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EAAHNIKA |

MONO IIA EKTOZ TQN HNQM'ENQN MOAITEIQN
ZHMANTIKEZ NAHPO®OPIEZ I'lA TA AIAXQPIZTIKA COALITION

NEPIrPA®H

O1 amooTdreg COALITION™ (COALITION™, ouykpdTHa OTTOOTATWY Kal TIAGKWY
COALITION AGX™, COALITION™ TPS, COALITION MIS™) gival QUTOVOUEG TUTKEUEG
QAUXEVIKAG BIOCWHATIKAG OTTOVOUAOBETIOG TTOU XPNCIMOTTOIOUVTAl Yia TNV TTApOXH) SOUIKAG
0oTABEPOTNTAG OE OKEAETIKA WPIPA ATOPA PETE aTTO DIoKEKTOUN. Ta dlaXwpIoTIKA
COALITION™ gio@yovTal he T Xprion TPdaBiag auXeVIKAG TTPOCEYYIONG Kal SiaTiBevTal ot
B16¢popa UWn KAl YEWHETPIKESG ETTIAOYEG, WOTE VA €ival KATAAANAQ yia TIG AVOTOMIKEG AVAYKEG
€VOG JEYAAOU PAOHOTOG AOBEVWV. ZTIG TIPOEEOXEG TNG VW Kal KATW ETTIQAVEING KABE
OUOKEUNG OUYKPATOUVTaI O OKPIAVEG TTAGKEG TWV TTAPAKEINEVWY OTTOVOUAWY, WOTE va
SieukoAUveTal N avtiotaon oTnv €§wOnon. O atroaTATNG TTPOOPICETAl Yia TTARPWON PE UNIKO
pooxeUpaTog oatou. H mAdka COALITION AGX™ kai o ammootatng COALITION AGX™
guvappoAoyouvTal JIEYXEIPNTIKA, WOTE VA OXNMATIOTEI P10 QUTOVOUN CUOKEUT QUXEVIKAG
SlaowpaTikig otrovdulodeaiag. O1 Bideg TOTTOBETOUVTAI HECW TOU TIPOCOIOU TURUOTOG ATTO
TITAVIO TOU EPPUTEUPOTOG OTA TTOPAKEIPEVA OTTOVOUAIKG OWHATA Yia 00TIKF aTepéwan. O
ammooTtatng COALITION MIS™ ptropei emiong va XpnoiJoTioiNeei ue GUVBETIPES TTOU
€10GyovTal EOW TOU TTPOCBIoU TUAUATOG ATTO TITAVIO TOU EUPUTEUUATOG OTA TIOPAKEIUEVO
OTTOVOUAIKG GWpaTa.

O1 amooTdreg COALITION™ KataokeudgovTal atré akTivodiaTrepato TTohupepég PEEK, pe
OeikTeg KpdpaTog TITaviou ) TavtaAiou, 6TTwg kabopileTal ota TpdTuTia ASTM F2026, F136,
F1295 kai F560. OAa 1a eyguteUpata PEEK diatiBevtal emimTpéobeTa pe emkGAuywn
EUTTOPIKA KaBapoU TTAACHATOG TITAVIOU TTOU EQAPUALETAI HE WEKATHO, OTTWG KOBOPIZETAI OTO
TPOTUTIO ASTM F1580. To MpdaBio Turua Tou amooTdrn COALITION™, Tou COALITION™
TPS kai Tng TTAGkag COALITION AGX™ kataokeuadovtal atmd Kpdpa Tiraviou, 6Trwg
kaBopigetal ota TPoTUTTA ASTM F136, F1295 ka1 F1472. O1 Bideg ouvappoyng
KOTAOKEUAovTal aTrd Kpdua TiTaviou, 6TTwg kabopidetal ata TpoTutTa ASTM F136 kai
F1295. O amoaotdrng COALITION MIS™ SiatiBeTan £Tmiong o€ £ékdoan Hovo ammd Kpaua
mitaviou. O1 Bideg kal 0I GUVOETAPEG KATATKEUAOVTAI OTTO KPAUa TITaviou, 6TTwg KabopideTal
ota mpdéTutra ASTM F136 kai F1295.

