Aln

implants chirurgicaux

OAHI'IEX XPHXHX
TOY PIATPOY ALN OATF KOIAHX ®PAEBAXME
AT'KIXTPO ITPOXITEAAXH AIA THX BPAXIONIOY
APTHPIAX

(EL)

0297
Xnipavoen CE amé 1o 2020
Ko. avagopag npoiovroc: FBH.OATF19
Ex. 03/2026



10:

11:

12:

13:

14:

15:

16:

epreydpevo,

: Tevikéc mmpogopicg 3
: Zoppora 4
: Ilepreydpevo Tov Kit 5
: Evocigeag 6
: Avtevoeigeag 7
: ZovOeon 7
: pogrdomonjoeig 8
: Emmhoxég 10
: Awodikacio epevTevong 12
MMapaxorovOnon acdevovg 18
MRI 18
Agaipeon 19
X UOKELAGIO KO YEPLOPNOG 20
AmOppLYN TG GVOKEVG 20
Eyyinen 20
Yroypéwon ava@opds TEPLETATIKAOV 1] KIVOUVOV ERPAVIGNG TEPLOTUTIKAV ...vveeee. 21



1: I'evikéc TAnpopopiec

To @iktpo ALN OATF «oilng @Aéfag amotekel €va mpootpetikd @iktpo (LOVYHo /Kot TPoc®PVo).
TIpoPremdpevn xpno ivat 1 AIOTEAEGUOTIKY TPOGTAGIO OO TNV TVEVHOVIKT] ELBOAN.

The ¢iktpo ALN OATF koiing eAéPag amoteleitan and dmdeka okéin 316 LVM and avoeidwto ydivPo.
‘E& okéln dwbétovy dykiotpa Yoo TV aykbpwon oty Koikn eAéPa, Tpio okEAN XpNOILOTO0VVTOL Yo TO
KEVIPAPIOUO TOL QIATPOV OTO €0MTEPIKO NG KOIANG QAEROG Kot To. dAla Tpion MOS0 KaTtd ™G KAiong
¥PNOOTO0VVTaL Yol T BEATIGTOMOMNGN TOV KEVTPAPIGHATOS TOV GIATPOV 6TV KOk OAEPa.

To ¢iltpo ALN OATF roilng pAéfag pe dykiotpo xet eheyyBel ko dev evéxel Tpoceto Kivouvo yio Tovg
acbeveic mov vroPfdiroviar og e€etdoelg payvntikig topoypaeiog (MRI) pe poyvntikéc dvvapelg éog 3
Tesla. Qotdco, n mowdTTer TV €kOvOy MRI evdéyetar va emmpeactel €v 1 mepoyn EVOLHPEPOVTOG
Bpioketon axppag (1 kovid) ot Oéon tov eiktpov ALN OATF koikng eAéPag g ALN. Avatpétte otig
TPOPVAGEELS ¥pMoNG TOL KoTaoKeLoT Yo Tov €EomAopd MRI yuo TV OmEKOVION HOG EUPLTEVUEVIG
HeTaAAMKNG TpdBeong.

The @idktpo ALN OATF koikng oAéPog pe GyKiotpo €ivol [io. GUGKELY TOV TPOOPILETaL Y10 ELPVTEVLGT GE
acbeveic pe SapeTpo Katm Koikng PAEPag pikpdtepn M ton pe 32 mm.

AwPaoTe TPOGEKTIKA TIG 0dNYieg TPV 0o TN XPNom. AVTEG oL 0dNyieg Bao mpémet va. xpnoomoovvTaL HOVo
epocov yete emhé€el eneuTeELON pE mpoomEracy Ow TG Ppojyloviov optnpiac. Asv mpémel vo
YAPNOLOTOIOVVTOL Y10, OTOLOONTOTE GAAT TPOSTELAGT (TPOGTEANGT] S0l TNG CPAYITIONG, UNPLOLNG 1 LYVVOKNG
apmpiog).

To eiltpo ALN OATF roilng pAéPog e dykiotpo mapéyetat amootelpouévo. [poopiletat yo pia xprion.



2: Yvufoira

2V mopovoa eVOTNTO ToPOoLSLALovTaL Ot OpIoHol TV GUUBOA®V TTOV ¥PNGULOTOOVVTAL GTO TPOIOV KL 6TV
avTioTOYN GLOKELAGIOL.

Kwd. avapopdg katordyov
Ap1Opog maptidog
Teprokds apipog
Hpepopnvia Anéng
Hpepopnvia katackeung
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3: IepreyOnevo Tov Kit

BePawwbeite 011 vadpyovv Oha tar e€aptipoTa Tov Kit Tpv amd TV Evopén ™G dwdikaciac. Xe nepintoon
OV SV VILAPYEL KATO0 EEAPTN LA, YPNOLULOTOWNGTE £VOL GAAO KIT.

H ovoxevn mpoomélacng dia tng Ppayioviov aptnpiog tov eiltpov ALN OATF koiing eAéfog pe dykiotpo
amoteheiton amd o akdrovbo oToyeio:

- To @idtpo pe Hyog 6 cm (1) Torobetnuévo oty VITodoyn Pidtpov (2).

- H vrodoyn eiktpov omoteleiton amd Evay KOVIKO COAMVA, £VO TPOGTUTEVTIKO IO, VO KALT Ko
éva éuporo (3). To €uPoro ypnotpomoteitar yioo v ®@ONon tov EIkTpov €vTog TOL OnKaplon
Suataéng eloaymyNg LEG® EVOG HETOAAIKOD GOANVO.

- ‘Eva obotpa eloayoyng mov arnotekeiton amd évav dtactodéa tikovg 1260 mm (4) (koKKvo dkpo
luer lock) Bdmpévo oo Onidpt didtaéng ewoaymyng 7F uikovg 1200 mm (5).

- ‘Evav kabetipa @Onong punkovg 1214 mm (6). Avtd to ctotyeio ypnoiponoteitor yo Ty @bnon
0V QikTpov evidg oL OnKaplov ddTaéng elay®YNC.

- Mua Berdvo mapakévinong dapetpripotog 18-gauge, 70 mm (7).
- "Eva 0dnyd-cvppa oyniuotog J pe emkdivyn Teflon, Swapétpov 0,035 ko prjkovg 1800 mm.
To kut mpooméhoong Sw g Ppaytoviov aptpiog tov @idtpov ALN OATF koilng oAéfog pe dykiotpo

TOPEYETOL ATOGTEPOUEVO. AVTH 1| GuoKkeLr Ttpoopiletat Yo pio yprion. ‘Exet vropinbel o anooteipwon pe
0&eidio tov abvieviov.

i

3) 'Epfol
/ \&— (2) Ynodoyn ¢iktpov (3) Enfoho mov

/ ¥pNoomoteitoL
i (1) didtpo TomodeTnuévo Yo T d6non tov
£vTOG NG VIOdOYNGS PIATPOL ofktoov
Yo EIGOYOYH HECH TNG
Bpaytoviov aptnpiog
N
= (4) AwwoToréog
: ’ (5) Onkapt dtdtaéng ewoayoyng 7F % THoTNHO Elc0ymyNg
v (eowTepixn O10uETPOG)
=il - (6) Kabethpog dbnong
J
Ca
(7) Behova mapaxévinong (8) Odnyd-cvpua oynpatog J pe emtcdivyn Tetlon



4: Evoeitelg

To @idktpo ALN OATF «oiing oAéPog pe dykiotpo 0o mpémet vo epeutedeTatl Hovo yio Tig evoei&elg mon
mapatifevor oy mapovoa evotnta. Ot evdeifelg mov mapatifevtar akoAovBwg £xovv avayvopiotel amd v
SFICV'. Basifovtat otig svppavieg SIR? kot CIRSE?.

