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OPIEMOI
STV eTkéta iag pmopei va xpr ot o0pBoAa Kai GUVTHRGELG, O akeAouBog MiVakag Mapéxel Tov 0piopd

QAUTWV TWV CUPOAWV Kal CUVTUHOEWV.
Nivakag 1. Opiopoi GUPBAAWY Kal GUVTHAGEWY

Sopolo | Opiopog

Kwdikog maptidag

ApIBSG KaTaNSyou

Mnv emavapnoipomoteite o poidv

Mpoooxn, CUPBOUNEUTEITE Ta CUVOSEUTIKA £yypagpa
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E€0UGI050THEVOS QVTITIpG EK oty E

AmnooTelpwonke pe xprion o&eidiou Tou albuleviou

Anootelp@Bnke pe aktvoBolia

SEEQ|
ATOOTEPWONKE ME XProN TAAOHATOG agpiou
ot ATIOGTEIPGBNKE 1€ XPrioN AONITWY TEXVIKGV eneéepyasiac
@ Mnv XpNOIHOTIOIAOETE €AV N CUOKEVATIa €XEl KOTIEL 1} éxEl UTTOOTEL I
B ONLY  [M6vo yia xprion katémv suvtayoypaenone
Iovtunon YAik6
Ti Titdvio
Ti6Al4V Kpapa titaviou
CoCr Kpapa koBahtiou-xpwtiou
S Avo€eibwToc xahuBag
UHMWPE | MoAuaiBulévio umepuynhou popiakol Bapouc




FENIKEZ MAHPO®OPIEX NPOIONTOX

Méow e eEEMENG TwV v UNIKGV GUVE o 0pyoc SiaBéTer éva éao amoxatoTaonc s Suokopgias
Kal ENATTWONG TOu TGVoU yia ToAoU¢ aoBeveis. Evi ta 0 mou O€ peyaho
BaBu6 Toug eV Adyw aTdXOUG, Ba MPENE! va avayvwplaTei 6Tt katackeudoval and pETahho Kat 6Tt Sev UMopEi va avapével
KaVE(g amo Kavéva ePQUTEVHA VA AVTEEEL PETA TNV OCTIK CUVEVWON Ta eimeda SpactnEIOTNTAG Kal Ta @opTia mou Ba
avTexe £va QUOIONOYIKG, UYIEC 00TS.

Kabe aoBevrig mpénel va ektiunBei ané to 6 ylava PIOTE( N OXEON 0 PE,

Katé m xprion epguteupdtwv apBpodesiac, o xeipovpyos 8a mpémet va AaBet uméyn Tou T sﬁﬁc'

- Hop8r emhoyA Kkat o1 6woTéG 4oEIG ToU ; sivauBar . H emhoyA Tou katéh-
AhOU |1ey80UC, TXAHATOX Kal SXEBIOU Tou SUQUTEDIATOS GUEGVEL Ty MIBEvETTE eniTuxlac.Ta ELPUTEDATa anal-
700V TPOGEKTIKF TOMOBETNON Kal ENAPKI] 00TIKY UMOOTAPIEN.

+  Katatnv emloyn acBevav yia ot pay: uropei va sivat eaipeTikd
onuavTIKoi yia TV TeAKH emTuxia TG enépBaonc:
1. To emdyyeApa i n Spactnpiétnta Tou acdevi. Eav o aobevric {ta pe éva endyyehpa rj Sp 1p1eTNTa
v mepAapBavel TV aviPwon QopTiwy SNUAVTIKOU Bapou( 1 évtovn pUiKR KATamovnon, ol anoppéouces Su-
VApEIS eivat Suvatod va 3 aotoyia g 1G, TNG GUOKEUNG 1y Kait Ta 8U0. To eppuTELHA eV

Ba anokatacTioel TN AelToupyia OTO EMIMESO TTOU AVAPEVETAL ATG £€va GUCIONOYIKS, UYIEG OOTO Kal 0 aoBeviic Ba
TIPETEL VOl £XEL PEANOTIKEG npoaéoKlE(