ENAEIZEIX

O1 amoaTdreg COALITION™ (COALITION™, ouykpdTNHO OTTOCTATWY Kal TIAGKWY
COALITION AGX™, COALITION™ TPS, COALITION MIS™) eival pia ave§dpTnTn ouokeun
S100WMATIKAG OTTOVOUAODETIAgG TTOU TTPOOPICETAI YIa XPriON OTNV QUXEVIKH Hoipa TNG
o1ovOUAIKAG 0TAANG (A2-©1) o€ aaBeveig pe auxevikn diokoTrdbela, aoTabela, Tpalua
OUUTTEPIAAUBAVOUEVWY KATAYUATWY, TTAPaPOP@Waon TTou opifeTal wg KUewan, Aépdwon 1
OKOAiwoN, auxevikf OTTOVOUAWTIKA JUEAOTTAOEIQ, OTTOVOUAIKA OTEVWON Kal TIPONYOUHEVN
avemmituxr omrovOulodeaia. H auxevikr diokotrdBeia opideTal wg avBekTikr pifotrddeia fi/kal
pughomdBeia pe KAAN Tou uegooTrovBUAIoU JioKoU /KAl OXNHOTIONO 00TEOPUTWY OTIG
oTTioBIEG aKPIaVEG TTAGKEG TwV OTTOVOUAWYV TTOU TTPOKAAEI CUUTITWHOTIKA CUMTTIEDN
VEUPIKWV PICWV r/Kal TNG GTTOVOUAIKAG OTAANG, N oTToia ETTIREBAILIVETAI PE AKTIVOYPOPIKESG
peAéTeG. O ammoaTdTng TpoopideTal yia TTANPWON JE UNKO HOOXEUPOTOG 0GTOU.

NPOEIAOMOIHZEIZ

‘Evag a1md Toug mMlavoug kKivdUvVoug TTou £XEl avayvwpIoTEl PE autd To oUaThnua gival o
Bdavarog. ANoi TBavoi Kivduvol o1 OTToi0I EVOEXETAI VA ATTAITHOOUV ETTITTPOCOETN
XEIPOUPYIKA £TTEURaACN, TrEpIAaUBAvouV:

* Bpavon eEapTNUATWY TNG GUOKEUNG,
* OTTWAEIO OTEPEWONG,

* Wn emiTeugn ouvévwong,

* KATAYPO OTTOVOUAWY,

* veupoAoyikd Tpalpa, Kal

* ayyelakn i oTrAayxviki BAGBN.
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O1 ouoKeUEG BlaocwuaTiKAG OTTOVOUAODETIag yia Tn Bepateia EKPUAICTIKWY TTABATEWYV EXOuv
OXedIOTEI yIa VO AvTEXOUV TOOO O€ TTAPEG POPTIO GO KOl OE POPTIA TTOU OXETICOVTAI PE
HaKpoxpOvIa Xprion Ta OTToia UTTOPEN va TIPOKUWOUV aTTd TNV TTAPOUGia Un ouvévwong i
KaBuoTepnuévng ouvévwaong. OpIouéveg EKPUAIGTIKEG VOTOI I} UTTOKEINEVEG QUTIOAOYIKEG
Tadnoeig, 6TTwg o dIaBATNG, N PEUPATOEIdNG aPBPITIdA 1 N 0OTEOTTOPWAT, UTTOPE] va
TPOTTOTTOITOUV TN Sladikacia eToUAwONG, augavovTag £Ta1 Tov Kivduvo Bpadong Tou
EMPUTEUPATOG 1) KATAYPOTOG TNG OTTOVOUAIKAG OTAANG.

O1 aoBeveig TTou €xouv UTTORANBEI GTO TTAPEABOV O€ XEIPOUPYIKN ETTEPBOON OTO €TTTTEDO A
ota emieda TTou Ba uTTORANBOUY Ot BepaTreia EVOEXETAI VA TTAPOUTIACOUV JIAPOPETIKEG
KAIVIKEG EKBATEIG OE OUYKPION WE EKEIVOUG TTOU DV £XOUV UTTORANBEI O€ XEIPOUPYIKN
€TTEURACN OTO TTAPEABOV.

Ta e§apTApaTa auToU TOU GUCTANATOG OEV TTPETTEI VA XPNOIKOTIOIOUVTal PE EEQPTAMATA aTTO
GAAO oUOTAATA i} KATOOKEUAOTEG.

Ta eEapTAMATA QUTOU TOU CUGTANATOG KATAOKEUAZOVTAI ATTO aKTIVODIOPAVEG TTOANUPEPEG
PEEK, kpdpa Tiraviou kai TavtdAio. O ouvduaoudg eapTnUaTwy EUQUTEUPATOG ATTO
avogeidwTo XaAuBa pe JIaPOPETIKA UAIKG OEV GUVIOTATAI YIo HETAAAOUPYIKOUG, UNXavIKoUg
Kal A&IToupyIkoUg AGyoug.

O1 TpoeIdoTroINoelg auTéG dev TTEPIAAUBAVOUV OAEG TIG AVETTIBUPNTEG EVEPYEIEG TTOU Ba
pTTOpOUCAV VO TIPOKUWOUV YEVIKE AOyw PIOG XEIPOUPYIKAG TTEPRAONG, WOTOOO TIPETTEI VO
AapBdvovtal 1Biaitepa uTTOWnN o€ 6,11 apopd Ta opBoTTEdIKG ep@uTEUpaTa. O acBeviig TTPETTEN
Va EVNUEPWOEI OXETIKA JE TOUG YEVIKOUG XEIPOUPYIKOUG KIVOUVOUG TTPIV OTTO TN XEIPOUPYIKK
eTéUBaon.

