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2OGTNIO GUVIET POV

MNEPIT'PA®H

To ovomua cuvdetpov Arcus™ ¢ Nextremity Solutions, Inc. evdgikvutal yio kabimon
KOTAYLAT®OV 0GTAV, OVOKOTOUCKEVT|G 00TOV, GUVOEGUMY, LOAXKOD 16TOD KOl TEVOVI®MV GTO GKPO
000G Kot 1o dikpo yepdc. To chotra cvvdeTpwv Arcus™ amotedeiton Amd GLVOETPES TOAADY
peyebdv mov Iropovv va cuGe®PELHOVY 0 £Vag TAVE® GTOV AL, Y10 TPOcheT KabnAwon. To
cOoTNLO TOPEXETOL LE EVOL GUVOLO BonONTIKAOV EpYUAEI®V, GYESIOGUEVMOV Y10 TV TPOETOYLAGIO TOV
GNUELOL EUPVTELGONG KOL TNV EIGOYWYT] TOL ELPLTEVLOTOS GTO 0GTO.

YXTOIXEIA TOY XYXTHMATOX
Kt gpoutevpatog Arcus™

YouvdeTpag: Epgvutedopo Ti-6Al-4V ELI

Tpomdvi: AvoEeldmTog YoAVBog YEPOLPYIKOV TOTOV
Kopoida otobeponoinong:  Avo&eidwtog yaivPag xepovpytkon TOTOL
Odnyoc tpvmaviov: AvoEeldmTog YoAvBog YEPOLPYIKOV TOTOV

Ewcayoyéag cuvdempa: [Tolvapoiapion kot avoEeidwtog yaivPog
YEPOVPYLKOVL TOITOL

Kt mpotonov emioyng peyédovg Arcus™
Aotépag emroyng peyeboug: TloAvavOpakikd vAKO

ENAEIEEIX
To cvotpa cvvoetnpov Arcus™ g Nextremity Solutions gvoeixvoton ylo kKabnimon
KOTOYULATOV 0GTMV, AVOKOTACKEVTS 0GTOD, GUVOEGUMV, LOAOKOD 16TOV KOl TEVOVTOV. Mepikd
mapadetypota etvon to e€Ng:

e  Kafnioon Bpavcpdtmv 06To0 1 KOTAYUATOV HIKP®OV 0GTOV

e Awyeipion KaTaypATt®Vv 6To AKPO TOOOG KO TO AKPO YEPAS

ANTENAEIZEEIX
e TlaOnoeic tov acBevois, oTig omoieg TEPIAAUPAVETOL AVETAPKNC TOGOTNTO 1| TOLOTNTO
00700.

o [leplopiopoi oV mopoyn AipATOg Kot TPOTYOUUEVEG 1) EVEPYES AOUMEELS TOV EVOEYXETL
VO OVOGTEALOVY TNV ETOVAMOT).

o Xelpovpykég O1001KOGIEG SLOPOPETIKEG OO ALTEG TV OVOPEPOUEVOV EVOEIEEWV.

e AocBeveic pe mabnoelg mov mepropilovv v KavoOTNTA 1) TNV TPobu Lo TOVG VO THPHGOVY
TIC 0OMYIEC LETEYYXEPNTIKNG PPOVTIONG.

¢ H ovokevr| avt iomg va unv eivat katdAAnAn yio acOevels pe avemopkn 1 avopLo
00Td. O 10Tpdg mTPEMEL VoL AEI0A0YNGEL TPOGEKTIKA TNV TOLOTNTO TOV 0GTOV TPV
eKTEAETEL OPOOTTALIIKT) XELPOVPYIKT) GE GKEAETIKA OVMDPLLOVG 0o0eVEiC.

e BvawesOnoia og EEva copata. Eqv vndpyet vmoyio evosOnoiog ota vk Tov
enpuTELHOTOC, o TPETEL Va Yivouy ot avaryKaieg eEETAGELS KOl VO OMOKAEIGTEL TO
evogyoLevo evasnoiog Tpv amd v eUPVTEVOT).
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INIOGANEX ANEINIOYMHTEX ENEPT'EIEX

AolmEets, ev to Pabel Kot empaveloksg

XoAdpmon 1 LETATOTIOT TOL EUPLTEVLOTOG

BAGPN vevpov Adym xepovpytkol TPOVUATIGHOD

Avenapknc emovAwon

A\yoc, duocpopia podlakov 16ToD 1 dvcaictncio AdY® TaPOLGIG TG CLOKELNG
AMepyieg N dALeG AVTIOPACELG OE VAIKE TOV EUOVTEVUATOG

I[TPODPYAAZEIX

Etvar vtoypemtikd o ypnong, 0 ¥Epovupyos Kot T0 TPOCMTIKO TOL YEPOVPYEIOL va ivat
€COIKEIMUEVOL LE TNV OVTIOTOTYN XEYPOLPYIKT TEXVIKT KO TO ELPLTEVLOTA TTOV
YPNOLLOTOLOVVTOLL.