Amdhlvteg evoeiterg:

Ev 1o Badet prefucn Opoupoon (tyvoakn, pnplaic, Aayoviog eAERa 1 Koidn eAEPa), pe 1 xopig TveLHOVIKT
euPoin oe acbeveic mov eppaviCovv €va 1 TeplocodTEPE Amd T0. okOAOVOA YOPAKTNPIGTIKA:

- EMTAOKES TNG AVTITNKTIKNG Oepomeiag Aoy® OV omoimv amotteitat 1) S10KOTMH TG QOPHOKEVTIKNAG
ayoyngs,

- CUUMTOUOTIKY]  VTOTPOT| 0&elog  MVELHOVIKAG  eUPOANG  HE  YOPNYNON  OMOTEAEGLOTIKNG
avTunkTikig Bepameiog (omorteiton avtikeevikn emPepoinon g ev Aoy vroTpomng),

- CUUTTOUATIKY ETEKTACT TG OpOuPmong He yopnyNon OMOTEAEGHOTIKAG AVTITNKTIKNAG Oepameiog
(omonteiton ovtikepevikn emPefainon g ev AOym enéktaong),

- avtevdeifelg o avTmnKTikeg Oepaneieg VYNNG dOONG (TPOCOPIVES ) LOVILEG).

YoPapd tpavpa (kpaviov 1 GTOVOLMKNG GTHANG) OV TPOKAAEL TOTKES S1lyLTES apoppayies oe aobevels
otovg omoiovg dev eivol SLVOTH T EQAPLOY] TPOANTTIIKAOV UETPOV HUNYOVIKNG Stoleimovcag @AEBUKNS
GULUTIEONG, OTOSESEYIEVIG OMOVGLOG TVEVLOVIKNG EUPOANG 1) eV T® Pabel pAefing OpdpPoong.

TIpoéAnyn mvevpovikng epfoAng Kotd Tn SdpKeld XEWPOVPYIK®V emepuPdcemv vyniod Bpopfosufoiikond
KwdHvou og acbeveis pe mpdoeato 16Topkd ev T Babet prePikng OpouBwong 1 Tvevpovikhg enfornc.

XyeTikég evoeitels:

IIpoAnym mvevpoVIKNAG €UPOANG KATA TN SAPKELN XEPOVPYIKMV emeuPacemv vyniov Opopupoepforikod
Kwdbvov e acbeveig pe 10Topkd ev T Pabet rePfucng Opoupfoons 1 Tvevpovikng eUPOANnG. EnpovTikng
onpeioon: H tekpnpioon mpoinmtikig TtomoBétnong &vég ¢@iktpov koilng @Aéfag mpwv amd T
delaymyn mag yepovpyikig enépPaong mpémel vo eEotoptkeveTon o€ kKGOe acOeviy Ko ot drdpopor
wrpoi wPEMEL vo. Yvopilovy TOVG GYETIKOVG Kwvdvvovs. H amdépacn mpémel vo emMKUPOVETOL €
CUVEPYUTio pe OLES TIC EVOLAPEPOIEVES HOVADES.

H oo@dlere kol 1 OTOTEAEGHOUTIKOTITO TING OGUGKEVNG OEv £)el TekUNPLmOsi Yo EmMVEQ@PLOKN
Tom00ETNION 1] KUTA T1) SLdpKerd Kinone.

L SFICV (Société Frangaise d’Imagerie Cardiaque et Vasculaire). Recommandations et Bonnes Pratiques en
Radiologie Vasculaire Interventionnelle. Mars 2007. Pages 93-101.

2SR (Society of Interventional Radiology). Guidelines for the use of retrievable and convertible vena cave

filters: report from the Society of Interventional Radiology multidisciplinary consensus conference. J.A.
Kaufman et al, Journal of Vascular Interventional Radiology 2006; 17 (3): 449-59.

3 Guidelines CIRSE 2007 (Cardiovascular and Interventional Radiological Society of Europe). Quality
Improvement guidelines for percutaneous inferior vena cave filter placement for the prevention of pulmonary
embolism.



5: Avtevociéeic

1.

H epgitevon evog pidtpov ALN OATF koiing oAéPog pe dykiotpo dev givar @ikt o€ acbeveig
He OapeTpo KAT® KOiIANg eAEPag peyorvtepn amd 32 mm, kobmdg 10 @iktpo dev pmopel va
ayKvpmbOel 6moTd Kot Tapovctdlel avENEVO KIVOLVO HETAKIVIONG.

Tapovaia Opoppov:
- Ty ave Bopakikn Teployn,
- 210 onpeio Tapakévinong,
- 1t ovotoyyn Aaydvio erEPa,
- 2V KAt KoiAn AERaL.

Ye Oleg OVTEG TIG MEPUTTMOELG, LAPYEL MOUvVOTNTA SLVNTIKNG peTakivnong tov Opoufav, pe mpoxkinon
€UPBOANG KOTG TOV YEIPIGHO TOV GLGTNHLOTOG EIGOYWYNG.

3.
4.

Awdeppuikn elcaymyn og acheveig pe pn guotoroytkd xpovo ThHENC.

Ye OMEG TIG MEPWMTAOGES OTIS OMOIEG OVIEVOEIKVLTOL O OKTWVOOKOTIKOS EAEYXOG, €WK GF
TepInT®OoN KONONG, AMALTEITAL TPOGEKTIKY AEOAOYNON TOV TAEOVEKTNHATMV KOt HELOVEKTNUATMV
™G epevTELONG PIATPOV.

H yvoot vrepsvoicbncio oe éva and to VOTATIKA amotelel avtévoelsn oty tomofétnon tov
oiktpov ALN OATF koikng oAéPog pe dyxiotpo (Cf 6. ZovOeorn).

Edv vrdpyet kivovvog onmrikhg euPfornc, n tomobétnomn tov giktpov ALN OATF koikng eAéPog
He GyKIoTPO avTeVIEIKvLTaL.

H epgitevon evog giktpov ALN OATF koidng eAéfog pe dykiotpo avievdeikvotar o€ modid Kot
epnfoug.

6: Xvvleon

To ¢iktpo koidng pAéPag OATF eivar katookevacpuévo amd avoleidmto yaivBo 316LVM kot aroteheitan
amd to eéNg:

- AvBpaxkag (C) £0,030%

- Mayyévio (Mn) <2,00%

- Tvpitio (Si) £0,75%

- ®odogopog (P) <0,025%

- O¢&lo(5)<0,010%

- Xpopwo (Cr): 17,00-19,00%
- Nwého (Ni): 13,00-15,00%
- MolvBdaivio (Mo): 2,25-3,00%
- Xoikog (Cu) <0,50%

- Alwto (N)<0.10%

- Kopdrtio (Co) <0.10 %

- ®gp (Fe) : balance



7: I1pocidomTomacelc

T'evikég mpogrdomouioels mov oyetilovran pe T ypiion Tov @iktpov ALN OATF koikng orépog

1.

Awfdote TPooeKTIKG TIG 0dNYieg ¥pong. AVTég ot 0dnyieg Ba TPEMEL Vo YPNGILOTOOVVTOL LOVO
epOooV Eyete emAéEel TomoBEon péow Tpooméraog dwn TS Ppaytoviov aptnpiag. Asv npénet
VO YPNOLLOTOOVVTAL Y10 OTOWdNTOTE GAAN mpooméraon (mpooméhacn o TG GPoyiTIdac,
pnpraiog M tyvookig apmpiag).

To ¢iktpo ALN OATF koikng eAéRag pe dykiotpo yio mpocméracn S TG Ppoytoviov aptnpiog
TOPEYETOL £TOHO YOl XPNOT), OTOCTEPOUEVO (OTOCTEPOUEVO e 0EEID10 TOV lfvAEViOV) Kot un
mupeToyOdvo. M ypnoylonoteite To Tpoidv edv 1 cuokevacio £xel vootel {npuid 1 eivat avoryt, N
€4V vIapyeL opEPOLio GYETIKA LLE TN GTEPOTNTE TOL.

To npoiov Ba mpénet va puAGcceTaL 68 ENPO LEPOG Kat Vo Statnpeiton LoKkpLd amd 10 NAEKO OOS.

Mn ypnoyonoteite to gidtpo ALN OATF koidng eA&Rag pe GyKiotpo petd v nuepopnvio AnEng
OV OVOLYPAPETAL GTNV ETIKETAL.

To @iltpo ALN OATF «oilng oAéfag pe dyxiotpo mpoopiletar yio pio ypron. Agv mpénetl vo
EMOVOPTCLOTOLEITOL KO TOL GUGTOTIKE TOV KIT O&V TPETEL VAL VTOPAALOVTOL GE EMAVATOGTEIPMOT).