NPO®YAAZEIX

H epgpuTeuon oUOKEUWV OTTOVOUAODETIOG HETOOTTOVOUAIOU BiIOKOU TIPETTEI VO
TIPOYHATOTTOIEITAI HOVO OTTO EUTTEIPOUG XEIPOUPYOUG OTTOVOUAIKAG OTAANG, KaBWG TTpoKeITal
yia pia d1adIKaoia HE UWNAEG TEXVIKEG ATTAITHOEIG TTOU EVEXEI KivOuvo ooBapol TpauuaTiouoU
Tou a0Bevh. Oa TTPETTEl va AN@OEi UTTOYN O TTPOEYXEIPNTIKOG TIPOYPANHATIONOG Kal N
avaTopia Tou aoBevn KaTtd TNV €TMIAOYA TOu PeYEBOUG TOU EPPUTEUPATOG.

Ta XeIpPoupyIKA epPuUTEUPATA OEV TTPETTEI TTOTE VA XpnolgoTrolouvTal avd. 'Eva ekQuTEUPEVO
eMQUTEUNA DeEV TTPETTEI TTOTE VA EPQUTEVETAI Eavd. AKOMN KOl €V N CUCKEUN gival
(POIVOUEVIKA aKEPAIN, UTTOPET VA £XEI MIKPG EAATTWHOTA KOI ONPAdIA ECWTEPIKAG
KOTATTGVNONG TTOU WTTOPEi va 0dnyRoouv o€ Bpauon.

AwarTe eTTapkeig odnyieg atov aoBevr). H diavonTiKr 1 N CWHATIKY AVETTAPKEIR TTOU
€TTNPEACEI aPVNTIKA A ATTOTPETTEN TNV IKAVOTNTA TOU A0BEVA VA GUPUOPPUIVETAI JE TOUG
ATTOPAITNTOUG TTEPIOPITHOUG A TIG TIPOPUAAEEIG UTTOPET va BECEI TO ATOPO QUTO O¢€ IDIAITEPO
KivOUVO KOT TN SIGPKEIA TNG PETEYXEIPNTIKAG OTTOKATACTACNG.

Ma BEATIOTN aTTGB00N TOU EPPUTEUPATOG, O XEIPOUPYOG Ba TIPETTEl va £6eTATEN Ta eTTITTEDT
€MPUTEUONG, TO BAPOG TOU BOBEVH, TO ETTITTESO dPACTNPIOTNTAG TOU ACOEVH, AANEG TTABNOEIG
Tou a0Bevh, K.ATT., Ta OTTOI EVOEXETAI VO ETTIOPACOUV GTNV aTT6d00T TOU CUGTAUATOG.

NMAHPO®OPIEZ A THN AZ®AAEIA ZAPQZEQN MRI

O1 ammooTdreg COALITION™ (COALITION™, ouyKpATNUa QTTOOTATWV KAl TIAGKWY
COALITION AGX™, COALITION™ TPS, COALITION MIS™) gival acpaleic yia oapwoeig MR
uTré 6poug. 'Evag aoBeviig Pe auTEG TIG GUOKEUEG PTTOPET va UTTORANBET e aoPaAEIa OoE
odpwon o€ guotnua MR 1ToU TTANPOI TIG TTAPaKATW TTPOUTTOBETEIG:

*  ZTaTIKO payvnTikG TTedio povo 1,5 Tesla kai 3,0 Tesla

*  MéyioTo Xxwpikd Babuidwtd tedio 3.000 gauss/cm (30 T/m) i pikpdTEPO

*  Méyiotn péon Tipn pubuou edIkAg atmoppdpnong (SAR) TTou avagépeTal atrd To gUCTNPA
MR yia oAdowpn €kBeon 1 W/kg

Y116 TIC TTPOUTIOBECEIC GAPWONE TTOU AVA@EPOVTAl TTAPATIAVW, O aTTooTaTeG COALITION™
(COALITION™, ouykpOTnpa ammooTatwy Kai TTAakwv COALITION AGX™, COALITION™
TPS, COALITION MIS™) avapéveTal va avatrti€ouv uéyioTn avénon Beppokpaciag 3,9°C A
MIKPOTEPN WETG OTTO 15 AeTITd GUVEXOUG OAPWANG.

Ta 1eXVNTG OQPAAPOTA EIKOVAG TTOU TTPOKAAOUVTAI ATTO QUTEG TIG CUOKEUEG BEV OVAMEVETAI VA
€KTEIVOVTQI OTT TN GUOKEUN KATA TTEPIOTOTEPO OTTO 35mm éTav n ATTeEIkOVIon
TIPAYHATOTTOIEITAI PE akoAouBia TTaApou BaBuIdwTAG avTrixnong kai auotnua MRI 3,0 Tesla.