Ta xeypovpykd epyaleio Kot To ELOLTELLOATO EMTPETETOL VO, (PN GLLOTOLOVVTOL LOVO Y10l
TG XEWPOVPYIKEG EMEUPAGELS Y10 TIC OTOlES Etvar pNTd avaykaio Kot kabopiopévn n
GLYKEKPILEVT EQPOPLOYT] TOV EPYOAEIOD KOt TO EUPVTEVLLAL.

To exmadevpévo EUMEPO TPOSHOTIKO EXEL TV VITOYPEMOT VO, EEETAGEL TO XEPOVPYIKO
EULPVTELLO. KOL TNV ATOCTEPMOUEVT] GLOGKELAGIO TOV Y10 TVYXOV (NUEG TPV TN YPNON. Z€
TEPIMTOON TOL TO EUPVTEVLLO 1) 1] CLGKELAGTO TOVL ExoVV (NG N TOPAUOPP®GT, dEV
TPETEL VAL YPTGLOTOLOVVTAL.

Moévo g101Kd Kataokevaopuéva epyaieio kot epputedpata g Nextremity Solutions,
Inc.(mov meptrapPdvoviotl 6To avticTol o GET) TPEMEL VAL XPTCLLOTOOVVTOL. AV
YPNOUOTOEITE GAAL EpYOAETD KO ELPLTEDLLOTO, VTOAEITOVTAL O AELTOVPYIEG EVD OEV
napéyovtat €yyomon Kot dev avorappaveror evBov.

ITPOEIAOITIOIHXEIX

To mpoidv avtd emrpénetar va ypnoyLonoteital povo pe eEaptmHoTe 0md T0 aVTicTOT 0
KIT GUGTILLOTOG GUVIETP®V Arcus™,

Agv emTpEMETOL 1] EQPOPLLOYT| KOL 1] XPNION GAA®V EPYOAEI®V KO ELPVTEVUATOV.

O1 KOTTIKES oy ES, Ol AETIOEC, 01 POTEG K.AT. pmopel va tvan moAv gvaicOnrta otov
axoTdAAN A0 xepiopd. o avtd Tov AOY0, 0 YEPIGUOG AVTAV TV EPYOAEI®V TPENEL VO
elval ToAD TPOocEKTIKOG.

Ta vAKA Tov gppuTELIATOC VITOKEWVTOL G€ d1aPpwon. H gpoutevon petdAiov Kot
KPOUAT®V To VTOPBAALEL OE GLVEXDG EVOALACTOUEVO TEPIPAALOV aAdT®V, 0EEMV KO
OAKOAMK®V OVCI®V T, OO UItopovV va, Ttpokaiécovy dtafpwon. H toroBétnon
avOLOlOV LETAAA®VY KOl Kpapdtov o€ emagn petald Toug pmopel va emraybvel )
dwdwkasio Safpwong, kATt Tov TOAVOV Vo GUVTEAEGEL 6T Opaion TOV ELPVTEVUATOV.
[Tpéner va kataPfariete kb mpoomdbela date va ypnoyLonoleite cupPatd pétailo Kot
Kpapata 6tav To GuVIVALETE Yo Eva KOO oKomo, T.y. Bloeg Ko TAAKEG.

INAHPO®OPIEX XXETIKA ME THN AX®PAAEIA MAI'NHTIKOY XYNTONIXMOY

(MRI)

To cvomua cuvdetpov Arcus™ dev £xet a&loloyndel mg Tpog v acPAAELd KoL T
ovpPatodmtd tov og mepiPdArov MRI. Agv €xetl eheyyBel oc mpog ™ BEpuavon,
LETATOMION 1| TNV TPOKAN O™ TEXVNUATOV gkOvag o€ tepiBaiiov MRI. H acedieio tov
ovoTNHOTOg cLVOETNPWV Arcus o€ mepidrrov MRI eivon dyvootn. H cdpwon evig
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ac0evovg oTov omoio £xetl TomoBetnOel  GuoKeLT UTOPEL VoL 0ONYNGEL GE TPAVLATICUO
0V 060evong.

