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06nyieg xpriong

NapakaAoVpe 5laBAOTE MPOCEKTIKA TPV AT TN XProN QUTEC TIC 0dnyieg xprong,
TO EVTIUTIO «ZNUAVTIKEG TANpodopiec» NG DePuy Synthes kal Ti¢ avtiotolxeg
XELPOUPYIKEC TEXVIKEG TOU MatrixNEURO (DSEM/CMF/0614/0016). BeBaiwBeite 6Tt
eloTe €OIKEIWPEVOL PE TNV KATAAANAN XEIPOUPYIKH TEXVIKT.

Epdotevpal-ta): YAwKO(-a): Mpodtumo(-a):
MAGKEC: TiCp ASTM F 67/DIN ISO 5832-2
NAgypa: TiCp ASTM F 67/DIN ISO 5832-2
AUTOKOTTOUOEG RISEC: TAN DIN ISO 5832-11
AuTokoxAloUPEVEG BiSEC: TAN DIN 1SO 5832-11
EpyaAeia: 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 1SO7153-1

SST 1.4021 1SO7153-1

SST 1.4542 ASTM F 899/A 564
Mpoopi{opevn xprion

To ovotnua mAakwv kat Péwv MatrixNEURO tng DePuy Synthes mpoopiletat yia
Kpaviakr oUyKAELoN r/kal kKaBAAWGN 0oTwV.

Evéeigelg
KpavioTtopEg, anokatdotaon Kpaviakol Tpavpatog Kal avaKataokeun.

Avtevdeigelg
Xprion oe meploxég He evepyd i AavBdvouoa Aolpwén 1 avemapkr nocodtnta
noldtnta ootou.

Fevik@ Avemu@ounta Zuppavia

OTW¢ oUPPAIVEL PE OAEC TIC COBAPEC XELPOUPYIKES EMEUPATELS, MMTOPE] va TTPOKLYOULY
Kivbuvol, mapevepyeleg kal averBuunta ocupfBavta. Mapott unopel va cupBouv
TOAAEC TIBAVEC AVTIOPAOTELC, HEPIKEC ATO TIC TILO KOLWVEG TIEPIAQUBAVOLV:
MpoPArpata mou MPoKUTTOUV amo Tnv avalodnoia kat tnv tonobetnon tou acbevoug
(.. vauvtia, €UETOC, VELPOAOYIKEG Slatapayeg, K.ATL), Opoupwon, eupoAn, Aoiuwén
1) TPAUHATIOHOC AAAWY KPIOIHWY SOHWY, CUUTEPIAQUBAVOUEVWY TWY AIMODOPWY
ayyeiwv, ekTetapévn alpoppayia, PAGBN Twv paAakwy popiwv cupmepiAapBavouévou
TOU OIBAHATOE, OXNMATIONOC OUAWY, AEltoupyikh Slatapayrf TOU HUOCKEAETIKOU
OUOTANATOG, TTOVOC, Suadopia 1 Un Guctloloyikr aioBnon Adyw tng mapouvaoiag Tou
nipoidvtog, aAlepyia ry avuidpdoels unepevalobnaoiag, mapevépyeleg ou oxetidovtal
JE TNV TIPOELOXN TOU ULAIKOU, YaAdpwon, kauyn r Bpavon tou TpoiovTog,
PeuddpOpwoarn, pn nwpwon r kKabuoTEPNUEVN TTWPWON TTIOU UMOPEL va 0dnyrjcouv
o€ Bpalon Tou epdUTELHATOC f EMavAANPn TN eméuBaonc.

ATIOCTELPWHEVO TIPOIOV

STERILE ATIOOTEIPWUEVO HE Xprion aktivoBoAiag

AToONKEVOTE T EUPUTELHATA OTNV APXIKF) TPOCTATEVTIKY TOUG CUCKELAGIA KAl NV
Ta adalpEoeTe and TN oUOKELASiA TAPA HOVO APECWC TIPLV ATTO TN XPAOoN.