ANTENAEIZEIZ
H xprion autwyv Twv ENPUTEUPGTWY QVTEVOEIKVUTOI OE AOBEVEIG PE TIG aKOAOUBEG TTaBROEIG:

1. Evepyn ouatnuiki Aoipwén, Aoipwén evtotiopévn atn BEON TNG TTPOTEIVOUEVNG
€PQUTEUONG 1) 6TAV 0 a0BeVAG eppaviCel alAepyia i uTTepeualobnaia EEvou owpaTog
o€ OTT0I0OATTOTE ATTO T UAIKA TOU EPPUTEUPATOG

2. NMponyoupevn orovdulodeaia aTo eTTiTredo ) oTa eTTiTeda Tou Ba uTToRANBOUV o€
Bepartreia

3. Zofapng HOPPAG OCTEOTTOPWAN, TTOU PTTOPEI Va OTTOTPETTEI ETTAPKI OTABEPOTTOINGN

4. TaBAoeIg TTou eVOEXETAI VO AOKAOOUV UTTEPBOAIKA TTiEON OTO 0CTO Kal Ta
guQuUTELPATA, OTTWG CORAPN TTaXUCApPKIa 1) EKPUAIOTIKEG TTABAOEIG, ATTOTEAOUV
OXETIKEG avTEVOEIEEIG. H aTdpaon OXETIKA HE TN XPrON QUTWVY TWV GUOKEUWV KETW
aTré auTéG TIG OUVONKEG TIPETTEN va An@Bei atrd Tov 1aTpd, AauBdavovTag utTdyn Toug
KIVOUVOUG €vavTl TwV OPEAWYV TTPOG TOV aaBevr).

5. AagBeveig Twv oTToiwy TO £TITTESO dPACTNPIOTNTAG, N WUXIKA VOGOG, N diavonTikn

Siatapayr, 0 GAKOOAIGHOG, N KATAXPNON VOPKWTIKWY OUCIWY, TO ETTAYYEAUA 1 O

TPOTTOG (WNG UTTOPET Va ETTNPEACEI TNV IKAVOTNTA TOUG va aKOAOUBACOUY

METEYXEIPNTIKOUG TTEPIOPICHOUG KAl Ol OTTOIOI UTTOPET VO AOKAOOUV UTTEPBOAIKEG TTIETEIG

OTO gUPUTEUPA KATA TN dIdpKeIa ETTOUAWONG OCTWY KAl Ol OTTOi0I UTTOPEI Va

SI0TPEXOUV UWNASTEPO KiVOUVO YIO QVETTAPKEID EJPUTEUPATOG.

OtroiadrTToTe TTABNON N oTToi SEV TTEPIYPAPETAI OTIG EVOEIEEIG XPAONG.

MupeTdg i AeUKOKUTTAPWON.

Eykupoouvn.
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9. OmoladnTrote AN TTABNON TTOU aTTOKAEiEl TO THOAVO OPEAOG TNG XEIPOUPYIKAG TOU
OTTOVOUAIKOU EPQUTEUNATOG, OTTWG N TTAPOUGCTa OYKWV I GUYYEVWV OVWHAAIWY, TOTTIKO
KATaypa otnv Tepioxn Tng eméppacng, n altgnon Tou pubuou kabi¢nong TTou dev
egnyeital amd GAAEG VOOOUG, N algnon Twv AEUKWYV QIHOCOAIPIWY | N GNUAVTIKN
HETOTOTTION TTPOG TA APIOTEPG OTN BIAPOPIKH PETPNON AEUKWYV AINOCPAIPiWV.

10. OTtroI0dATIOTE TTEPITITWON TTOU dev ATTAITEI OTTOVOUAODETIaL.

11. OmroloodATIOTE AGBEVAG TTOU JeV gival TIPOBUPOG va CUVEPYOOTEN PE TIG
HETEYXEIPNTIKEG OBNYiEG

12. AoBeveig e yvwaTtd KANPovouiko A eTTikTNTo TTPORANUA uBPAUCTOTNTAG OOTWV A
atoTITdvwong dev TTPETTEl va AapBdvovTal uTréyn yia auTd To €i00G XEIPOUPYEIOU.

13. AUTEG Ol GUOKEUEG BV TTPETTEI VO XPNGIKOTTOIOUVTAl VIO TTaIBIATPIKG TTEPICTATIKG ) O€
aoBeveig TTou Bpiokovtal aKOPN OTN GACN YEVIKAG OKEAETIKAG AVATITUENG.

14. Kda0e TrepirTwon OTTou Ta €EaPTANATA EPPUTEUUATOG TTOU ETTIAEXBNKAV yia Xprion Ba
ATV TTOAU peYAAa 1) TTOAU PIKPG yIa TNV ETTITEUEN ETTITUXOUG OTTOTEAETUATOG

15. KdaBe TrepitrTwon 1Tou atraitei To guvduaoud PETAAAWYV atré duo dIagopeTIKA
eCapTAMATA 1) CUCTANATA.

16. AdgBeveig pe avetrapkr KAAUWN TNG XEIPOUPYNUEVNG TTEPIOXNG UE I0TO f QVETTAPKEG
00TIKO ATTéBea 1 TTOIOTNTA.

17. AagBeveig oToug oTToioug N XPAoN EUQUTEUPATOG Ba TTAPEUTTOBICE AVATOUIKEG DOUEG I
TNV QVOAUEVONUEVN QUTIOAOYIKR AEITOUpYia.

