha BWMHTOBETE MO BWHTOBAaTa JfIMHUA B KOCTTa, Ao
cybonTrmanHa ukcaumns u/mam o HeobxoAMMOoCT OT U3MO3BaHe Ha BUHTOBE
3a CnewHn cnyvau.

V136arsaiiTe noBpexaaHe Ha pe3buTe B NaakunTe CbC CBPEAJIOTO.

BuHarn upurupaiite no Bpeme Ha npobuBaHe, 3a Oa u3berHete TepMUYHO

yBpex/JaHe Ha KOCTTa.

Wpurnpante v npuaoxeTe acnupauma 3a OTCTpaHABaHe Ha oCTaTbLWTe, KOUTO e

Bb3MOXHO [la 6bAaT reHepupaHu No Bpeme Ha MMNIaHTaUMATa Wan n3BaxaaHeTo.

Crebnata Ha OTBepTKMTE Ca CaMO3aAbpXalyM ce WHCTPyMeHTU. [oaMeHsanTe

M3HOCEHUTE 1AW NoBpefeHn cTebna Ha OTBEPTKU, ako PyHKLMATA 3aibpxKaHe He e

aflekBaTHa.

dukcnpaiiTe n3LAN0 cTebn0TO NepreHanKYIAPHO Ha rlaBaTa Ha BUHTa.

MocTaBeTe camonpobumBaLLya BUHT C pa3Mep 1,5 mm nepneHanKynapHoO Ha KocTTa

B CbOTBETHAaTa Naka Wav CbOTBETHMA OTBOP Ha Mpexara.

ﬂpeu,eHeTe nogxogAauiaTta AbJsiXXWHa Ha BUHTA, 3a Aa nsberxete HapaHABaHe Ha Mno-

[lofIHaTa CTpykTypa npv TBbPAE [ObArM BUHTOBE WM pa3xnabsaHe w/unwu

pasmMecTBaHe Ha nJjiakaTta Npu TBbpAe KbC BUHTOBE.

BH1MmaBaiTe fa He Mpe3aTerHeTe BUHTA.

3a fa onpefdenu LoCTaTbyHaTa CTeneH Ha dMKcauua 3a CTabUAHOCT, XUPYpruT

TpAbBa Aa npeLieHn pa3mepa 1 popmaTa Ha hpakTypaTa UM oCcTeoToMUATa.

Mpu Bb3CTaHOBABaHe Ha ocTeoTomuK DePuy Synthes npenopbyBa Hail-Manko Tpu

nnaku CbC CbOTBETEH BPOWI BUHTOBE. 3a OCUTYpABaHE Ha CTabWMIHOCTTa Ha rofeMu

pakTypn 1 0CTEOTOMUM Ce NpenopbyBa AOMbAHUTENHa huKcaLua.

Mpy n3nNon3BaHeTO Ha MpeXa 3a no-ronemMn pAedekTn, ce npenopbysaT

OONbNIHNTENIHWN BUHTOBE 3a CbVIKCaLI,Mﬂ.

Cnep MOCTaBAHETO Ha WMMIaHTa, MpWUrMpanTe 1 NPUNOXeTe acnupauusa 3a

OTCTpaHABaHe Ha OCTaTblLiN, KOUTO € Bb3MOXHO ia 6bﬂaT reHepunpaHu no spemMe Ha

MMANaHTaumATa.

3a npenBapuTenHo odopmMeHn MpexecTn nnaku Ne: 04.503.151S, 04.503.152S,

04.503.155S, 04.503.156S, 04.503.157S n 04.503.158S, BUHTOBE, MOCTaBAHW B

oTBopu 6e3 chacku BOAAT A0 NO-BUCOK NPOUN B CPaBHEHME C BUHTOBE, MOCTaBAHM

B OTBOPY C chacku.

Mpepynpe>xxaeHus

CuctemaTa 3a dukcaums MatrixNEURO He e npepHasHayeHa 3a yrnotpeba npw
NaUVeHTV C He3aBbpLUEH KOCTeH pacTex. KaTo anTepHaTuea Tpsabea Aa ce ooMucau
13non3BaHe Ha pe3opbrpyeMi NpoaykTH 3a hukcaLma.

Te3un n3penusa moraT Aa ce CHynAT no BpeMe Ha ynotpeba (korato 6bAaT NOANOXEHU Ha
npeKaneHo rofeMu CUAN UV N3BBbH NpenopbynTeNHaTa XMPYPriuyHa TexHKa). Bbnpeku
4e XupyprT TpsabBa fja B3eme NocaeAHOTO peLlieHye 3a OTCTPaHABaHe Ha CYyneHun 4acTu
Bb3 OCHOBA Ha PUCKa, CBbP3aH C TOBa, HWe NpenopbYBame BUHAr, KOrato e npakT1yeckm
Bb3MOXHO 3@ OTAe/HMA NaLMEeHT, CHyneHaTa 4acT fja ce OTCTpaHABa.