Mpwv and n xprion, eA&yETe TNV nuepopnvia ARENg Tou TPoidvtog kat enaindevote
TNV aKePALOTNTA TNG AMOOTEIPWHEVNG CUOKELAoiag. Mn TO XPnOlUOTIOINOETE, EQV N
ocuokevaoia €xel uTIOOTEL (LA

Mpoiodv piag xpriong
® Mnv emavaypnolUoToLr|oETe

Ta mpoiovta mou mpoopifovtal yla pia xpron dev MPEMEL va eMavaypnotdomolouvTal.
H enmavaypnotpomnoinon r n emaveneepyaoia (.. kabapiopd Kal ENavanooteipwaorn)
uropei va B€oel o€ Kivbuvo TN SoUIKA AKEPAIOTNTA TOL TPOIOVTOC A/KAL va 0dnynoEl
o€ aotoyia Tou MPoidvTog, N omoia UMOPEL va £XEl WG ATTOTEAECHA TOV TPAUHATIONO,
TNV aoBévela r) to Bavato tov acbevoulg.

EmmAgoy, n emavaypnotgoroinon r n emavenegepyacia mpoidvtwy piag xpriong eivat
Suvatd va dnuloupyroouy kivduvo HoALVONG TLY. Adyw TNG LETAS00NG HOAUOUATIKOU
UAIKOU amo évav acBevr) oe dAAov. Autd Ba umopoloe va IPOKAAECEL TPAUPATIONO
1) Bavato touv aoBevol( 1 Tou XpHRoTN.

Ta HoAvopéva elduTELHATA EV TIPEMEL VA UTTOOTOUV EMaveNeEepyacia. Omolodnmote
eudUTELHA TNG DePuy Synthes o omoio €xel pOALVOEL amd aipa, 16T /KAl CWHATIKA
UYPA/0WHATIKO UAIKO eV Ba PEMEL va X PNOILOTIOLE{TAL TTOTE £AVA KAl O XEIPIOUOG TOU
Oa TpEMEL va Tpaypatomole{tal cUMPWVA PE TO TPWTOKOAAO TOU VOOOKOEIOU.
MoAovoTl ta epdutebata gival duvatov va daivovtat Ot dev €xouv umtooTel {nuid,
EVOEXETAL VA EXOUV HIKPEC ATEAEIEG KAl ONUEld ECWTEPIKNE KATATIOVNONG, Td omoid
efvat mbavo va mpokaAéoouy tn dBopd tou LAKOU.

NpoduAageig

— MEPIUVAOTE yIa TNV TPOCTAC(A TWV HAACKWY HOPIWwV ard Ta KOPUEVA aKpa.

— AVTIKATAOTNOTE Td GOApUEVA I) KATECTPAPEVA KOTITIKA £pyaAeia, £dv n Agitoupyia

Kot Sev eival EMAPKAG.

— Koyrte 10 glduTELHA AKPIBWE SIMAA OTIC OTTEC TWV BIOWV.

—To TMA€ypa avakataokeung (xpuod) kat ol mpodlapopdwpeves (Kpotadikeg,

Metwriaieg, Mevikng xpnong, MeTwnokpoTadIKES) TTAAKEG TTAEYUATOC UMopoLY va

KOTIOUV povo pe Tov Komtn MatrixNEURO yia TMAAKES TAEYHATOG QVAKATAOKEUNG HE

KwdIKo mpoiovtog: 03.503.605.

Otav Xelpi(eoTe TO KOUPEVO TIAEYUA, AOpEVYETE TA AIXUNPE AKPa.

ATOdUYETE TN SIAPOPPWON TOU TEPYPAUUATOC TOU EUPUTEVHATOC in situ, KABWG

auto unopei va odnynoel oe AavBacpévn B€on TomoBETNoNG Tou ERPUTELUATOC.

ALYIOTE TO TTAEYA KATA TETOLO TPOTO WOTE OTAV OTEPEWDEl 0TO €W TETAAO TwV

00TWV Tou BOAOU TOU Kpaviou, va amodeVYETaAL N AUECN €NAPH HE TO E0W TIETAAO

TWV 00TWV Tou BOAOL TOU KPAVIOU Kal TWV OUCTATIKWY OTOIKEIWV TOU KEVTIPIKOU

VEUPIKOU OUGTANATOC.