ENINAOKEZ KAI MIOGANEZ ANEMNIOYMHTEZ ENEPTEIEZ

Mpiv atré Tn XEIPOUPYIKA ETTEURACT, Ol AoBEeVEiG TIPETTEI VO EVNPEPWOOUV OXETIKA UE TIG
TIOPOKATW TTIBAVEG AVETTIOUUNTEG EVEPYEIEG, KABWG Kal yia TNV TBavA avdykn TpocBeTng
XEIPOUPYIKAG ETTEPBACNG YIa TNV ATTOKATACTACT TWV £§AG TTPORANUATWV:

XaAdpwon, kauywn f Bpadon egapTnUdTwy

MeTaromion/yeTavaoTeuon Twy e§apTNUATWY TNG CUOKEUNG

loTikr euaioBnoia oTa UAIKG TOU EPPUTEUPATOG

Evdexopevn didoTracn Tou dEPpPATOG r/Kal ETTITTAOKEG TPAUUATOG

Mn évwon 1 kaBuoTtepnuévn £vwan f TTANUPEANG évwon

Noipwgn

BAGRN veupwv, cuptrepIAapBavopévng TnG aTTWAEING TNG VEUPOAOYIKAG AsIToupyiag
(aioBnTAPIaG ry/kal KIvATIKAG), TNG TTapdAuong, Tng ducaioBnaiag, Tng utrepaiobnaiag, Tng
TTapaiodnaiag, TG PICOTIABEING, TNG AVETTAPKEIAG AVTAVAKAGOTIKWY, TOU CUVOPOUOU
ITTTToUPIdaG

*  PAgn okAnpng piviyyag, diappor| eykepaAovwTiaiou uypou

+  Karaypa orovoUuAwy

*  (AMepyikn) avTidpaon §Evou owpaTog o€ UNIKA 1 uTTOAEiJpaTa

Ayyeiakn i oTTAayXVIKf BAGRN
MeTtaBoAn Tng KAUTTUAGTNTAG TNG OTTOVOUAIKAG OTAANG, atTwAeia d16pBwaong, Uwoug A/Kal
avaragng

*  Karakpdrnon oupwv r) oTTwAEIa EAEYXOU TNG OUPOBOXOU KUGTNG i GAAEG DIATaPAXEG TOU
OUPOYEVVNTIKOU CUCTAUATOG

» EIAedg, yaoTpimda, eviepIKn atmo@pagn i GAAEG BlaTapax€EG TOU YOOTPEVTEPIKOU
OUCTAMATOG

* Alatapay€g Tou avaTrapaywyikol GUCTANATOG, GUPTTEPIAAUBAavVOpEVNG TNG aVIKAVATNTAG,
TNG OTEIPOTNTAG, TNG AdUVANIOG GUVEUPEDNG KAl TNG YEVETATIOG BUTAEITOUPYiOG

+ Toévog ry duoopia

*  OuhakiTida

*  Meiwon ooTIKAG TTUKVATNTAG Adyw EAAEIYNG @OpTIoNG (stress shielding)

*  OoTikA aTTwAeIa A KATAYPa 00TOU TTAVW A KATW aTTé TO ETTITTESO TNG XEIPOUPYIKAG
eméURaong

» T16vog oTn B€0n Tou 0OTIKOU HOOXEUPATOG OTOV BATN, KATAYUa /KAl KaBUaTEPNUEVN
emmoUAwoN TpaluaTog

+ Tepiopiopdg dpaaTnNPIOTATWY

*  AvaTroTeAEGUATIKA QVTIMETWITION TWV CUUTITWUATWY VIO T OTTOIA TIPAYUATOTTOIRBNKE N
XEIPOUPYIKA eTTEURaCN

+ [pdaBeTn xeIpoupyIkn TEURAON

* Odvatog

ZYZIKEYAZIA

AuTd TO EP@UTEUUATA KAl OpYavVa PTTOPE VO TTAPEXOVTAI TTPOCUCKEUATHEVA Kal
QATTOOTEIPWHEVA, XPNOIUOTTOIWVTOG aKTIVOBOAIa yaua. H akepaidTnTa TNG OTTOCTEIPWHEVNG
ouokeuaaoiag TTPETTEl va eAeyxOei yia va BeBaiwbei 6T dev €XEl ETTNPEACTEI N OTEIPOTNTA TWV
epIEXOPEVWY. MpIv aTrd TN XPrion, Ba TTPETTEl va EAEYXETAI TIPOGEKTIKA GV N CUCKEUQTIQ
TepIEXEl OAa Ta eEapTrpaTa Kal TIPETTEl va eAeyxBoUv TTPOOEKTIKG OAa Ta EEAPTANATA YIa VO
BeBaiwBeite 6T dev uTtdpxel kapia nuid. O cuokeuaadieg A Ta TTPOIGVTA TTOU £XOUV UTTOOTET
{nuid dev TTpETTEl va XpnoipoTroloUvTal, aAAG va emioTpépovTtal oTnv Globus Medical. Katé
TN SIGPKEID TOU XEIPOUPYEIOU, apou KaBopIoTel TO CWOTO PEYEBOG, aPaIPEDTE TA TTPOIGVTA
a1 TN GUOKEUATIO XPNOIPOTIOIVTAG GONTITN TEXVIKN.