2. Nepii avolag, L] 0. Orev )\ovw nsplmwosl(, HeTagy u)\)\mv uropeiva
£XOUV WG aMoTéNETHa 0 acBEevAC va A PIOUE Kat OXETIKA
HE TN Xprion Tou 0 L HE ¢ & [l d)\)\sc ETMAOKEG,

. EvaioBnoia oz §éva cwpata. Omou mBavoloyeital evaodnoia UKo, Tpémet va yivovtatl KataAnAeg Sokipaoi-
£GPV amé TV emAoyr Tou UNIKOU i TNV el@UTELON.
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A.ANTENAEIZEIZ

Noipwen
TWHATIKA ) PuXONoYIKA akataAnAog aoBeviiq
AVETApKEG 5£ppa, 00TS 1) VEUPAYYEIQKH KATATaon
TevovTio oUOTNUA TIOU Sev EMBEXETAI ATTOKATACTACH
AuvatéTnTa cUVTENTIKAG Bepansiag

A0BeveiG 08 QVANTUEN HE QVOIKTEG EMPUOEIC

AYNHTIKEX EMINAOKEE KAI ANEMIOYMHTEZ ANTIAPAZEIX

S onowadiote xeipoupyikr emépBacn ugioTatal n mBavéTNTa emoK®Y. Ot KiVBUVOL Kal Ot EMTAOKEG e Ta ev Ayw
epguTEGpaTA MEpapBavoLY Ta eEG:

NoipwEN f VoG, 0iBNia i GAEYHOVA 0TO ONUEID TOU EUPUTELHATOC
©palon Tou EPPUTEVHATOG
Xa\dpwon F METATOMON TOU EMQUTEVHATOC TTOU amaiTe( aval A vl
Amoppdenon f UTEPAVANTUEN TOU 00TOU
ANAEPYIKEC QVTISPGOELC OTa UNIK ToU EQUTEDATOS

, HE TN OUPKETOXT HaKPO@aywV fi/Kat voBAaoTwV
Metagopé owpaTiSiuy-TpoidvTwy 9BopaS, MU EVSEXETal va oBnyroE! O WpATIK avTiSpacn
Eupori

At v EvotnTa l yia ei6ikéc TNPo@opieg TpoidvToc.



I. MPOO®YAAZEIZ
H Tiipron Twv oBnyiiv XprionG ov mepiEXoVTal 0To EVIUTTo Tou TPGIGVTOG HMopE va Ehax|oToMoIfoe TV meavéTnTa
EMMAOKWV 1} avemBopnTwv HE

AToTeNei £UBOVN KABE XEIPOUPYOU TIOU XPNOIHOTIOIEl EHQUTED|ATa vl EEETACel TV KAWIKI] Kal [aTpIK KaTéoTaon KABE

aoBevr katva vval(sl ONEG TIC TITUXEC Kal TIG SUVNTIKEG EMITTAOKES TNG . Ta o@éAn mou

a6 T yetpoupyiK epgUTEUATLY HT0pEi va v oV TIC iec Tou aoBevi } pmopei va gBivowy pe T
TIapodo Tou XpOvou, anarty i emé yiamy a a ] TOU I e Amv
npayy inon evaAakTikiv 40£wv. Ot aVaBEWPNTIKEC XEIPOUPYIKEG ENEUBATELG HE EHQUTEDATA £ival GUXVEC.
©anpént emiong va AapBavetal uméYn n SlavonTiki Katéotaon Tou aoBevi. H mpoBupia f/kai n ikavotnTa TpnonG Twv
HETEYXEIpITIKiV 08NV Hmopei emionc va emnpecoet v éxBacn T fic enépBaonc. Ot eipoupyoi B mpénet
va ToAG {NTrpaTa TPOKEIEVOU va 0 T0 KAAUTEPO 3 O KABE pep HEVO aoBevi).