H umepPoAikn kat enavaAapBavopevn Kapwn tou ePPuTELHATOC AUEAVEL TOV Kivduvo

Bpavong Tou eldUTELUATOC.

To TAéypda avakataokeun (xpuod) kat ol mpodlapopdwpéves (KpotadIkE,

Metwriaieg, evikig xpong i MeTwmokpoTadIKES) TAAKEG TAEYUATOG HITOPOLV va

KapdOoLV povo pe tnv Mévoa MatrixNEURO yla 1o MA€ypa avaKaTaoKEUAG HE KWIKO

npoiovtog: 03.503.602.

MeTa tnv OoAOKARPWON TNG TOTMOOETNONG TOU EUPUTEVNATOC, ATIOPPIPTE TUXOV

Bpavopata iy TpomoTolnpéVa E6APTAHATA OE £V EYKEKPLEVO SOXED.

O1aV XPNOIUOTIOLE(TE TTAAKES, TTAEYA AVAKATAOKEUNC (XPLOO) i TTPOSIAHOPDWHEVES

(Kpotagikég, Metwmiaieg, Mevikng xpong, MeTWMOKPOTAPIKES) TAAKES TAEYHATOG,

Slaopaiote OTL o1 OTEC SlELPUVONG Eival OTPANMEVES TTPOG TA TTAVW.

Otav xpnolpornoleite Bide¢ Twv 5 mm, TMPAYUATOTOICTE TPOSIATPNON OE TIUKVO

00TO.

Ma tnv mpodlatpnon xPNOIUOTOIRCTE HOvo Gpela Twy 1,1 mm.

H taxutnta Siatpnong dev Ba mpemet va umiepPaivel moté Ti¢ 1.800 rpm (oTpodec/

Aemt0), 1blaitepa o€ MUKVO, O0kANPG 00To. Ot LYNAOTEPEG TaxLTNTeG SlATENONG

uropei va odnyricouv oe:

— BepIKn vEKkpwon Tou ooTou,

— £yKaLPATA HAAGKWY Hopiwy,

— UTIEPUEYEDN omr, N omoia Uropei va 08nynoel o€ PelwpEVn duvapn andonaong,
avénuévn eukoAia kataotpodng twv Bdwv péoa oto ootd, UTOREATIOTN
KabrAwaon r/kat avaykn yia BISEG €KTAKTNG avaykng.

ATIODUYETE TNV TPOKANON BAABNG 0TA OMEPWHATA TN TAAKAC HE TO TPUTAVL.

Navtote va epappdeTe Kataloviopo katd tn dlatpnon, yla va anogpeuxOei n

Beppikr PAABN Tou ooToUL.

EPappooTE KATALOVIOUO Kal avappddnaon yia Thv arnopakpuvon twy pauvopdtwy

Tou evOEXOPEVWG SnuloupyolvTal KAtd tn SldpKeld TG €UPUTEUONG N TNG

adaipeong.

Ot agoveg Twv katoaBidlwy eival epyaieia auToouykpdaTnong. AVTIKATAGTHOTE TOUC

$OappEVOUG 1) KATESTPAUMEVOUG Agoveg katoaBidiwy, edv n ouykpdtnon Sev givat

ETTAPKNG.

UMMAEETE MARPWC Tov Agova k&Beta otnv kepaAn tng Bidag.

TornoBetrote TNV avtokomTouod Bida twv 1,5 mm KABETa 0TO 00TO 0NV KATAAANAN

ot TNG MAAKAG A TOL TAEYHaToG.

EmAé€te éva katdAAnAo pnko¢ Bidag yla va amodeuxBei 0 TPALHATIONOG TNG

urokeipevng dopng e€attiag Bdwv MoAL peydAou pnkoug 1 n xaAapwon A/kal n

petaromion tng nAdakag €attiag BIdwv moAL HIKpoU pAKOUG.

Mpoo€fte va un odifete umepPoAika tn Rida.

MpoKelUEVoU va kaboploTel To KatdAAnAo eVPoC TNS KABAWONG yia tnv emiteuén

otabepomoinong, o Xelpoupyogs Ba mpemel va AdBel undyn tou 1o péyedog kat To

OXfHa TOU KaTayuatog fj tng 00TeoTopiag.