XpnNoyonoteite mAVTOL TO KITPVO GUGTNWHO PPoyloviov €60ymYNg Yoo TPOoTEANCT Ol NG
Bpayroviov aptnpiog.

H epgotevon tov gidtpov ALN OATF koidng pAéBog pe dykiotpo o mpémet va Tpoypotomoteiton
pHovo pe xpnom Tov Kit elay®yns mov mapéxetotl amd v ALN yio Tov GUYKEKPEVO GKOTO.

The @iktpo ALN OATF xoiing eréPog pe dykiotpo Ba mpémet va apoipeitarl LOVo e xpnon evog
omd to Kt e&ayoyng 1 emavatomofétnong mov tmrovvtatl amd v ALN yio Tov GuyKeKpiLévo
okond. Mropei eniong va agatpebel pe ) gpnon Ppodyov cOAAYNG Katddinkov peyébouvg yio mv
agaipeon Tav eiktpov koliing eAEPag (BA. evotnto «A@aipeony).

Tevikég mpocidomonjoeig wov oyeTilovron pe T drodikacio

9.

H ALN ovviotd 6tt 1060 ot emayyehuotieg 0Tpoi 0G0 Kol Ot pun 1Tpol 7Tov EKTEAOVV TIG
Swdkacieg Bo mpémetl vo dobétovv €va emimedo TEXVOYVOGING GOUO®VO LE TIG GUOTACELS TNG
SFICV*. Avtd onpaiver 6Tt amotteitor 1 ueUTEVOT TOLAG(IGTOV €vOG HOVILOL QIATPOL KoL
TOVAGYIGTOV €VOG TPOALPETIKOD 1 TPOGMPIVOL PIATPOL Yl TV gppvTELGT ToL PikTpov ALN o¢
KoAEG GuVONKEC.

H SFICYV ocvviotd ta eéng:

- T va Bsopeitor wovdg, £vag KatdTepog yeptotg B TpEmet vor ExEL TPUYLATOTOMGEL 6
tonofetoel; oe POAO OEVTEPOL YEPLOT Kot 6 TomobBetioels o idwog/m i, vd v
emnifreyn ovotépov.

- O avatepog yeptotg 0o TPETEL var ExEL TPOYLOTOTOWGEL TOVAGYIGTOV 6 ToMoDETHGES aveL
£70G Y10l TN S1OTPNON TOL EMTEGOV TEXVOYVOGILOG TOV/TNG.

- O YE1PIOTHG NAEKTPOUKTIVOLOYIKGV Guokev®dV Bo mpémet va. Swbétel ) Poacikn ekmaidgvon
oc oyyewkés emeUPaoe Kot Ol VOONAEVLTEG, GULUTEPIAOUPOVOUEVOV TOV VOCNAELTOV
yewpovpyeiov, va €xovv Adfel €K ekmaidevon oTig emePPOTIKEG Kot TOPEUPOTIKEG
OMEIKOVIGTIKEG LeBOSOVG TOV 01YYELKO) GUGTIHILOTOG.

4 SFICV (Société Frangaise d’Imagerie Cardiaque et Vasculaire). Recommandations et Bonnes Pratiques en
Radiologie Vasculaire Interventionnelle. Mars 2007. Pages 93-101.



10.

1.

12.

H ALN mpogidonotel Toug ¥pNoTeg OYETIKG pe Tov anénévo Kivouvo petakiviiong otig akdlovbeg
TEPMTAOCELG:

- peiCov yerpovpyn eméuPaocn (0dpakog, koiiog, K.AT.),

- dwdwacieg e SLVNTIKH TPOTOTOINGT] TMV OILOSVVOUIKAV GTOLXEI®Y TOL OyYELKoD
GLGTNLLOTOG,

- S101K0GIES TOV EVOEXETAL VOL OONYNGOLVY GE ETOPT LE TNV KAT® KOIAN @AERa /Kot T BEom
EUOVTEVONG TOV OIATPOL.

TIpw amd v ektéleon g d1ad1KOoI0G, T0 OTOYEIN TOV KIT - TO 001 YO-GUPLO. GYNUOTOS J Kot TO
cuotNpo gloaymyns (Stuctoréag + Onkapt duataéng ewcaywync) - Bo Tpénel vo ekmAévovtal pe
GTEIPO NTOPWIGHEVO SLIAVLLO PLGLOAOYIKOD 0POY 1| TTAPOLLOLO LGOTOVIKO SIGAVLLL.

Mnv mpowbeite moTé T0 00MYO-GUPHA GYNLATOG J 1) TO SV EIGAY®YNS YWPIS TV KaHodynon
LOTPIKNG OTEIKOVIONG.

TIpogdomonjoceis mov oyetilovran pe T Qrefoypagio koikng erépag

13.

14.

Y& TEPINTMOOT TPOEYYEPNTIKNAG TPOANTTIKNG TOomoDETNONG, GLVIeTaTar Ogpud o €heyyog Tov
@iATpoV HECH amMEWOVIONG TPV MO Kot HETA TN YEWPOLPYIKN emépPaon. Avtég ol ekoveg Oa
TPETEL VoL 0pYELODETOVVTOL KOL VO ETGVVARLTOVTOL 6TO apyeio acbevovs Yo avapopd 0mote givol
emBopunto.

Bepawwbeite 60Tt 1 prePoypapio koiing eréfag pmopei va mpaypatonombel yopic mv vmapén
Kwdhvov ya tov achevi: mpémetl va. AapBavovtotl vedyn toydv mpoPinpate mov oyetilovtot e ™
xPNOT oKLy popkov HEGOL (0ALEPYI, VEQPIKT AVETAPKELRL).

To ¢iktpo dev mpémet vo ekTTOGGETAL EGV Ogv £Yel Tpaypotomombel pétpnomn g StapUETPoL NG
Kato koilng eAERag. H diduetpog g kdto koikng eAEPag pmopet va petpndei pe mpocOonicOn
(AP) xor mhdywo Aefoypopio koilng oréPac. A&iler wotdéco va onuewwdei 0Tl pécm
PAEPOYPOPLOG 1) TPOUYHOATIKY SIAUETPOG TNG KATO KOIANG PAEPOG EVOE eTAL VO VITEP- 1| VTOTNOEL.
Ye mepintmon vroyiog peyding koiing eAéBag, n ddpeTpog g Kat® Koidng eAéPog Ba mpémet va
HETPATOL HEGM VIEPTYOV 1} GAPMTY.

Tevikég mpogidomoujoeig mov oyetilovron pe v EknTvén tov @iktpov ALN OATF xoiing orépag pe

aykiotpo

16.

Dpovriote va amoeedyete v Ekntuén tov eidtpov ALN OATF koikng eAéPoag pe dykiotpo oe
Opopfo. Avtd Oa pmopovoe vo omoTpEyel TV TANPN Sevpuvon kot Ty opbn aykdpwon tov
OIATPOL oV KATO KOIAN QAEPOL.

Aldeg TpoEdOTOU|GES

17.

18.

19.

Amayopedetat kabe andmepa xepiopov tov eidtpov ALN koikng eAEPag pe xprion mopehkopevav
SLPOPETIKMV OO QLTEG TOLV TOPEYOVTOL EIVOL ATOKAELIGTIKT EVOVVN TOV 1WLTPOV.

O axatdAAniog yeptopdg Tov eiktpov koilng eAépag ALN pmopet emiong va exBécet To dtopo oe
KIvUVo S18TpNoNG/TPavUATIGHOY 1 LOAVVONG EGV TO QIATPO £XEL EKPUTEVTEL.

OnolodmoTE HOAVGHEVO 1 SVVNTIKG LOAVGHEVO TIPOTOV pmopet var evéyetl kivouvo Aoinméng Kot
TPEMEL VO AMOPPITTETAL HECHO TOV KOUTAAANAOL KOVOAOD amdppyng COUP®VO LE TNV TULTIKN
LOTPIKT TPOKTIKY KoL TOVG IGYVOVTES KAVOVIGHOVC.

5 Value of frontal caval measurement in the placement of inferior vena cava filters. Deepak R. Kaura et
al, Canadian Association of Radiologists Journal 1999; 5: 301-305.