EAN AEN EINAI AYNATO NA AMIOQEYXOEI H YTIEPBOAIKH ®OPTIZH, AEN ©A MPEMEI NA XPHZIMOMOIHOEI EMOYTEYMA.
o KUOIO( Uroxo( TNG XEIPOUPYIKNAG eMépBaonc pe auto o Eptpmsupa elvai va emrevxBei 0oTIKN oLVEvwon. Tuxov

éc Suvayieic Ba va 08nyrooLy oe KaBUGTEPN|IEVN MHPWON, aroTuxia MHPWONG 1
uctoxia TOU EUPUTEVHATOG.
H apuoikn unepeop Y Katn 6 @Bopa pmopei va Ov amé Ta €A

« Mn biopBuwbeioa actabeia
+  Epguteupa akatdAAnlou peyéBoug
- Avenapxric umooTApién amo Tous pakakoic 10TosG

. évn tomoBétnon
« YnepBoii kivnon
< Mnd Beioa ny OuEVn

.« Eogahuévn xprion A umepBolikA SpacTneIéTNTa and T mMeupd Tou acBevr
H owoTr 00Te00UVBEDN KATA TN SIAPKELA TNG XEIPOUPYIKIG EMEUBaoNG eival IIaiTepa GNUAVTIKN yia TV EMMTuia g
Sladikasiac, H moadTnTa 00Tol Ba mpénel va givat ENAPKFC yia TV UMOGTHPIEN TNG CUOKEURG.



Opiopéva PoANTTIKA PéTpa Tiou Ba pémet va Ang@Bouv umoyn yia TV inon tng 0 v gival
Taggnc

+  AKohouBroTe TIG 08nyieg wCmPoG TG evBeifelg kat i€eic mov
. yvwpioTe X6V naBnoeg

. al iec mou OV TTWOEIC Tou aoBevr
- 4 KUOTEC 0GTIKOD

- Xprion eupUTEGHATOC KATGNANAOU peyéBoug
- Anogebyete T Xprion oupuéTwv Kirschner Kai papMATWY OTO EfQUTEUa

. va g BAGBN oTig ¢ Tou woTeva 10in 0 TpW-
UNG acToxiag egartiag katamévnong.
Edv mapouotactoly emmiokég, oL meavég i G \ d TG €€7G:

«  Agaipeon epgutedpaTog

+ Yuevektopn

+  OOTIKN HeTaUOOXEUON KUOTEWY

+  AVTIKaTAOTOON EPPUTEVHATOG

«  Agaipeon epgutedpartog pe apbpodeon

Me TV népodo Tou XpOvou, Ta LETAANIKG EHQUTEDHATA EVOEXETAI VA 0 Va OTIGoOLV 1 va IPOKANéGOLV
TIOVO PETA TV ] TOU OGTIKOU Ang i H AQAIPEDN TWV METAANKWY EUQPUTEUHATWY
EVATIOKELTAL OTNV KPioN TOU Okain 6 me iac 6a Baototei otV laTPIKK
ekmaieuon kat Teipa Tou Xeipoupyou. O XEIPOUPYOC TIPEMEL VA ETAPKI| HETEYXEIPNTIKT PpovTiSa Kat
mipootacia.

ZUGTACEIC OXETIKA HE TUXGV BpaloHATA TWV CUCKEUWV

. Na XPNOIHOMOIEITE TIC 1ATPIKEG CUOKEVEC GOHQWVA e TIC aVayPaPOHEVE EVBEIEEIC Kal TIC 0BNYiEC XPRONG TOU Ka-
TAOKEVAOTH, EI81KA KATA TNV E10AYWYT KAl AQAipEDT).

N

EmOEwpr{OTE TIG GUOKEVEC TIPIV amd TN XPRON Yia TuxSV (NUIEC KaTa Ty anooTolr A TNV anoBrAKkeuon, A yia Tu-
XOV TTPOUMAPYOUCES ATENEIEG, TIOU MOpE( va au§rioouy Ty mBavotnTa Bpavong Kata Ty eyxeipnon.



w

EmOEWPROTE TIG GUOKEVEC APEGWG PHETA TNV QQAIPEST TOUG amd Tov acBEvr yia Tuxdv evdeifel Bpatong A ka-
TAKEPHATIOHOU.

bl

Eév n ouokeun éxet umootet {nuid, ote T yiava Bonbrioete Tov T otV avdAuon Tou EpIOTATIKOU.