Ta OET OPYAVWYV TTAPEXOVTAI W ATTOOTEIPWHEVA KAl ATTOCTEIPWVOVTAI JE ATPO, TTPIV OTTO TN
Xpnon, 6Twg Teplypagetal atnv evotnta ANOXTEIPQXH mapakdtw. Metd Tn xprion 1 Tnv
€kBeon o€ Aépwpa, Ta dpyava TTPETTEN va kaBapidovTal, OTIwG TTEPIYPAPETAI OTNV EVOTNTA
KAGAPIZMOZ mapakdtw.

XEIPIZMOZ

O XeIPIoPOG OAWV TWV OPYAVWY KOl EPPUTEUNATWY TTPETTEN VA YiveTal pe TTpogoxh. H
AavBaaopévn xpAon i XeIPIoUOG PTTopEi va odnyfRoel oTnv TTPoKANGn ¢nuidg f/kal o€ moavA
SuaAeitoupyia. Mpiv a1rd TO Xelpoupyeio, Ta TTPoidvTa Ba TTPETTEI va eAEyXovTal YIa va
BeBaiwBei 611 Aciroupyolv owoTd. OAa Ta TTPOIGVTa TTPETTEN va ETTIBEWPOUVTAI TIPIV OTTO TN
Xpnon yia va BeBaiwdei 611 dev UTTApXE! Kapia un atrodekTr pBopd, 6TTwg diGBpwan,
ATTOXPWUATIONAG, oNUAdIa, PayITPEVEG OPPAYIOEIG, KTA. Ta 6pyava Trou dev AeiToupyouv i
TTOU TTApoUaIadouv ¢nuId dev TTPETTEI VA XPNOIKOTTIOINBOUY, aAAG TTPETTEN va ETTIOTPAPOUV
oTtnv Globus Medical.
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KAGAPIZMOZ

‘OAa 10 dpyava TTou PTTOPOUV VA ATTooUVaPHOAOYNBOoUV TIPETTEI VO ATTOCUVAPHOAOYOUVTAl
yia Tov kaBapioud. OAeg o1 A\aBég TrpéTel va amroouvdeBolv. Ta épyava Propoulv va
€TTAVOOUVaPHOAoyNBoUv PeT TNV atrooTeipwon. Ta dpyava TTPETTEl va KaBapioToUv JE Tn
XPAON OUBETEPWY KABAPICTIKWY TIPIV ATTO TNV ATTOCTEIPWAON KAl EI0aywyr O€ OTEIPO
XEIPOUPYIKO TTEDIO A (€Gv I0XUEN) TNV ETMIOTPOPR TOU TIPOidvTog oTn Globus Medical.

O kaBapiopdg Kal aTTOAUPAVON TwY 0pYAvWY PTTOPoUV va TTpaypaToTroinBolyv pe dIOAUTEG
Xwpig aAdelideg o uYPnAOTEPEG BeppoKpaaies. O kabapiopdg Kal aTTOAUPAVON TIPETTEN VO
TrepIAapBAavouy Tn Xpron oudETEPWY KABAPIOTIKWY Kal UETA TNV €KTTAUCT UE QTTIOVIOUEVO
vePO. ZNUEiwan: opiouéva KABAPIGTIKG dIaAUPATA OTTWG AUTE TTOU TTEPIEXOUV POPHOAN,
yAouTtapaAdeiidn, AeukavTiké A/Kal GAAa aAKAAIKG KaBapIoTIKA UTTOPEi va TTPOKaAETOUV
{nuIG O€ OPICPEVEG CUOKEUEG, 1I81aiTEPA O€ Opyava. Ta dlaAUpaTa auTd eV TTPETTEN VO
XpnoigotroinBouv.

Mpétel va TnpouvTal o akdAouBol péBodol kaBapiouol Katd Tov KaBapiouo opyavwy PETE
™ XPAoN A €kBeon o€ Aépwua aAAd Kal TTPIV ATTé TNV ATToCTEIpWON:

1. Apéowg PETA TN xprion, BeBaiwBeite 6TI GAa Ta Gpyava OKOUTTIOVTal YIO TV aPaipeon
KGBe opatng poAuvaong kai 6T TTPOPYUAACCOVTAI ATTO TO OTEYVWHA PE TNV EURUBIOT) TOoug
1 TNV KGAUWH TOUG pE PIa BPpeypévn TIETOETA.

2. AmoouvappoAoyriaTe 6Aa Ta dpyava TTou PTTopouV va atrocuvappuoAoynBouyv.

3. ZemAUveTe 6Aa Ta Opyava KATW aTTd TPEXOUNEVO vePO BPUoNG yia TNV agaipean 6Aou
TOU 0paTOU AEPWHATOG. EKTTAUVETE TOUG AUAOUG TOUAAXIOTOV 3 POPEG, HEXPI VO TO VEPO
€KTTAUONG va Byaivel kaBapod.