H DePuy Synthes cuvioTd TOUAAXIOTOV TPEIG TTAGKEG PE TOV KATAAANAO aplOuo

B1dwv Katd TNV anNoKATAoTACH OOTEOTOMIWY. ZUVIOTATAl TIPOOOETN KaBnAwaon yla

va Slaopaliotel n otabeponoinon peyGAwY KaTaypATwy KAt OOTEOTOMIWV.

Katd tn xpron mAéypatog yla PeyaAlTtepa eAAE{UMATA, OLVIOTWVTAL ETUMPOCOETEC

Bideg yla tnv kabiAwon.

Metd tnv oAokArjpwon Tn¢ TOmoBETNONG TOU €UPUTELHATOC, EDAPUOOTE

KaTaloviopd kal avappodnon yia TNy amopakpuvon twyv Opauopdatwy Tou

evoEXOUEVWC SNploupyoLvTal Katd Tn SIdpKela TNG ENdUTELONG.

NMatigMNpodlapopdwueves MAdkeg MAEYUATOC pe kwdikoL¢ TpoiovTog: 04.503.151S,

04.503.152S, 04.503.155S, 04.503.156S, 04.503.157S kat 04.503.158S, ot Bide¢ mou

Torofetouvtal o€ Un SlEUPULUEVEG OTTEG Ba 0dnyrcouv o€ peyaAltepo PodiA ot

olyKpLlon HE TIG BidEC Tou ToTtoBEeTOUVTAL OE SIEUPUHEVEC OTIEC.

Nposidomotioelg

To obotnua kaBnAwong MatrixNEURO 6gv mpoopiletal yla xprion o€ aoBeveic ot
ortoiol dev eival okeAETIKA WPLOL QG VAAAAKTIKE Abon Ba Mpémel va e6gTacToLy Ta
anoppodroipa mpoiovTa KabrnAwaong.

Av unapxel eykedpalikd oidnua (mpnéio Ttou eykedpdAou), n oUYKAElon NG
KpavIoToun¢ Ba urmopoloe va 08nynoel o€ aUENUEVN vEOKPAVIaKH TiESN TTOL 06nyel
og oLVOPOA gykoAeaopoL Kal eykedpaikd Bavato. Q¢ ek TOUTOU, UTIO AUTES TIG
OLVORKES, YNV POXWPENOETE 0Tn Sladikaoia 0pLOTIKNAS OUYKAEILONG KPAVIOTOUAG yld
Va CUUTMEPIAGBETE €iTe TNV AVTIKATACTACN TOU KPAVIAKOU OCTIKOU KPNnpvou f tnv
TOTIOBETNON EVOC EUDUTELPATOC TTAEYHATOC Kpaviou.



AuTA Ta TpoidvTa Propel va umootoLv Bpavon katd tn Slapkela tng xprong (otav
aokouvTal o€ autd UTEPBOAIKES SUVANEIG 1) €AV Gev ePUPHOOTE! N OUVICTWHEVN
XELPOUPYIKH TEXVIKR). MapdTL 0 XEPOUPYOC TIPEMEL va AGBEL TNV TEAKT anddaon yla
TNV adaipeon Tov BPAUCHEVOU THANATOC PE BACH TOV KivOLVO TIOU OXETI(ETAL PE AUTH
TNV €VEPYELD, OUVIOTOUWE TNV adaipeon tou Bpauopévou TUAPATOC OToTE €ival
EPIKTO KAl TTPAKTIKO YIa TOV EKAOTOTE A0Bevr.

Oa npémel va yvwpilete Ot Ta ggdutelpata dev gival 100 1oXUPA 0G0 TO GUCIKO
00T0. Ta EUPUTELUATA TTOU UTIOKEIVTAL OE ONUAVTIKA GOPTia, UMOPEL va aoTOXO0UV.

Ta latpotexvoAoylkd Tpoidvia Tou MepExouv avogeidbwto xaAuBa umopel va
TipokaAéoouv aAlepyikr) avtidpaon o€ aoBeve( He urepeualoOnoia oTo VIKEALO.