v

E€eTaoTe MPOooEKTIKA Kat ou{NTAOTE pe Tov aoBevr] (eav auTod eival Suvatod) Toug KIVEUVOUG Kal Ta 0@éAN TG agpai-
PEONC A TG MapapovAG Tou Bpavopatog oTov acBev.

o

. ZUMBOUAEYTE Tov aoBevr yia TN YUON Kat ampa)\sla TwV BPAUOUATWY TNC CUCKEUNG TTOU SeV €XOUV avakTnOel, ou-
I OUEVWV TWV aKG

o. Tnovotaon Tou Bpavopatog (av gival yvwoTn).
B. To péyeBog Tou Bpavopatog (£4v eival ywwaTo).
Y. Tn B€on Tou Bpavopatoc.
5. Toug mBavol unxaviopoy 0, T, METa 1, Aoipwén,
e. Ti enepPacelC r i Bepaneieg mou mpémel va peVyovTal, OTIWE HayvnTIKh ia (MRI) otnv miepi-
Twon petalikiov Bpaucpdtwy. Auté pmopei va BonBrael TN peiwon Tne mBavétnTa coBapol TpaupaTt-
opou ané To Bpavopa.
Ta khwvika ¢ pT@VTal ané To 6 Kall TNV TEXVIKI), TV TIPOEYXEIPNTIKI KAl HETEYXEIPNTIKA QPOVTISa,
TO eHpUTELHA, TNV nueoxovla Tou aoBevi ka T KaBnpepIV SpacTnpISTTa. Eival onuavTiké ot xetpoupyoi va

T Katah 4OEGN KATOMY EVNUEPWONG KAl Val GUINTOLY TNV MOQVSTNTA EMMAOKWY e KAOE aoBevr]
TIPW am6 TN XEPOUPYIKN sneuﬁucn e auth TN 0ulATNON MITOPE va TEPINARBAVETAL HId EMOKGTNON TwWV EVAANAKTIKGOV
emepBacewy Sixwe T xprion EHPUTEDATOG, GG AVOKTOKEUA TV HAAKGY TGV 0 apBposEan.

IXETIKA pE Ta a Hayvn’ e

O1 GUOKEUEC TToU TEPIYPAPOVTaL OE aUTé To £vBETO GuTKevasiag Sev éxouv afiohoynBei we mpog T acpéheia kai T

oupBaATOTNTA TOUG O€ MEPIBANAOV HayVNTIKOU GLVTOVIOHOU (MR). Ot GUGKEVEC TOU TIEPIYPAPOVTAL O AUTO TO £vBeTO
fac Sev éxouv SokipaoTel yia O¢ A petavd | 0€ TEPIBAAOV HayVATIKOU GUVTOVIGHOU (MR).

Agite TV EvotnTa Il yia e181kéc MAnpo@opie mpoiovToc.



A. XEIPIZMOZ KAI AMOXTEIPQXH

EMOYTEYMATA
Ta epQUTEDHATA OE AUTO TO CUCTNUA TTAPEXOVTAl EiTE OTElpa &iTe un oTelpa. H eTikéTa Tou KaBe TpoidvTog Ba kabopioel

£G4V TO POIBY £ival GUOKEUAOEVO OTEO 1 B, Ta EpQUTELPATA oL Siarif e Siokoug epyaleiwy Sev mapéxovtal
oteipa.

Ta epguTedpaTa o€ oTeipa cuokevacia Ba mpémel va eAéyxovtal évou va e€akpiBwOei 611N ia Sev éxel
unooTei {npid n avoixBei. Eav éxel oupPei f anod autég Tig 0 AOTE pE TOV

T EPPUTEUHATA TEENEL v aVolyOVTaL e GaTITT TEXVIKH XEIPOUpYElou. Mpénet va avolyoval pévo apob xe kaBopioTel
T0 0WOTS péyeBoc.
Ta epguTELpaTa Tou TapéxovTal U oTeipa Ba MPEME! va UMOBANBOLY Ot ENEEEPYasia GOLPWVA HE TIC GUVIOTWHEVEG

€ wv i ¢

Ta

SUGKEUEG Ol OTIOiEC EMONpaivOVTal UE TV EVBELEN «UGVO yia Hia xpron» SEv PEMEL TOTE va EMavaypnaionoinBoy.
AUTWV TWV v evbéxetal SuvnTika va npoxa)\évzl voBupn BAGPN Tou acBevry. MiBavoi

KivSuVOL Tou GYETiCovTal e TV inon autav Twv ), HETAED GNAWV: ONUAVTIKA

Heiwon Tn¢ anddoong TG OUOKEUNG, eMAoipwEN Kat péAuvon.