8: Emuthokég

Yrépyovv opiopéveg mbaveg emmAOKES ToV GyeTilovTol [e ) ¥pNon TV GILTpeV Koikng eAEPag. Zuvenmg, N
Sradkacio El60y®YNG dev TPEMEL VoL EKTELEITAL OO 1TPOVG TOL dEV YVOPILOVV TIC CLYKEKPIUEVEG EMUTAOKEG.

Ot ev MOym emmlokég evogyetol vo. Topatnpnbodv katd ) ddpkeln ™G dudkaciog eupdTevong n/xon

HETEMELTOL

211G KMvIKEG emmAokEG o oyetilovtat pe v epeivtevon mepthopfdvovtol (LeTa&d dAA®V):

1.

> won

W

° ® =2

Ec@aiuévn tomobétnon 1 amodéopevon tov eiltpov,

Atelg £kmTuén Tov eikTpov,

Avaxiion ¢iktpov,

MoAOTIGHOG 1| cpopparyion 6T0 onpeio TapaKévIinong,

Aoipowén ot Béomn elcaywync,

Metakivnon @iktpov,

Andppaln g koidng pA¢Bag,

Atdtpnon g koikng eAEPag, ayyeiov 1 mapaxeipevov opydvov / dopr,
Apdtopo/apoppayio opyavou/doung,

Bdvatog mov ogeiketar e petaxivnon OpduPov TPog TNV KPSl Kot TOVG TVEVLLOVEG,
BOpopupmon 610 onpeio ToPUKEVINONG,

Opoupwon om BEon eppvTevong,

®pavon evog ototyeiov Tov eilTpov,

Yrotpomidlovoa Tvevpovikn epporn,

MaoaxkponpdBeoun ev to Babet prePikn Opopupwon,

Appobpia,

Enogn g kepaing tov gidtpov pe to toiympo g koing eAéBag,
Apobmpaxag,

Oionpa

TIvevpobmpakog,

E&éhkoon,

Oidnua Kato dkpwv,

Ytévoon koikng eAéPag,

BAGPN Tov Torydpotog g Koidng oABag,

Apmproprepikn cupiyyto,

Katovolotikég Swutapayés Tgnge.
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2116 YVOOoTEG (AAMG OTaVIES) TEYXVIKEG EMTAOKEG TOV oyetilovtat te Tov eE0MMONO, TIC 0Toieg eVIE ETAL VO
OVTILETOTIGOVV 01 YPNOTES, TEPAaPAvOVTaL:

Mpopinpa Artia poéinyn Evépyero
fropod Sidtal To o¢iktpo £yxet | TpocekTikd T0 QiATPO | APNoTE TO0 GUOTNUO EIGOYMYNG OTN
TKop , . T]§ TpombnOet EVIEADG pe 70 | Béom TOL KO YPNOWOTOMOTE EVaL VEO
loayoms, - eva ’kn AOKOVTOG éuporo, étol dote va | pilTpo.
:ggw(:;;ggu Z;fn:\] vrepPoikn S1éMber  péoo  tov |H  ALN  ovviotd  vo  vmdpyovv
KopoOsl evide e §13vaw~| 070 | KOVIKOD ruﬁpa19g Slae:émua TovAdyoTOV VO KIT
vrodoyfic o0 £uporo. r'rbgLT " VTOdOYNG | EppvTEVONG.
oiktpov. PUTPOD-
Advvapio ecoymyng
TV  @iktpov  ©TO Irpwéte 10 QikTpO
mepifAnuo tov | To £upoho | yopig vo | Apiote 10 GUOTNUO EIGAYOYNG OTN
gloayoyéa, 0 @ilTpo | omehevdepdbnke | amelevbepioete  To | Béon TOL KO YpNCIHOTOMGTE £Vl VEO
dev glvon | katd v @©Onon | éuPoro £tol wote va | eidTpo.
gvhvypopcpévo o0V @idTpov 07O | TEPATEL pe tg|H ALN  ouvvietd  va  vrdpyovv
omd 1o £uPoro Kou | mepifAnua  TOv | KoADTEPEG ouLvOMKeg | dabéoua  TovAdywoTov Vo KT
£yt pmlokapilotel | elcoymyéa. GTNV KOVIKOTNTO TNG | ELPVTEVOTG.
o Baon OV onkng eiktpov
oiktpov.
AQa1p€oTE TO KOTEGTPAUUEVO OIATPO
Kot TV umodoyny  ¢@iktpov Kot
Befawwbeite ot 10 | PePoimbeite 6t1 0 OMcdpt didTadng
, 0dnyo-cuppa eloayoyng dev £yet vrootel {nuid. Edv
MOT}T 081:0(:;’;:)'}’% Kf;ni oyfuatog J Kot o | eivar amopoitnto, ¥pnoOTOMoTE VEO
%pldrgéng awa;]uyygg (0] S106T0ME0G | O10OTOAENG &povv | giltpo.
KoL TepEuSpOOOT dev aparpednke. | aporpedet npotov | Edv 10 olomua ewoayoyng  €xet
700 GikTpov gloaydyete 10 @iltpo | vmootel (b,  emavoAdPete ™
’ ot0 Onkdpt ddTaéng | Swdacio.
E100Y®YNG. H ALN ovviotd va  vrdpyovv
Swhéopo  TovAGyoTOV  dVO  KIT
EULOVTEVONG.

To okéhog ¢iktpov
TPOKGAEsE Stdtpnon
oto Onkapt didTaéng
glo0yOYNg Koté ™MV
®bnon tov @iktpov
pe  tov  kefempa
®bnong.

To Onkapt éyxet
GLGTPOQEL  KaTA
™ ddpKe g
Sdkaciog.

Metd ™y agaipegon
Tov  SuoTOAED KOt
TOL 081 YOV-GUPLATOG
oyHaTog 1,
BePorwbeite ot
yepileote 0 Onkapt
™mg Suataéng
gloayoyng omd
Baon Kot 61t dev £yet
KopQOEL.

AQa1p€oTe TO GUGTNUA EGAYOYNG KoL

APNOLOTO|GTE £val véo Kt
EULPVTEVONG.
H ALN ouviotd vo  vadpyovv
Sdwbéopo  tovAdyoTov  dVvo KT
£ULOVTEVONG.
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9: AL0OIKOGLO ENOVTEVGNC

1: IIpogTopacio acOevovg

Amolvpdvete kot 1omobetote amootelpmpéve. poveniakio. (1) (2)

@

2: AvauoOnoia ko Tapokévinen

Metd T xopnynon TomKol avashnTikov, eKTeléoTe mapakévinon oty emieypévn Pfacthikny eAEPa pe mv
nopeyopevn Pelova mapokévinong 18-gauge. (3)

B —— %ﬁ (3)

3: Ewooyoyn tov 001700-00ppatog 6xratog J Kot EKTAVGT) TOV GVGTINRATOS ELGAYMOYNG

Ipocidomoinan: To odnyo-copua cynparos J Oo mpémer va ypnoiuomolsitor omé 10Tpo ue Katdliniy
EKTTaidcvoN Kapdolakotb kabstyprocuov. Myv mpowbsite moté to 00nyo-cipua cyjuaros J 1ij to cboTua
EIGAYOYIS YWPIS AKTIVOCKOTIKG EAEY)0.

Exmldvete 10 0dnyd-cOppo oxnuatog J pe oteipo Nmopvicpévo SLIAVHO QUGLOAOYIKOD 0pov 1 ToPOLOL0
100TOVIKO OL0AVUE, GTEPEMVOVTOG Mol cVptyyo ot PBdon luer tov Swavopéo tov 0dnyov-cvppatog J (4).
Ewoaydyete to edkopnto drpo Tov 0d1y00-cOppatog oyfpatog J ot Peddva napakévinong. (5)

p——r— T eT———
Em?mcn
(5)
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IIpowbnote 0 0dNYO-cVpua oxnuatog J péoa otn Perdva mapoakévinons. Tomobetnote 10 dicpo TOv 051 YOV-
GUPHOTOG GYNLATOG J:

Ave TPOGTELOGT): VITOVEPPIOIKT.
Aopnote ekTeDeévo KaTIAANLO UNKOg TOL 081 YOV-GUPHATOG GYNILOTOG J.