MAnpodopieg OXETIKA HE TN pAYVNTIKH Topoypadia (MRI)

Pomj, Metatomion Kat ATELKOVIOTIKEG AAAOWWOEL oUUPwva pE TA
ASTM F 2213-06(2011), ASTM F 2052-15 kat ASTM F 2119-07

Mn-KAWIKH SOKIUR yla TO XEIPOTEPO GEVAPLO O CUOTNHA HayVNTIKAG Topoypadiag
3 T dev €8¢e1€e Kapia OXETIKN POTI 1) LETATOTION TOU UAIKOU yld TIEIPAMATIKY TIHA
TomikA¢ kAiong Pabuwtol payvntikov mediov ion pe 3,65 T/m. H peyaAltepn
ATIEIKOVIOTIKY aAAO{WON eKTEVOTAV TIEPITTOU O€ 34 MM ATTO TO UAIKO, KATA Tn 0dpwon
pe tn xpnon Babuwrtov mediou (GE). H Sokiur mpayuatonolbnke o€ clOTNUA
ATEIKOVIONG MAYVNTIKOU OUVTOVIGHOU 3 T.

Padlocuyvotnteg (PZ) - emipépouv Oeppiké aAAlayég ocvudpwva pe TO
ASTM F 2182-11a

Mn-KAWIKEC NAEKTPOHAYVNTIKEC KAl OEPUIKEC TIPOCOHOIWOEIS Yld TO XEIPOTEPO
oevdplo odrynoav og av€roels Beppokpaciag twy 11,3 °C (1,5 T) ka1 8,5 °C (3 T) oe
OUVOAKEG AMEIKOVIONG HAYVNTIKOU OLVTOVIOHOU HE Xprion mnviwv PZ (Uéon Tun
pUBHOU €18IKAG aMoPPOPNONG yia A0 TO owpa (SAR) ion pe 2 W/kg yia 15 Aemtd).

MpoduAagelg

To mapanavw TteotT PacifeTal oe pn KAWIKA Sokipr. H mpaypatiki avgnon g

Beppokpaociag otov aoBevr) Ba e€aptnBel and pia moikiAia mapayoviwy MEpav Tou

SAR KalTou Xpovou tng edpappoyng twy padloouyvotitwy. Etol, cuviotdtal va So0ei

1blaitepn Mpoooxr ota akoAouba onueia:

— Juviotatal n evdelexn¢ mapakoAouBnon twv acbevwv mou unoBdAAovtal oe
payvntikr topoypadia, 6oov adopd tnv avuAnmi Beppokpacia r/kat tnv
aio®non moévou.

— Ol aoBeveic pe Slatapayég otn pubuion g Beppokpaciac i otnv aiobnon g
Oeppokpaociag Oampémnelva e€alpobvTalano Ti¢ SIadkaoieg uayvnTIkng topoypadiag.

— Tevikd, ouvioTatal n xprion €vog GUCTMAHATOC HayVNTIKNC Topoypadiag e XaunAeg
€VTAOEIGTTES{OL UTIO TNV TIAPOLOIA AYWYIHWY EUPUTEVHATWYV. O XPNOUOTIOIOVUEVOG
puBpOC eldikng anoppodnong (SAR) Ba mpénel va pewbel 6oo 1o Suvatov
TIEPIOCOTEPO.

— H xpnon evég ovotiuatog €€AEPIONOL UMOPEL va OUVEICDEPEL TIEPAITEPW OTN
peiwon tng avénong tng Beppokpaaciag Tov CWHATOG.

Ene§epyacia mpv tn Xprion Tou tpoidviog

Ta mpoidvta ¢ DePuy Synthes mou Sev SlatiBevial amooTelpwEVA TIPETIEL va
kaBapifovtal kal va anooTEPWVOoVTAl e aTpO TPV amod Tn XEIPOUPYIKHA xprion. Mptv
ano tov kabaplopod, adalp€oTe OAN TNV apxIKr cuokevaoia. Mpv TNV anooteipwon
JLE ATO, TOTTOBETNOTE TO MPOIOV OE EYKEKPIUEVO TIEPITUALY A 1 TTEPLEKTN. AKOAOUONOTE
TI¢ 0dnyieC kKaBaplopoU KAl AMOOTEIPWONG TIOU TTAPEXOVTAL GTO EVIUTIO «ZNHAVTIKEG
NAnpodopieg» tng DePuy Synthes (SE_023827).