OAHTIIEZ XPHZHZ

[poedomoinon: To cvonua cuvdeTpwv Arcus™ Sratifetar ko Bo Tpémet va
YPNOUOTOLEITAL LOVO [LE TO TOPEYOUEVA, EIOIKA EPYALEiaL.

Xetpovpyu(n TeYVIKN Arcus™
Anpovpynote osteotopio 6T0 06TO TOV 0GHEVOVG.
2. Metpnote yuo 10 ELEVTEVUOL LE TO KIT TPOTVTTMOV EMAOYNG pHeyéBovg Arcus™ mov

TapEYOVIOL 6€ EEYWPIOTO KOLTI.

EmiéEre to KatdAAnAo KiT pLTEOLOTOC, BAGEL TOV OMOTEAEGLATOV Ao TO Prpa 2.

4. Kévte avataén g ooteotopioc. TomoBetnote tov 00Ny Tpumovod v omd v
ooteotopia, evad Ppovtilete va oynuatiletot 1 KaTtdAANAN Yovia yio T StdTpnon.
Tpumote v Tp®dTN 0NN Ko elcarydryete TV kKapeida otabepomoinong.

5. Tpumiote ) dedtepn om. Apapéate TV kappida otabepomoinong Kot Tov 0d1yo
dudrpnongs. (Mropeite va ¥pNOYLOTOMCETE £vVaV LOPKAOOPO YELPOVPYEIOL YOl VO
ONUOAOEYETE TIG OTEG LETA T SLATPNOT), EPOGOV YPELALETAL Yio AOYOVS OTEIKOVIONG)

6. EvbBuypoppiote ta dipa v mpoesoxdv Tov cuvoetnpa Arcus™ endveo omd Tig €K TV
TPOTEPMV TPLINUEVEG OTES KOt LLE TNV 1010 YOVia LLE TIC €K TOV TPOTEPMV TPVRNUEVEG
onég. [Tiéote tov cuvdetnpa Arcus™ maote va Tonobetn el pé€ca 6TIC EK TOV TPOTEP®V
TPUTNUEVESG OTLES. APapEcTe TOV elcay@yéa, dtvovtag Tov KAlon Tpog ™ eopd twv
TPOEEOYDV TOV GLVOETNPA. (X€ T0 GKANPO 00TO, I6mC va amontnOel yrdm o e po
LOTCOAL GTO GKPO TOV EGAYMYEN, MOTE VO EEAGPAMGTEL 1| TAPNG £OPACT) TOVL
ocuvoetnpa Arcus™.)

7. AQopéoTe TOV E1GOYMYEN OO TOV GLVOETNPA, TEPIGTPEPOVTOS TO KOV
apLoTEPOSTPOOA, LEYPL Va eEleLBepwBel 0 Bpayiovag Tov poyAoD Kot 6T CLUVEKELL
veipete oV el0ay@yEa TPOG TO EUTPAC N TPOG TOL TOW.

8. T va eléyEete v tomoBétnon, purnopel va ypnoyoronfel akTvookoOTnon.

w

2V66DPEVON (TPOAPETIKA)

1. Anuovpynote v 0ote0TOUI0 GOG 1) TPOETOUAGTE TNV APHPMOT Kal, GTN) GLVEXELD,
Kkévte avataén. Elcaydyete tov mpdT0o cuvdetnpa Arcus™ cOppova pe Tig evOeiEelg ot
YEPOVPYIKN TEYVIKN.

2. Avaroyo pe to péyeboc tov mpdTov 6VVIETPO Arcus™, emAélte Evay devTEPO
ocuvdetpa Arcus™ mov Ba propel vo cuscmpevtel cmoTd amd mhve. Mmopeite va
YPNOUOTOUCETE TO EEXWPITTO KIT TPOTH®V EMAOYNG HEYEOOVG Y100 ELKOAOTEPO
TPOGOI0PIGHO TOV KOTAAANAOL peYEBOVE GUVOETNPOL.

3. Xpnowomoldvtog to KatdAinio péyebog kit epputevpatog Arcus™, torofemote Tov
aVTIGTOTY0 0ONYO TPLTAVIOV EMAVE® OO TO GNUEIO TNG 0GTEOTOMING, EVAD PPOVTILETE VOl
oynuoatiCetot 1 KatdAANAN yovio yio ) ddtpnon.