Kpatiote to 0dnyd-cdppa oynipatog J ot 0om tov kot apapécte T PEAOVA TOPAKEVTINONG KOl TO GKOUTTO
UM TOV 081 Y00-6UpHOTOC oYfaTog J. (6)

(6)

Iposidonoinon: Kazd tyv apodOnony tov 0onpov-cipuatos cyijparos J, vmo tny kabodijynen 1atpiis
ATEIKOVIGNG EAEYETE Y1a. TV amoveio. kKauyewy 1j fpoywv. IIpowlsite wavra to 00nyo-cipua cyijpocos J
wépav g Oéons eupivtevons ko Peforwbeite o6t 2 1) 3 cm TOov 00NYOV-cUpuATOS CYIjuaTos J
EMEKTEIVOVTUL TTEPAY TOD EYYUS AKPOD TOV GCVCTIHATOS EUPVTEVGCIG.

Iposidomoineny: Mnyv emiyeiprjoete va mpomONceTe 1 va apoipécete to 00nyo-cipua cyfjuatos J oe
mepintwon avtioracns. H artia avrictacns Oa npérel va mpocolopiletal uécm axtivookomikov eAEyyov.
Edv n aitio. avtictacns dev umopei vo. mpoco tel, apaipéete 0 00Nyo-clpua cyijparos J Kar to
CUGTHUO EIGAYOPIG.

/L

T va dievkoivvhel 1 Tpo®ONGT TOV GLOTNHATOG EIGOYMYNG, CLVIOTATOL ) SNUIOVPYI OPKETE HEYAANG
TOUNG GTOVG 1GTOVG TTOV TEPPAALOVY TO 0dNYO-GUPLLO GYULOTOG J.

Exmlovete 1o o0otHa E160Y®OYNAG HE OTEIPO SIAVLLA GLUGLOAOYIKOD 0POV 1 TAPOLOLO LGOTOVIKO SIGAVLLAL.

4: Mpo®@bnon 10V cvoTHRATOS EloayYOYNS (INKapL drdTuEng s16aymYNS + dlooTOrENS) KoL ekTéAEon
9repoypagiag koilng erpog.

Ewcaydyete 10 eEmtepucd o Tov 06Myo0-6UPRATOG GYNUOTOG J GTO TEPLPEPIKO (IKPO TOV GUGTILLATOG
£100YOYNG.

IIpowbnote t0 GHOTNHA EIGOYOYNG KATE HAKOG TG PAERAS TEPVAOVTUG OO TAVE TO 00NYO-GUPLLOL GYNULOTOG
1.(7)

O

IIpowbnote T0 TEPIPEPIKO (KPO TOV GUGTNLLATOG ELGAYOYNG GTNV TEPLOYN TNG AOYOVIOL StaKAGSOONG.
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Agpaipéote 0 0dMy6-cOppa oxnpatog J. (8)

Apaipéote 1oV S1eTOAEN TEPIOTPEPOVTOG TO KOKKIvO luer lock mpog ta apiotepd. (9)

©)

Ilposidoroinan: Beformbscite o671 Exete apaipécel To 0onyo-cvpua cyfjuaros J kai tov diactoléa apiv amo
™mv extéleon TS @lsfoypapias Koilns giifas, mPokewEvov vo amopsvyOsi 0mo1060TOTE TUTOS
TPOVUATICUOD GTHY KOilN PAEfa.

TIpowBnoTe TPOGEKTIKE TO GVOTNUA EIGAYOYNG UEPIKA EKOTOOTE Kot ekteLéoTe AePoypapio Koikng eAERag
Yo TNV TPOPOAT TV VEPPIKMOV GAEPDV.

Katd m duipkeo Ohov avtdv tov frudtov, eléyyete TpoceKTikd T dtaducacio pe TV kabodnynomn wTpikig
OTEKOVIONG.

Ilposidoroinen: H npocOionicOia (AP) kou midyia plefoypapio koilng préfag mpénel va exteleitar mpiy
a6 Ty Tomobétnen tov piltpov ALN OATF koilng piéflag pe dyKioTpo TPoKeuévon va:

- Empeparddveror n drareparortyra kar va kabopiletar  avaropia TS KATwm KOG piéfag, Twv
GUOTOLYY Jayoviemy PAEfOV Kal TV VEPPIKOY PLefdv.

- KabOopiletar to pijkog Kai 3 OIGUETPOS THS EMVEPPIOIKNS KAT®W KOS @Asfag kar va
evrorilovrar Toyov mbavis puetafolés oTyv avarouia TS KdTw Koilns piéfas (KKP) (dmii
Koiln piifa, apioteplj kdTw Koily pléfa, ayevecio K.Am.)

- Awayryvoroxerar vocos KK® (uepixyy 1 olikyj Opoufoon koilns piéfas, eéwyevijs cvumicon
oyetilouevy ue adevondbeia, GHvVOpouo OYKOV 1j AVELPVGUT AOPTHG).

- Kabopilerar n miéov kardiiniy Oéon eupirevens. Na pia pveioloyikyy KK®, n kopvgij tov
@idtpov ALN OATF koiing @iéfas ue dykiotpo Oa mpémer vo fpicketar kdtw omé Tnv
KaATOTEPN VEPPIKN PAEfaL.

Ilposidoroinen: Eadv vmdpyel oupifolio cyetikd pe v avarouio 1§ 1o uéyebos tje Koilns piéfag,
ATAITEITOL 1] EKTEAEON pIaS dAANG plefloypapios KOIANG pIEfas and SlapopeTIKES pwVies.

Ilpogidomoinon: To @iltpo Joev TPEmel va eKATVOGETON £0v Ogv Exel mpayupatomonlesi uétpnon e
OLAUETPOV THS KATW KIS PrEfag.

Ilpogidonoinon: H supvtevon evig piltpov ALN OATF koilns pléflag oev eivau epiktij o¢ acleveic ue
OIGUETPO KATW KOIANG QAéfas ueyalvtepy amé 32 mm, kaOdg dlokxvfedeTal 1] 60OTH AYKUPOGH TOD
PIATPOV Kal aVEAVETAL 0 KIVOVYOS UETATOTIGNG.
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5:"Exmioon tov Onkaprod drdtodng sieoywyng

ExmAbdvete 1o Onkdpt d1dtoéng eloayoyns e oTeipo NIapIvIGUEVO SIAVLO PVGIOAOYIKOD 0poYy 1) TOPOUOL0
160TOVIKO StdAvpa. (10)

llIllllllllll..."..""."'.".llililll

(10)

Hlpocidoroinon: H avemaprijs éxmiven tov Onrapiod d1dtalns e16aymyis evoéyetal va oonyicel 6tov
oynuationd Opoufov ce avtd, 6¢ OVETOPKN GYKUPOGN TOV QPIATPOV Kal, G €K TOVTOV, 68 aviquévo
KivOvvo petakivyens kotd Ty dladikacia eupitevons. Edav o ypovos tns dladikacios supvtevons eivar
UEYAIVTEPOS ATO TOV AVOUEVOUEVO, UN OICTAGETE VO EKTASVETE TO ONKdpl TG O1ATAEHS EIGUYWYNS 6E
TAKTA YPOVIKD, O1AGTHHATO.

6: Ercayoyn tov @idtpov 6To Onkdapt drdtaing sreaymyng

Ilposidoroinan: Befarwbeite oT1 T0 00nyo-cipua cyjuatos J kat o dractoléas Exovy apaipelei npotod
ELGAYAYETE TO PIATPO 6T0 ONKdpt d1dTalnS ElGaYWYIG.

TIapte v vrodoyn GIATPOL. APUIPESTE TO TPOGTATEVTIKO TAOWO KOt TOTOOETNGTE TV LTOJOYXN PIATPOL KT
wiKog Tov GEova tov Onkapov didraéng ewaymync. (11) (12)

(11) (12)
Ilposidoroinan: To giltpo mapéyetor evrog tns vmodoyns piltpov and tqv ALN ko givar éroiuo yio
xprion. My ypnyowornoisite moté To piAtpo gav Exel apaipelst and Tyy avrioToryy vwodoyl PIATpov Kai uny
emyeIpeite vo o glodyete Soavd oty vmodoyl Tov. MNyv EMYEPOTE VA TPOTOTOUJOETE TO PIATPO HE
OTOIOVONTLOTE TPOTTO. ZVYKEKPIUEVA, ATAYOPEVETAL 1] avlon 1 § uEiMGN THS avTieTol NS JlaUETPOL i 1]
alLapH TOV TPOGAVATOIIGHOD TOV PIATPOV GTHY VTOJOXH PIATPOD.