Ewd1kég 08nyieg Agttovpyiag

1. EmA€€te euduteupa
EmAé€te ta katdAAnAa epdutelpata.
To ovotnua MAakwv kat Btéwv MatrixNEURO mepthapfdvel pla evpeia molkiAia
TAGKWY, KAAUUUATA S1AVOLyHEVWY OTIWY, TAEYHaTaA Kal BISEC.

2. ExTipnote To péyebog Tou uduTELUATOC (Edv analteital)
Ta eQPUTELHATA UTTOPOLV VA KOTIOVV Kal va SlapopdwBolv o€ péyebog mou va
Talpladel Pe TV avatopia tou acBevoug Kal TIC avAyKES TNG CUYKEKPIUEVNG
nepimTwong.

3. Al0popdWOTE TO MEPiypApUa TOoV EPdUTELHATOC (EQV anatteitatl)
To MePiypAppa TOU EUPUTELUATOC HITOPE( va StapopdwOel MEPIo06TEPO, WOTE
va talpladel pe tnv avatopia tov acBevouc.
ATIOPUYETE TN SIAHOPPWON TOL TEPIYPAMMATOC TOU EUPUTEVUATOC i Situ TTou
uropei va odnyrjoet og eadaApévn TomoBETNON ToU EUDUTELUATOC.

4.  TomoBetroTe TO EPPUTELHA
TomoBeTAoTE TO epdUTELHA OTNV EMIBLKNTH B€0N XPNOLOToIWVTAC TO
KatdAAnAo otrptypa tng mMAdKag.

5. MNpodlatpAoTe TI¢ OTEC TwV PIdWV (MpoalpeTikd)

6. Aodahiote 10 eudLTELHA
Eloayete Ti¢ autokomntovoe( Bide¢ MatrixNEURO twv 1,5 mm yia va
aodalioete ta egdutevpata. Eav n avtokomtouvoa Bida dev Siatnpei kaAn
npdoduaon, aVTIKATAoTAOTE TN HE pia {6lou prjkoug Bida éKTaktng avaykng twv
1,8 mm.

Znpeiwon

[PtV TNV TOTOOETNON TOU 00TIKOV KPNUVOU TTAVW OTOV AoBevr, eival EMWPEAEOTEPO
va oTeEPEWOOLV Ta EUGUTEVHATA TTPWTA GTOV OGTIKO KPNHVO.

1. AodalioTe TIC eMOUPNTEG TTAAKEC OTOV OOTIKO KPNUVO.

2. TomoBetroTe TOV 00TIKO KpNUVO Mdvw oTov acBevn.

3. AodaAioTe TI¢ TAAGKES 0TO Kpavio.

Ene§epyacia, Emavenefepyacia, Ppovtida kat Zuvtipnon

M YEVIKEC KATELBUVTAPLEC 0ONYIEC, YIa TOV EAEYXO TNG AElTOUPYIAg Kal yia TV
anoouvappoAdynon epyaAgiwy ou anoteAobvtal anod MoAAAmAd Tuata, Kabwg kat yia
KATeLBUVTAPLEC 0ONYiEC OXETIKA HE TNV EMEEEPYATIA TWV EUPUTEVPATWY, TTAPAKAAOUKE
ETIKOWVWVAOTE PE TOV TOTIKO QVTIMPOOWTO MWARCEWV 1 AvaTPELTE OTNV I0TOCEAISA:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance

Ma yevikeg mAnpodopieg OxeTIKA U TNV emavene€epyaoia, T dppovtida kat tn cuvtipnon
TWV EMAVAYPNOILOTOOIHWY TIPOIOVTWY, Siokwv epyaleiwv kat Onkwv tng DePuy
Synthes, KaBwWG Kal yla TNV ENEEEPYAOia TWV UN-AMOOTEIPWUEVWY EUPUTEVHATWY TNG
DePuy Synthes, TapakaAoUpE CUPBOUAEUTEITE TO EVTUTIO «ZNHAVTIKEC MANpodpopiec»
(SE_023827) i) avatpete otnv lotooeAidba:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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