4. TMpoeToipdoTte Enzol® (1 TapduoIo ev{UUATIKG OTTOPPUTIAVTIKG) CUNQWVA WE TIG
OUOTACEIG TOU KOTAOKEUQOTH.

5. BubioTe Ta dpyava g aTTOPPUTTAVTIKO KOl AQRACTE TO VA EUTTOTIOTOUV Yia TOUAAXIOTOV 2
AeTITA.

6. XpnolpoTroioTe pia paAakr BoupTtoa yia va KabapioeTe e§OVUXIOTIKG Ta dpyava.
XpNnoIYoTToIRoTE éva KABapIOTIKO CUPHATAKI yia TUXOV auAoUg. MpooégTe 1Idlaitepa TIg
QUOTTPOCITEG TTEPIOXEG.

7. Me Tn XpAon HIag atmmooTeipwpévng oUplyyag, avTAROTE EVUPATIKG OTTOPPUTIAVTIKO
B1GAupa. EKTTAUVETE TUXOV QUAOUG Kal BUGTTPOCITEG TTEPIOXEG MEXP! VO UNV BAETTETE
Bpwuia va eg€pyeTal Ao TNV TIEPIOXN.

8. Ag@aipéoTe Ta Opyava atrd TO ATTOPPUTTAVTIKO KOl EKTTAUVETE TO IE TPEXOUMEVO (ECTO
vepo Bpuong.

9. MpoctoipdoTe Enzol® (1) TTapduolo evZuPaTIKG aTTopPUTTAVTIKG) CUHQWVA WE TIC
OUOTAOEIG TOU KOTAOKEUOOTH) O€ GUOKEUR KABAPIoPOU JE UTTEPXOUG.

10. BubioTe TAfpwG Ta dpyava oTn CUCKEUN KABAPIoOUOU PE UTTEPHXOUG Kal BeBaiwdeiTe OTI
UTTAPXEI ATTOPPUTTAVTIKO OTO ECWTEPIKO TWV QUAWV EKTTAEVOVTOG TOUG AUAOUG.
YTroBdAeTe O€ KaTEPYQOia PE UTTEPAXOUG YIa TOUAGXIOTOV 3 AEeTTTA.

11. A@aipéoTe Ta 6pyava atrd TO ATTOPPUTTAVTIKO KOl EKTTAUVETE T OE TPEXOUPEVO
QTTIOVIOUEVO VEPO 1 VEPO avACTPOPNG WOUWAONG YIa TOUAAXIOTOV 2 AETTTA.

12. ZTeyVWOTE Ta Opyava XPNOIMOTIOIVTAG Eva KABapo HOAAKS TTavi Kal QIATPOPICHEVO
aépa uTTo Triean.

13. EmBewpAoTe OTITIKA KABE 6pyavo yia opatd Aépwua. EGv uttdpyel opatd Aépwua,
emmavaAdBerte Tn diadikaagia kabapiopou EekivvTtag pe To BApa 3.

ZTOIXEIA ENIKOINQNIAZ

Mrropeite va emmikoivwvroeTe e Tn Globus Medical atov apiBué 1-866-GLOBUS1 (456-
2871). MmropeiTe va TTpouNBEUTEITE EYXEIPIDIO XEIPOUPYIKAG TEXVIKAG EAV ETTIKOIVWVAOETE UE
Tn Globus Medical.

AMNOZTEIPQZH

AUTA Ta EPPUTEUPATO KOI Opyava UTTOPE] va BIaTiBevTal aTTOOTEIpWHEVA A un
QATTOOTEIPWHEVA.

Ta aTTooTEIPWUEVA EPPUTEUUATA KAl Opyava £XOUV OTTOOTEIPWOET Je akTIvOBoAia yaupa Kai
£TMKUPWONKav yia TNV TTapoxr emmédou dlaceaAiong amooTeipwong (SAL) 10, Ta
QATTOOTEIPWHEVA TTPOIOVTA OUCKEUAGovTal o€ Beppoo@payifopevn Brkn dimAou @UAAoOU
ahoupiviou. H nuepopnvia A§Ng avaypa@etal GTnV €TIKETA TNG CUOKEUATiag. Ta TTpoidvTa
autd BewpolvTal ATTOCTEIPWHEVA, EPOCOV N CUOKEUATIa €ival KAEIOTA Kal OEV €XEI UTTOOTET
gnuia.