TpabBa fa CTe HaACHO, Ye MMMIAHTUTEe He Ca Taka CUSIHW KaTo HaTWBHaTa KOCT.
IMNNaHTUTe, MOANOXEHN Ha 3HaYNTeNIHM HaTOBapBaHUA, Moxe fa He
yHKLMOHMPAT yCneLHo.

MenuunHCKUTE U3genns, CbAbPXalln HepbxXAaemMa CTOMaHa, Morat 4a NpUUuHAT
anepruyHun peakumm Npu NaumeHT CbC CBPBXYYBCTBUTEHOCT KbM HUKEN.



WUHdopmauums 3a AMP

YcykBaHe, usmecTBaHe 1 apTecdakTu B U306 pa>keHneTo cnopep cTaHAaapTuTe
ASTM F 2213-06, ASTM F 2052-06e1 n ASTM F 2119-07

HeKkNMHWYHO M3NMTBaHe OTHOCHO Hal-HebnaronpuAaTHUA cueHapuid npu 3 T AMP
CCTEMA HE MOKa3a HIKAKBO 3Ha4YMMO YCyKBaHe UM U3MeCTBaHe Ha KOHCTPYKLUMATa
3a eKcrneprMeHTaHO M3MepeH J10KafleH MPOCTPaHCTBEH FPAAVEHT Ha MarHUTHOTO
none ot 5,4 T/m. Hai-ronemuaTt aptedakT B M306paxeHMeTO Ce MpocTupa Ha
npnbansnTenHo 34 mm OT KOHCTPYKUMATa MpW CKaHupaHe C W3nons3BaHe Ha
rpafueHTHo exo (FE). TecTBaHeTO e 13BbpLUEHO B 3 T AMP cncTema.

PapnouectoTHo (PY)- HayuupaHo 3arpsaBaHe B cboTBeTcTBMEe ¢ ASTM F 2182-11a
HekMHWYHa enekTPOMAarH1THa U TepMUYHA CYMYNALWS NPY Hai-NoLWnA Bb3MOXEH
cLeHapwit Boaun Ao TemnepaTypHu nosuiieHna ot 10,7 °C (1,5 T) n 8,0°C (3 T) B
ycnosua Ha AMP ¢ w3non3saHe Ha pagmoyecToTHu (PY) 6obuHn (ycpepHeHa
LenoTenecHa cnelmdunyra abcopbuma [SAR] 2 W/kg 3a 15 MuHyTW).

MpepnasHu mepkun

CrnomMeHaTWAT No-rope TecT Ce OCHOBaBa Ha HeKJMHWYHO TecTBaHe. PeanHoTo

MoBULLUABaHe Ha TemnepaTypaTta B NalVeHTa e 3aBUCK OT MHOXeCTBO (DaKkTopw,

ocseH SAR 1 BpemeTo Ha npunoxeHune Ha PY. ETo 3aL10 e npenopbynTenHo aa ce

06pbLLa BHUMAHMeE Ha ClleJHATE TOYKU:

— [lpenopbynTeNHo e cTapaTenHo Aa ce HabnaasaT NauneHTUTe, NOANOXKEHN Ha
MP ckaHupaHe, 3a Bb3HMKBaHe Ha ycelllaHunsa 3a TemnepaTypa u/unm 6onka.

— MauneHTn C yBpedeHa Tepmoperynauua wav TemnepaTypHa YyBCTBUTENHOCT
TpsAbBa Aa ce W3KJOYBAT OT Npoleaypu 3a MP ckaHupaHe.

— o npvHUMN e NpenopbYMTeNHO da Ce U3non3sa cuctema 3a AMP ¢ Hucka
HanperHaToCT Ha NONeTO MPU HaNNYMe Ha MPOBOAMMYM UMMNNAHTK. M3non3BaHaTa
cneundmyHa cteneH Ha abcopbuma (SAR) TpabBa ga ce Hamanu KOJKOTO e
Bb3MOXHO noseye.

— V13non3BaHe Ha BEHTWUIALMOHHATa CMCTEMa MOXKe AOMbIHUTENHO Aa AoNpuHece
3a peayLMpaHe Ha NOBULLABAHETO Ha TeMnepaTypaTa Ha TANOTO.