OPrANA

Ta xelpoupyika epyaleia (Kal Ta pn amooTelpwiéVa EPQUTEDHATA) IpETEL va kaBapiovTal Kal va amooTelpwvovTat

GUMPWVA HE TIC AKONOUBEC TIAPAETPOUG:

HeuTELPaTa Sev Tpémelva P TIOTE HETA TNV EMAPT KE TOUG I0TOUG  TA LYPE TOU OWHATOG.

KaBapiopédg
. AmoguVappoAoyROTE CUNPWVA HE TIG 08NYIEC TOU KATAOKELAOTH (EQpdooV evdeikvuTal).

[N,

. EKmAUVETE pe KpUO vepO BPUONG YIa Va aQAIPECETE TIG HOAUCHATIKEG OUTIEG.
. Epamtiote yia 5 Aemrtd o ev{UpIKo Sialupa 0, TToU €xel { oUpPWVa pe TIC 0dnyi-
£G TOU KATAOKELAOTH.

w
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. Tpiye oxoAaoTIKd pie pa pahaxi Bovptaa f/kat epyaheio kaBapiopol owhivv. =

TIAGVETE TIOMEG QOPEC TUXOV
TIOAU 0TEVOUC AUAOUC e EVIUHIKO SIGAUIA AMOPPUTTIAVTIKOU, XPNOIHOTOIWVTAG Hia o0plyya.

. EKAGVETE e KpUO VEPS BPUONC i TOUNAXITTOV £va AT Kal XpNOIHOMOWGTE i Gpiyya yia va EemoveTe

TIOAEG POPEC TUXOV TIOAD OTEVOUG AUAOUG.

. EpBanmiote yia 5 \emtd o¢ Siéhupa 6, ov éxel { oOpQWVa e TIC 0BNyieg To Ka-

TAOKEVLAOTH.

. Tpiye oxoAaoTIKd pie pua pakaki Bodptoa f/kat epyaheio kaBapiopol cwhvev. ZemAveTe TONES OPEG TUXOY

TIOAU 0TEVOUC AUAOUC e SIGAUHA ATTOPPUTIAVTIKOU, XPNOIOTIOIVTAC Ui GUPLYYa.

oxoNaoTIKG/EEMAGVETE e €0 Vepd / Vepod vTITTPOPNG GOHWONG.

ot iape | ya ¢ 10 Aentd o€ ev{LUIKO SIAAUKA AMIOPPUTIAVTIKOY, TOU
Ele MOPACKEVAOTE GUMQWVA JE TIC 0BNYIEC T v KataoKeUaoT,

OXONAOTIKA/EETADVETE e 6/VEPS QVTITTPOPNG WOHWONG.
ETeyviOTE e éva kaBaps, HaNako, amoppo@NTIKS Tavi piag xpronG.

OnTIKa yla T & 6 . Npénei va emo: TE OTTIKA ONEC TIG OPATEG EMPAVEIEC,
EOWTEIKEC Kat EEWTEPIKEC. Qv elvau avanmo Kaeﬂplcrs £k VEoU, £ 6TOU £xouV KaBapr ELGAvION.

Inpeiwon: Ot BoupToe (my. epyaleia A Ba 0 va xpnotponoinBolv yia Tov Kabapiopo Twv
TEPIo06TEPWY aUNV. EVIOUTOIG, GUVIGTATAL N XPHON HIAG GUPIYYAG yia TNy £KTAUGN OTEVGV QUAWY, SIaUETPOU MIKPOTEPNG
1 iong pe 0,041 ivtoeg.