Ta un oTTOoTEIPWUEVA EJPUTEUPATO KOl Opyava €XOUV ETTIKUPWOE yia dilac@aAion eTTiTTédou
oTeipdTNTag SAL 10, ZuvIoTATAI N XPAOT OUCKEUATIOG TIEPITUNIENG OUPPWVA LE TIG OBNYiES
Tou Opyaviogpou yia TNV avaTTugn 1aTpIKWwy opydvwy (Association for the Advancement of
Medical Instrumentation, AAMI) ST79, AvaAuTikg 0dnyo6g yIa TNV ATTOCTEIPWAN PE aTUS Kal
TN SIaCPAAION TNG OTTOOTEIPWONG O€ EYKATAOTAOEIG UYEIOVOUIKAG TIEPIBOAYNG
(Comprehensive Guide to Steam Sterilization and Sterility Assurance in Health Care
Facilities). ATroteAei euBUVN Tou TEAIKOU XPAOTN VA XPNOIPOTIOIEI HOVO OTTOOTEIPWTEG Kal
agegoudp (OTTwG TTEPITUAyJaTa aTTOOTEIPWONG, BAKEG OTTOOTEIPWONG, XNMIKOUG OEIKTEG,
BloAoyikoUg deikTEG KOl KAOETEG ATTOOTEIPWONG) TTOU £XOUV OXEDIOOTEI aTTd TNV YTINpPETia
Tpogipwyv kai Pappdkwyv (FDA) yia TIG TTpodIaypapEg Twv ETTIAEYHEVWY KUKAWY
aTrooTEipwOoNg (XPOvog Kal Bepuokpaacia).

MNa va eEa0QaNioETE TN CWAOTA ATTOOTEIPWAON TwWV CUOKEUWY Globus Kal Twv QOoPTWHEVWYV
KOOETIVWV, 6TAV XPNOIUOTTOIEITal GKAUTITO doXEio aTToaTEipWwOnNG, Ba TIPETTEl va AngBouv
uttéyn Ta €§AG:

* Ol OUVICTWUEVEG TTAPAPETPOI ATTOOTEIPWAONG TTAPATIBEVTAI OTOV TTAPAKATW TTVAKA.

+  EmmpémeTal va xpnoipotroinfolv uévo GKauTITa Soxeia atrooTeipwang yia Xpron o€
QATTOOTEIPWAON PE ATUS KAl TTPO-KEVO.

* o va emAégeTe €va AKauTITO oXEIO ATTOOTEIPWONG, AUTO Ba TIPETTEN VA £XEI EAGXIOTO
ePPBadSOV @iATpou ico pe 176 in2 guvoAikG fi TouAdyioTov TEooepa (4) QIATpa dIaPETPOU
7,5in.

o Agv emTpETTETAI VO TOTTOBETNOOUV TTEPIOCCOTEPEG OTTO ial (1) POPTWUEVES YPAPIKES
KOOETIVEG ] T TTEPIEXOUEVE TOUG OTTEUBEING O€ AKAUTITO DOXEIO ATTOOTEIPWANG.

*  O1 auTévopeg HOVADEG/OXAPES I HOVADIKEG GUOKEUEG TTPETTEI VO TOTTOBETNBOUV, XWwpig
oToifagn, oe kaAdOI doxeiou WOTE va eEaapalioTei o BEATIOTOG agpIOUAG.
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+ [pétel va TNPEITE TIG 0BNYIEG XPHONG TOU KATAOKEUAOTH TOU GKANTITOU BOXEIOU
amooTeipwong. Edv €xeTe kKATTOIO EPWTNON, ETTIKOIVWVACTE JE TOV KATAOKEUAOTHA TOU
OuYKeKpIuévou doxeiou yia kaBodrynon.

* Avarpégre oto AAMI ST79 yia emTTpAoBETEG TTANPOPOPIEG TTOU APOPOUV TN XPHON TWV
AKOPTITWV OXEIWV aTTOOTEIPWONG.

MNa epeuTetpaTa kal epyaAeia mou Trapéxovtal MH AMOZTEIPQMENA, cuviotdral
amooTeipwan (Ue TTePITUAIyUa i o€ Soxeio) wg eEAG:

MéBodog Tomog Oeppokpaoia Xpoévog Xpoévog
KUKAou €kBeong OTEYVWHATOG

ATpoG ‘ Mpo-kevo ‘ 132°C (270°F) ‘ 4 NeTITd ‘ 30 AemrTd

ATOG Mpo-kevo ‘ 134°C (273°F) 3 AetTTd 30 AeTrTd

O1 TTapduETPOI QUTES EXOUV ETTIKUPWOEI yia TNV ammooTeipwaon Yévo autrig NG OUOKEUNGS. Eav
mpoaTeBoUv dAAa TTPOIdVIa OTN CUOKEUR ATTOOTEIPWONG, O CUVIOTWUEVES TTAPGUETPOI OEV
gival éykupeg kai Ba TpETel va KaBopioTouV VEES TTApAUETPOI KUKAou ard 1o xpnorn. H
£yKQT@oTaOn, N oUVIHAENON Kai N BABUOVAUNGCN TOU QTTOCTEIPWTH TTRETTEI VA EXOUV
mpayuarorroinBei cward. Mpémel va ekteAouvral dlapkwe eEeTAaeIS yia emBePaiwon NS
adpavorroinong GAwv Twv HopewV BILLOILIWY UIKDOOPYAVICHWV.
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