Ewsaydyete v dxpn g vrodoyng eiktpov oty Bdon tov Onkapiod didraéng ewcaymync. Biddote v
vrodoyn GIATPovL, deEIOGTPOPN TEPIGTPOPT, ETAV® 6N Bdon Tov Bnkapov didtaing slooywyng. (13)

(13)
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Ilpocidomoinan: Myv ackeite mwicon 1 frodvere Ty vmodoyij PiiTpov moAb cpiyTd 6To OnKdpt drdTadns
etoayoyic. Eav givar anapaityto, ypyoononujote Eva dlio gpilizpo.

Ilpocidomoinon: o va arnopevybei 1 cveTpoplj Tov Onkaplov didralns 16aywYIS Katd Ty Tpodinon
T0v PilTpov, Peforwbeite 6T1 yepileote To OnKdpl TS GLGKEVNS EIGAYWYNGS amé TH el TOV Kal 0TI d&v
Exel koppOe,

QOnote apyd Kot TPOGEKTIKA TO QIATPO evieh®ds pe T0 EUPoro, £TGL MOTE Vo SIEADEL HEGH TOV KOVIKOV
TUNHOTOG TG VOdOYNG eilTpov. To eiktpo Exet mAéov eoayfei oTo OnKdpt didTaéng elcoymyng (14)

(14)

Ilposidoroinan: Eav éva i mepioootepa oxéin tov piltpov Exovv mapauoppmbei oty vmodoxy piltpov,
UV ETUEVETE KAl YPYCIHOTIOUIGTE EVa. dAL0 PilTpo.

Aopaipéote TV kevi| vtodoyn eiktpov EePddvovTds to (aplotepdaTpoen meptotpodn). (15)

(15)

7: IlIpo®Onon Tov pirTpov ot B<on ep@vTELONG

Y76 mv Kafodnynon Tpikng amekdvions, UETOKIVIIOTE TO QIATPO TPOG TO KAT® YPNGUYLOTOIOVTOG TOV
kabempa ®Onong. EvBuypoppiote ) povpn €véelEn tov kabetipo @Bnong pe m Pdon tov Onkapiod
ddtaéng swoayoyne. (16)

(16)

Ilpo&idoroinen: Edv avtiuetwnilete dverolics katd v dOneny tov gpiltpov uéca 6o Onkdpl didraéns
EICAYOYIG, UV EMIUEVETE KOl EXAVILGPETE TN OLAOIKAGIO pE Eva OEVTEPO KIT EUPVTEVOIG.

EmnBeBordote v katddAnin 6o tov @idtpov ALN OATF koikng eAéPog oty kdtm koidn eAéRo. T po
pvooroyiky KK®, n kopvpr tov giltpov Ba mpémet vo. Ppioketol KAT® and v KatdTEPN VEPPIKT QAEROL
Tomobetote TV aKTvooKiep Tavior Tov Onkaplod Sidtaéng eilcoyoyng mepimov 60 mm kdte® omd TV
KatdTEPN vePpikn eAERA (BA. ewcova 1).



]

- 4

AN A\

Eixova 1: Torobétnon tov piltpov ALN OATF koilnc pAéfag kdtw amd tny kotmtepn veppikn pléfo.
LLETO. OO E1GOYWYI UE TPOTTEAOTH OLOL THE SPay1oviov opTnpiog.

Ilpocidomoinon: Mnv amelevfepivete 10 @iltpo éms oOtov fpebei oty féinioty Oéon Tov. H
Kataliniotepy Oéon supvtevong emfefardverar uéew pisfoypogias Koilng pléfag.

8: AnehevBépmon giktpov otn BEon eppvTELONG

Ilpocidonoinon: To @iltpo Jo&v TPEmel va EKATVGGETOL £4v Ogv Exel mpayparomonbesi uétpnon e
dtopsTpov T KdTe Koilns piifac. H supivtevon evog giltpov ALN OATF koilns piéfog ue dyxiotpo
dev eival epikTi) o€ aceveis ue OIGUETPO KATM KOIANG PAEfas peyolvTepn amo 32 mm, Kadndg To PiATpo
dev umopéei va aykvpwOei 6motd Kat Tapoveldlel avénuévo Kivovvo puetarKivyeg.

Amocipete 10 Onidpt Stdtagng lcaymyng mave and Tov Kabethpa dOnong pe opyEg Kot oTadepEs KIVIOELS,
£m¢ 6tov anglevbepmbet To eiktpo. (17) (18)

_(17) _(18)

IIpogidomoinan: Molig n uaivpy évoeién tov kabetiipa &Onons svbvypapuictei pe Ty fdon tov Onkaprov
O1AToéHS E16AYMYIS, amelevOepdoTe TO PIATPO aKWVHTOTOIOVTAS TN fdon Tov Kabestipa GOnens Kot
amoclpovrag apyd kai otalepd mpos To micw to Onkdpt ddTodns geaywyls. Me avtév Ttov Tpomo
dwaopalileror n félticrTy Oéon tov piltpov.

Ilpogidomoinon: Myv emysipeite va apaipécete 1j vo EXovaTomoOsTHGETE TO PIATPO OIS TO AYKIGTPA
Eyovv tomoletnlOei oTO TOLYGDHOATA TOV AYYEiOV, EKTOS €AV Ypnoluomolsital To KIT £EAyOYNS 1f
emavaronolitnons s ALN, 5 pe tq ypion fpoyov cviinyns katdiiniov ucyéfovg yo tnyv apaipeon
pilTpav Koilns pléfag mov mpoopiletor yio Tov cvykekpyuévo okomo. Ta aryunpd dyxioTpa evosyetal va
wpoxalicovy cofapiy fLafin oTovs 16TOUG.

Ilpogidonoinon Xe nepintwaon mov éva pilTpo wov Exel TomobeTnOci copaluéva dev mapéyel Ty Katdiinin
mpocTacia oTov ao0svij Katd THG TVEVUOVIKNS eufoins, Oa mpémel vo exavatomoOsTnlei ij va gupvtevtel
éva debTepo piltpo. Lvvietdral i apaipecy vog iiTpov mov Exel TomobeTnbsi scpaluéva kai to omoio Go
UTOPOVGE VA TPOKAIECEL KAPIIOAVATIVEVOTIKES EMIMTACEIS, HECQ YEIPOVPYIKNGS EXEPPacNS 1] ue T Yprion
Tov K1t éaywyns 1 emavaromolitnons s ALN, 1§ fpiyov oblinwng xardiiniov ueyébovs yia Ty
aQaipecn TOV PIATPOY KOIANG PASPaS Y1a TOV GCOYKEKPLUEVO GKOTO.
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9: A\én dadkaciog

Amoclpete Tov KaBeT)pa OONONG Kot EKTEAESTE [0l peTeyyelpnTikn eAeRoypapio eAEyyov koiAng eAéPag pe
MY EIKOVOV LLE OQOLPETIKT KOL L1 0papeTIKN TEXVIKN (TpocbionticOia (AP) kot TAdylo pAefoypapio koilng
oAEPag). Oheg ot ekdveg Oa Tpémet va. apyelofetovvar Kot givar S1ubéotpes o AU | NAEKTPOVIKG HEGOL KoL
VOl EMGVVATTOVTOL 6TO ap)Ei0 TOV 0.G0evoDC.

Amoctpete to Onkapt dtdtaéng eloayyngs.
IIpaypotonomote ayptdGTOoN 6TO ONEl0 TapPAKEVTINONG.

Amouteiton 1 EKTELEOT) OKTWVOOKOTIKNG OMEKOVIONG €ikool Té€0oepig (24) dpeg HETG TV EUPVTEVGT TOV
oiktpov.