4. Tpomnote TV TPOTN O Kot El0aydyeTe TNV KapPida otabepomoinong.
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5. Tpvmote T 6evTepn o). Apapéote TNV KopPida otadepomoinong Katl Tov 0onyo
dudTpnong. (Mmopeite va ¥pNGUYLOTOGETE £VAV LOPKAOOPO YELPOVPYEIOL Y10l VO
ONUAUOEYETE TIG OTEC LETA TN OLATPNON, EPOCOV YPEWALETAL V1o AOYOVS OEIKOVIONC)

6. EvbBuypoppiote ta dxpa v mpoegoxdv Tov cuvoetnpa Arcus™ endvm amd Tig EK TOV
TPOTEPMV TPLTNUEVEG OTES KO LLE TNV 1010 YOVIO LLE TIC EK TV TPOTEPMV TPVTNUEVEG
oméc. [Tiéote tov ovvdetnpa Arcus™ mote vo TomofetnOel Héca OTIG EK TOV TPOTEP®V
TPUTNUEVEG OTLEG. X€ TTO GKANPO 00To, iowg va amoattn el yTHmnpHa pe o HotcOA 6T
GKpO TOL E1GUY®YEN, MOTE VA eEAcPAMOTEL 1| TAPNG £5pacn TOL cuVOETpa Arcus™,

7. A@aipéote TOV €160 YMYEQ OO TOV GUVOETN PO, TEPIGTPEPOVTAG TO KOV
ap1oTEPOOTPOP, HEYPL VA EAeVBepwOEl 0 Bpayiovac Tov HoYAoD Kol TN GLVEXELL
velpete Tov e10ay@yEa TPOG TO EUTPAOS 1| TPOG TOL O .

8. Ta va eréyEete TNV TOMOOETNON TOV EUPVTEVUATOG, LITOPEL VO YpNOILOTOINOEl
OKTIVOGKOTNON.

IMPOXOXH: Av 1 cuoKevT mpémel va aparpedel, v EXAVOYPTCLLOTOGETE OTOLOINTOTE
TUNHLO TNG GLGKELT|G.

TPOIIOX ATAGEXHX

To svompa cvvoetnpov Arcus™ duatifeton wg amootelpopévo/a Kit yelpovpykns. Ta
e€apTHOTA TOV CLGTAUATOG GLVIETHPOV Arcus™ mpoopilovtot Yo pia ypnon poévo. MHN
EITANAIIOXTEIPONETE. MHN EITANAXPHXIMOIIOIEITE. Av to mpoidév
emovoypnoonombet, umopet va tpokAnei Aoipmén kot vrofaOuIon TG UNYOVIKAG
aKEPALOTNTOG TOV TPOIOVTOC, T OTTOL0 EVOEXETAL VAL OO YN)COVV GE AGTOYIOL.

O ovvoetpag Arcus™ givar pn Topetoydvog.

®YAAEH KAI XEIPIZMOX
Na pvAdcocetar o€ dpocepd, ENPO YDOPO Kol TPOTO MGTE VAL TPOSTATEVETAL 1] OKEPALOTNTA TNG
OLOKEVOGIOG OAWV TOV ELPVTELUATOV Kol TOV EPYOAEIDV.

YYXKEYAXIA KAI EINIEXHMANXZH
1. Otovoxkevég g Nextremity Solutions mpénet va maporappdvovtar povo epocov i
€PYOCTACLOKN GLOKEVOGIO KO 1] EMOTLLAVOT) £fvon AOIKTEG.
2. Emowwvnote pe tnv vanpecio eEuanpEéTnons TEANTMV oV 1) GUCKEVAGI £XEL OVOLYTEL N
aALowmBEL.

IMPOXOXH: H Opocmovdtokr Nopobeoia (H.IT.A.) mepropilel TNV TOANGN TG GUGKELNG
oVTNG LOVOV omtd 10Tpd M KATOTLY EVIOANG 10TPOV.

O1 ovopaoieg Nextremity Solutions® kot Arcus™ givon epmopikd onpota e Nextremity
Solutions, Inc. Avtd ta Tpoidvta KaAVTTOVTAL Ao pio 1) TEPICCOTEPES EVPECITEYVIES EV
avapovn otig H.ILA. kat d1eBvorg. Me v emooiagn kdbe voppov dtkoadpatog. ExtundOnie
otic H.ILA.
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