TpeTupaHe npeau UsnonsBaHe Ha U3fenMeTo

MpoaykTuTe Ha DePuy Synthes, [OCTaBAHM B HECTEPUIIHO CbCTOSHME, TPAOBA Aa ce
MOYNCTAT M CTEPUAM3MPAT C Napa Npeamn X1pypridHa ynotpeba. Mpedmn nouncreaHe
T U3BaZeTe OT OpUrMHaHaTa onakoBka. Mpean cTepunu3aumns ¢ napa nocrasete
npofykta B ofobpeHa ob6BMBKAa WM KOHTerHep. CrefpanTe WHCTPyKUMATA 3a
MOYNCTBaHe U CTepuaM3auuvs, AafeHa B Opowypata Ha DePuy Synthes “BaHa
nHdopmaumna” (SE_023827).

CneuuanHu ykasaHus 3a pabota

1. V13bepeTe umnnaHTa
1136epeTe NOAXOAALLMTE UMMIAHTY.
Cnctemata oT nnaku 1 BuHToBe MatrixXNEURO cbabpxa ronamo
pa3Hoobpasve oT Nakw, kanaveta 3a OTBOPY OT Hopepu, Mpexa 1 BUHTOBE.

2. Opa3mepeTe UMMaHTa (ako e HeobXo4nMO)
VIMnnaHTvTe MoraT fja ce npepexar U 0pa3MepAT, 3a Aa CbOTBEeTCTBAT Ha
aHaTOMUATA Ha NaLMeHTa W Ha HYXXOMTe Ha KOHKPETHUA Clyyal.

3. KoHTypwpaiiTe MMnnaHTa (ako e Heobxo[MMO)
VIMNAaHTBT MOXe AOMbAHUTENHO @ Ce KOHTYpUpa, 3a ia CbOTBETCTBA Ha
aHaTOMMATA Ha NauveHTa.
136arBaiiTe KOHTYypVPaHe Ha MMMNaHTa in situ, KOeTo MoXe Aa Aosene [0
HenpaBWIHO MOIOXeHWE Ha MMNNaHTa.

4. TNo3nunoHMpanTe uMnnaHTa
Mo3nLUVOoHVpPanTe UMNNaHTa B XeIaHOTO MeCTOMNOIOXKeHMe C MOMOLLTa Ha
NOAXOAALLMSA AbPXKay 3a nnaka.

5. TpobwiTe NpenBapuTeNHO OTBOPMTE 3a BUHTOBETE (OMUVOHHO)

6. 3akpeneTe MnNnaHTa
MocTaBeTe camonpobuatlmTe BUHTOBEe MatrixNEURO 1,5 mm, 3a fa
3akpenuTe MMNNaHTMTe. AKO CaMonpoburBaLLMAT BUHT He 3afibpxa 4obpe,
noAMeHeTe ro C BUHT 3a CMeLwHm ciyyam ¢ pasmep 1,8 mm cbC CblyaTa
ObAXMHA.

3abenexka

Mpenun No3nLUMOHMPaHe Ha KOCTHaTa NPUCaAKa BbPXy NalveHTa, 3a NpeanoynTaHe
€ MMNNaHTUTE Aa Ce 3aKPenAT MbPBO KbM KOCTHATa Npucagka.

1. 3akpeneTe XenaHuTe Nnaky KbM KOCTHaTa Npucaaka.

2. Tlo3vuMoHUpaiTe KOCTHATa NpUcafKka BbpXy NauyeHTa.

3. 3akpenete nnakuTe KbM Yepena.

O6paboTBaHe, NOBTOPHO 06paboTBaHe, rpuiXka U NoAAPbIKKA

3a 0bLLM yKa3aHwWA, ynpasneHune Ha pyHKLWATa 1 pa3rnobaBaHe Ha HCTPYMEHTH,
CbCTaBEHM OT MHOTO YacTU, KaKTo W 3a yka3aHus 3a 0bpaboTBaHe 3a UMMNaHTK,
MOJI, CBbpXKeTe Ce C MeCTHWA TbProBCKY NPeACTaBUTeN UN BUXTE:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance

3a obLa MHdopMaLmMsa OTHOCHO NoBTopHaTa obpaboTka, rpukata 1 noaapbXKaTa
Ha V3fenraTa 3a MHOrokpaTHa ynotpeba Ha DePuy Synthes, Tabnute n kyTumTte
33 UHCTPYMEHT Ha, KaKTo 1 3a 06paboTka Ha HeCTePUIHUTE UMMNAHTU Ha
DePuy Synthes, mons, HanpaseTe crpaska B OpoLLypaTa “BaxHa MHdopmaumua”
(SE_023827) nnwi BrxTe:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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