To nopdv £yypapo avapopds 6Gov apopd ota uePT Kat tn Béon Tov eiktpov Oa mpémet va ivar dtobéoiio ya
HEAAOVTIKT aVOpOPE (ETGVVATTETAL GTO APYEL0 TOL 0GBEVONG).

10: [MopakoiovOnon acOevovc

AopBavovtog vwoyn Tovg Kivdhvous Tov ava@EPOvVTOL TAPUTAVY, 1| TAPEKoAoVONG TOV acdevoig O
npénel va teprhappaver Ta axérovbo onpeio:
- E&étaon g 0éong elcaymyng tov kabetpa yio Ty enBePainon KoAng erodAmong.

- Ipw and mv eEayoyn tov acbevolg mpémel va ektedeitor mpoohomichio (AP) kou mAdywo
pAePoypapio kKoiAng pAERag Kot va Tpaypotomoleital KGOe £Toc.

- O acbevng o TPEMEL VO TPUYULOTOTTOLEL L0l LOTPIKT ETIOKEYT] TOPOKOAOVOINGNG 0td TOV 10TPd TOV
TomoBétoe o IATPO N amd TNV 1TPIKY TOV OUESA, 1 OO TOV 10TPO TOV TUPEMERYE TOV acBevn
v T SeEoymyn ™G d1odkasiog eVTOS TOL TPATOV UV

- ‘Eva éyypago 6mov avapépovtor ta E1G:
v Tonog, maptida kot cepraxdg aptdpdc Tov eiltpov,
v' Hpgpopnvia gpeitevong,
v' Noonievtikd idpopa kot TuApo 6oL Tpoypotonominke N epedTevon Tov eiktpov
O mpénet vo yopnyeitar otov achevn /Kot otov Topaniumova wTpd. O acbevng Kot 0 TaPUTERTOV 10TPOS
Bo TpEmEL VoL EVILEPDVOVTOL GYETIKA LE TNV OTOPALTNTN TOPaKoAOVONoN Kot TIG TOAVEG ETTAOKES.

Amod avt Vv oy, o acbevig Tpémet va AdPet v KapTa eppvTELONG TOL TOPEYETOL 0 TV ALN.

- Amorteiton 1) EKTELEOT AMEWOVIGTIKOD EAEYYOVL TNG StamepatdTNTAG TG KAT® KOolAng eAEPag, edv
VIAPYEL 1] TAPOALLKPT VoY VTOTPOTLALOVGOG TVEVHOVIKNG ELPOANG 1 PAePiTidag.

Mo mepidnyn tov Xapokmplotikav Acedietag kat Anddoons Oa eivar Stabéoiun oty Evporoiky Bdon
Agdopévav latpoteyvoroywav Ilpoidviov (EUDAMED) péom avtod tov cuvdéspov: SS(C)P > SS(C)P:
DOC-225 - EUDAMED.

0O dnudolog ototomnog tng Eudamed eivat:_https://ec.europa.eu/tools/eudamed/#/screen/home

H miextpovikn £€xdoon tov mapdvtog eyyepdiov ypriong eivar dwbéoun otov wotdétomo g ALN:
www.aln2b.com.

11: MRI

Mo pn khwvikny dokun, mov de&nydn odpeawva pe 1o mpoétomo ASTM F2052, katédeiée 611 0 9iktpo ALN
OATF xoilng eAéBag pe dykiotpo eivor «ac@arés o mepipddlov MR vmd dpovey. ‘Evog acbevig mov £yet
voPAnOel oe epevTeEVOT AWTOD TOL PidTPoL Uopel va vToPAnOei pe acpdielo o eE€taon MRI vrd T e€ng
TPoHTOOEGES HETA TV ENPVTEVON:
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- Xrotiked poyvntied medio 3 Tesla 1 pkpotepo,

- Moyvntiko medio yopung drafaduiong 600-Gauss/cm 1 yapmiotepng,

- Méywotog SAR 2 W/kg yio e€€taon 15 hemntdv.
Katd m duwipkewr g un kiwvikng dokyng, o ¢iltpo ALN OATF koikng oAéPog pe dykiotpo mopdyet
avénon Beppoxpaciog 2,3°C yu i) SAR 2 W/kg katd ) didpketa 15 Aentdv, oe chotuo MRI 3 Tesla.
H mowdvmrta g ewkovag MRI pmopel va ennpeactel €v 1 mepoyn evolapépovtog Ppioketal akpiog otnv
0o meproyn 1 oxetikd Kovid otn 0éom enevTELoNG TOL PIATPOV. Xe QTN TNV TEPITTMOGCT, EVOEYETAL VO
amotteitol 1 BEATIOTONOINGT TOV TOPAUUETPOV TOV UNYOVALOTOS Yo T PeAtioon g ekovac. Xe kabe

mepinTon, avatpélte oTo eyXEPIdo ypnong tov pnyavinpotog MRI otav extedeite pio e&étaon og aobevi
otov onoio £yet mpaypatomownOel eppvtevon evog iktpov ALN OATF koikng eAéPag pe dykiotpo.

12: Agaipgon

Ortav dev vrapyet Théov o kivouvog epfoing N evdeifelg tomofétmong, 1o eidtpo ALN OATF koiing AéPag
He dykiotpo pmopet va apaipedel avd maoo otiypn pe o Kit e&oymyng 1 eravetomodétnong tns ALN mov
TPOOoPILETaL Y10 TOV GUYKEKPLEVO GKOTO, 1) ¥PNCLLOTOLOVTAS Bpoyo GOAANYNG KatdAAnAov peyéboug yio v
apaipeon TV eIkTpov Koiing pAEPac.

H Subpetpog cVppotog Tov Bpoyov GUAAYNG TOL ¥PNoomotEitaL Yo TV apaipecn tov giktpov ALN OATF
Kollng eAEPag pe dykiotpo dev mpémet va vepPaivet Ta 0,6 mm. To Onkdpt apaipeong mov ypnoonoteital pe
oV Bpdyo COANYNG TTPETEL VaL EXEL ECMTEPIKT SIAUETPO TOVAGYLGTOV 9F.

H dodwacio apaipeong meptypagetol 6T 0dnyieg xpions tov Kit e&aymyns | EravatomodéTnong yia to
oiktpo koikng eréPag Tng ALN.

Amayopedeton kde andmepa yepiopod tov eiltpov ALN OATF koikng AéPag pe yprion maperidpevev
SLLPOPETIKAV OO EKEIVA TOV TOPEYOVTOL KOL LTTO TNV TA PN €VOVVY TOL 1WTPOD.

T va apapéoete 10 iktpo ALN OATF koikng oAéBag pe dykiotpo pe xpnion Ppdyov cOAAnyme, ehéyére
OPYIKG VIO W0TPIKT) OTTEKOVIOT], OTU

- To ¢iktpo dev mapovoidlel veepPoiikn kKAion, KOOGS KTt TéTo10 Ool Tapepmddile N ocdun kot Hou
OMETPETE TV 0POIPEST] TOV HEGH PPOYOVL GOAANYNG.

- To dykiotpo dev TPOSPHETAL GTO TOLYMILO TG KOIANG QAEPOG.
- Aev mapatnpeitar Opoppog oto piktpo, v KK 1 otig ev to Babet pAéPec.

Eav domiotodel onpoavtikn kiion tov @iktpov, €dv 10 GyKIGTPO TPOSOVETOL GTO Totympa Koikng eA£Pag, 1 v
SomotmOel OpopPog oo eidtpo, v KKD 1 otig ev to Bdaber préPec, To piktpo dev Oo mpémet va oponpede.

H mpoetoyacio tov Bpdyov cOAMNyNg Oo mpémel vo. TPOyHOTOTOLETOL GOUPMVE LE TS GUGTAGES TOL
KOTOOKEVOOTT). XT1 CUVEYELOL

- TomoBetote tov Bpdyo cOAANYNG mhve amd to dykiotpo tov @iktpov ALN OATF koikng
eAéPag pe dykiotpo. BePaimbeite 6tt to Onkdpt olicOaiver gvkoho KaTd UNKOG TOL Ppodyov

GOAANYNG.

- Avoi&te mMpog ™ Onhid Tov Ppdyov cOAANYNG Kot GTEPEMGTE TNV aPYE ETGV®D GTO GyKIGTPO
tov pidtpov ALN OATF koikng AéPog pe dykiotpo.