Anooteipwon
1. Tuhi€te U0 @opéc To e€ApTHa OE 0 CSRA 6 un £€VO UAIKO
2. ATIOGTEIPWOTE OE QUTOKAUGTO COLQWVA LE TIG AKOAOUBEG TapapéTpouc:

atpikol Tomou.

Tomog kukAou EAGxioTn TipR
MponyoGuevn unorigon i ékBeang 132°C (270°F)
132°C(270°F) Xpovog ékBeong 4 \emtd
Xpdvog oTeyviparog 20 Aemta
3. MeTd Ty anooTeipwon, agaipéoTe To e€apTnua mré T0 napnu)uvpa Tou e Xeron amodextrg ampu( TEXVIKﬂQ
XPNOILOTIOIVTAG YavTia Xwpic Toudpa. outa Bpi
TIPWV amd TNV EPPUTEVCN. ATTOQEVYETE TNV ENAPE HE CKANPG ipeva mou pmopei va {nmu
AuTéC ol a iCouv pie i piEG 0Bnyiec AAMI ST79:2010 kat A1:2010, I'IlvaKac 5, Se1pd 1 Kat éxouv
avarrtuyBei kat I i § £161KO Noyw Twv & at oto AoV Kat Tov
egonhiopo, mpémel va anodelxBel 0Tl auTég ot uucmasl( Ov oTelpdTNTA OTO BaANov oag, EGv yivouv alayég
oTIG oUVONKEG iag, ota LAIKa 1 otov 6, Mpémelva 5 in me
Sladikaoiag anooteipwong.
Nna TEQ ieq B Kal XEIPIOPOG 1aTpIk@V epyaleiwv Wright tng Wright Medical Instruments».

E. ZYNOHKEI AMOOHKEYEHX

‘Ohata a mpémeL va UAG ot kaBaps, &npd mepIBENOV Kal va posTatebovTal and To NNIAKS Qg
Kal TIG akpaieg Beppokpacied.




EIAIKEZ MAHPO®OPIES NNPOIONTOX

A.NOAYAZONIKO XYXTHMA MAAKAZ ZYMMIEZHZ CLAW™ Il

NEPICPAOH

To noAvagoviké ouoTnpa makag cupieonc CLAW™ I amoteheital amd mkeg kat BISEC e SIGQOPETIKEC AVATOMIKE
BlaHOPPQTEIS Kat prjkn. OAeC o1 TAGKEG Kat ot BIBEG £ival KaTaoKEUAOHEVES aMb avoeiwTo xAAUBa TUTIO XElpOUpPYIKOU
epguTEGHaTOC, Ot MAdKEC Séxovtar Bibec aopaNions ORTHOLOC™ 3DSi 2,7mm kat 3,5mm.

ENAEIZELY

To mohvagoviké ouoTnpa makag cupmieans CLAW™ Il poopiletat yia xprion otny ooteootvieon

¢"’-"9ﬁpepo§éu£lc Kal OOTEOTOHIEG TOU HEGOU Kail TOU OTTICBI0U THAHATOG TOU AKPOL TTO86G
’ 2 ™6 pe 0 06 Kat

T
Tumou Lapidus)

. ApBPOBECEIC SIA0PNVOEIBOUC

«  ApBpodicel akapoapnvoeldoug

« ApBpoBECEIC AGTPAYONOOKAPOEISOUC
«  ApBpodéaelc mTepvoKuBoEISOUg

+ ApBPOBEGELS TC TapooHETaTipaIag dpdpuwans

. ) Tou TIPS TOU PEGOU Kal ToU OTIOBIO TUAKATOG Tou GKPOU 10806
. Oote0o0VBEaN 00TEOTOMIDY Yia Bepaneia BAAIOOD peyaAoL SakTiAou (Scarf kai Chevron)

«  Ooteotopiec Akin

. £0€1CTNG TIPWTNG YK

ANTENAEIZEIX
BA. Evotnta | A:

Ta epmopIKd orfjaTa ™ Kai Ta orjaTa KatateBévTa © anotehovy dloktoia e Wright Medical Technology, Inc. f
XPNOIHOTOI0VVTal KaTéMV GBElaC.