- Xopnidote apyd 10 Onkapt mive and tov Bpdyxo cOAANYNG Yo vo To KAgioete YOpw omd 10
aykiotpo. Xuveyiote va yopnidvete apyd to Onkdapt Eog 6tov TepKAeicel TAPOG TO PiATpoO.
Mnv 1pofidte TOTE T0 YKIGTPO YPNGYLOTOLOVTOG TOV Bpdyo COAANYNG.

- Apaipéote Tov Ppdyo GOAANYNG, TO ONKdapt Kot To GIATPO TaVTOYPOVOL.
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To @iktpo ALN OATF «oikng oAéPog pmopet emiong va gpueutevdei povipo. H amdeoon oyetikd pe mv
apaipeon tov eiktpov Ba mpémet va AapBavetor eEotopkevpéva yio Kahe acbevi) cOUQOVO e TV KAWVIKT
KOTAoTOoN TOV 0ehevode.

13: YUGKELOGIO KO YEPLGUOC

To o¢iltpo ALN OATF koikng oréPog e GyKIGTPO TOPEXETOL £TOWO YO YPNOTN, OTOCTEPOUEVO
(amootelpopévo e ofeidlo tov abvieviov) Kot pn mopetoyovo. Mn ypnolpomoleite 0 mTPOidV €AV M
ovokevacio &xel vrootel (i 1 elvan avoryt, 1 v vVdpyet apeBorio GYETIKA (e T 6TEPOTNTA TOV.

O yeplopdg TOL TPOTOVTOG TPETEL VOL TPOLY LOTOTOLEITOL VITO AN TTEG GUVOTKEG.

To mpoidv mpémetl va puAdoceTat og ENPO LEPOG Kot VoL StoTnpeitol Hakpld amd To NAkd Qog.

Mn ypnowomoteite 0 @iktpo ALN OATF koilng @AéPog pe dykiotpo petd tnv muepounvio Anéng mov
AVOYPAPETOL TNV ETIKETA.

To o¢iditpo ALN OATF «xoilng @Aéfog pe dykiotpo mpoopileton yoo pio yxpriom. Asgv mpémetr vo
EMOVOLYPT|GLLOTOLEITOL KOIL TOL GVOTOTIKG TOV KIT &V TPEMEL VO, VIOBAAAOVTIOL GE EMAVATOGTEIPOOT).

Metd ™ yxpnon, 10 GLGTUTIKG TOV Kit B0 TPEMEL Vo AmopPImTOVTaL GOUPMOVE LE T GLUVION WTPIKT TPAKTIKN
KOl TOVG IGYVOVTEG KOVOVIGHOVC.

Mo, ypnoipomomuév Guokevn yivetot Tpkd amdPAnto pe kivovuvo loipwéng. Ipémet va amoivpaviet kot
vo. omopprpbel HEG® TOL KATAAANAOL KOVOAOD (.. OmOTEQPP®ON 1| TPOEMEEEPYUSIO [E AMOADUAVOT))
GOUQ®VO [LE T GLVNON LOTPIKT TPAKTIKT KOt TOVG IGYVOVTEG KOVOVIGHOVG.

Mt aypnoipomointm cuokev TPEneL va. amoppintetar og e&NG: M Peldva Tpémet vo amoppinteton poli pe to
WIpKE amoPfAnta pe kivovvo Aoipméng eav €xet apoapebel amd ™ cvokevacio g, kabdg pmopel vo
odnynoet cg Kivovvo tpavpaticpod. To kovti amd xoptdvi Kot 10 OALO odNyidv ypiiong mpénel vo
avakvkidvovtol H vmérown cvokevn pmopel va amoppipbei péowm mg cupfatikng pong omofAntov tov
WPLUATOV VYELOVOLKNG TTEPiBaiyNG.

14: A7épprwn TNSC GVGKEVNC

Mio. ypNOOTOMUEV] GUOKEVLT UETOTPEMETOL G OMOPANTO VYEOVOUIKNG TEPiBoAyNg HOAVGUATIKOD
Kkwdvvov. Ilpémet va vroPfAnbdel oe amolvpaven kot vo eEolewpBel pe to KatdAAnko kovilt (Topdderypo:
ATOTEQPPMOT) 1) TPOENEEEPYAGI LE UTOADUOVOT) COUPMVA LE TIG GUVIDELG LOTPIKEG TPOKTIKEG KOl GUHPOVOL
L€ TOVG 1YVOVTEG KOVOVIGHOVG.

Mio aypnoonoinT) GUCKELT TPEMEL Vo anoppintetol og e&Ng: N Perdva mpénel va amoppinteton poli pe
amoppippate amd SpacTNPOTNTEG VYEWOVOIKNG TePIBOAYNG TOv Kvduvebovy va poivvBovv edv Exet
apapebel amd T cuokevacio g, emewd) Hmopet va. ektebel oe Kivovvo tpavpaticpod. To xdptvo kovti Kot
ot xaptveg odnyleg mpémet va avakvkioBodv. H vméhoun cvokevny pmopei vo omoppipbel pécm g
GUUPATIKNG POTG ATOPPLUUATOV TV WPVUATMV VYELOVO KNG TTEPiBaiymng.

15: Eyyonon

H ALN dni@ver 01t antd 10 Tpoidv £xel KaTaokevaotel e OAn tn déovoa pépyve. H mapodca eyyvmon
avTikeOloTd Kot omokAgiel OAeG TIC OAAEC emioNpES M CLOANPEG EYYVNOES MOV TOPEXOVTOL SUVALEL
OTMOWLGONTOTE AAANG SATAENG TTOV OEV OVAPEPETAL PNTE GTO TTOPOV £YYPUPO, EWVIKOTEPA OAES TIC CLOMNPES
EYYVNOELS GYETIKA [E TNV KOTAAANAOTNTO TOV TPOIGVTOG Yo TAOANGY KOl Y10 GUYKEKPILEVN YPNOT|, KABADG O
OKATOAANAOG XEPIGUOG, 1 ATOBNKELON), 1) ELAVAAYT KAOOPIGHOD KOt OTOADULOVGTG TOV TAPOVTOG TPOTOVTOG,
€ GLVOVOGUO e OPIOUEVOLG TOPEYOVTEG TTOL o)eTilovTal pe Tov acbevn, T didyvoon, ) Bepansia Kot Tig
yewpovpyés emepPdoets, népa and tov €deyyo g ALN, emnpedlovv o mpoidv Kot To 0moTELEGUOTO TOV
£xovv emtevyOel pe avTod.
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H ALN Jev pmopet va Oecpnbet vaedBovn yio omowadnmote toyaio 1 éppeon (nuio, o0Te Yoo ATOAELES 1
domaveg TOV TPOKOTTOLVY, €iTe Gueca eite Eppeca, amnd T yprion avtod tov 1poidvtoc. 'Exel, wotdoo, v
VTOYPEDCT VO OVTIKATOGTNGEL TO TPOTOV.

Opiopéveg ympeg dev eMTPEMOVY TV €EAIPEST) TOV GLOTNPDOV EYYUNGEMY, TOPETOUEVNG 1 Eppeons Cnpiog.
Mmopeite va €yete TpOGPact og GALEG VOUIKEG EVEPYELEG, COUPMVO. LLE TN VORODESTO TG YOS GOC.

Emumiéov, n ALN dev amodéyeton Kopio GAAn tpdobetn déopevon 1 vroxpéwon o€ GYECT UE aVTO TO TPOIOV
KO OEV EMLTPEMEL OVTIGTOLYEG EVEPYELES MO TPITOVG.

16: YRroyp£®on ava@opdc TEPLGTUTIKAOV 1] KIVOUVOV ENQAVIGNE
TEPLOTUTIKOV

Ipog evnuépmwon tov ¥pNot H/Kkat Tov acbevols: kdbe coPapd meploTatikd ToV GYETICETAL [E T GLOKELT
TPETEL VO AVOLPEPETOL OTOV KOTOUOKELOOTH KOl OTNV Oppodie apy Tov KPAtoug péLovg 610 omoio givol
EYKOTESTNHEVOG 0 YPNOTNG /KL 0 0GOEVIC.
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