EAAHNIKH AHMOKPATIA AOnva, 22-08-2014
YIIOYPTEIO YI'ETIAX AIlL: 4162
EIIITPOIIH ITPOMHGOEIQN YI'EIAY

I'PA®EIO ITPOEAPOY

Tax. A/lvon: ABe¢pog 12A

Tax. Kodikag: 10433, ABrva I[MPOx:

TnAépovo: 213 2037542 KAOE ENAIA®EPOMENO

OEMA : Ilapoxn Sievkpivicewv emi the Graknpuéng tou Srayeviopou yia tnv
npounfsia evbootepaviaiev mpofeoemv Kal PIAOVIOV aYYElOMAQOTIKHS He

ap. Swaxknpuing EITY 15/2012.

xetko yypago - YapiBp 44/21-08-2014 (Bépa : 3¢ ) amdonacpa npartikov tng EITY.

«Aveukpivioelg ava@opika pe tov Oiwebviy avolkto Srayewviopo-oupgevia
miaiowo, pe apBpd Swaknpuéne EIIY 15/2012 ywa 7Tnv  mpopnBeiva
Ev6ootepaviaiov IIpoBéocwv rar Mmadoviov AyyelomAAoTLKNG KATOIILYV

unoBoAng epatnuatev tng etatpeiag MEDTRONIC HELLAS AEE, ta omoia
veBAnOnoav pe to v apOp mpwt 3976/5.8.2014 yypago.

10 gpwTnua:

YXeTIKA pe Toug yevikoug Opoug tou uepoug B ANTIKEIMENO
IIEPITPA®H -TEXNIKEY IIPOAIAT'PA®EY mapakaloupe Gieukpiviote
eqv amavteltar Selypa ouokevaoiag/ etikétag (e 11 Xwplg mpoiov) 1)
PETOYPAPLA 1e TNV £TIKETA e To 011010 Oa amobeikvuovTal Ta avagepopeva

otV map. 4 (yevixoi 6pou).

Anavtnon:



Ytov mivaka tTne oeAidac 10 tne Suarnpuéne avaeepetal:

KataBeon Getypatog, povo epooov {ntnbouv amod tnv emitpoIn) olevepyelag
Kav a§loAoynong tou d1ay®viopou.

Areurpividetar oty Ba mpemel va xatatebel @oToypa@la pe TI OXETUKI)
etiketa 1 omola Ba mpemelr va amoteldel akplBeg Kal motd avtiypa@o Tou
IIP®TOTUIIOU Selyatog.

Aetypa Ba katateBel povo epooov {nnbet amod tnv emitporn) dtevepyelag Kal

aloAoynong tou 61ay@viopou.

2° epoTHAQ:
[Tapakalovpe omwg pag Oieukpivioete edv o mpounBeutng Suvatar ota
mAailola Tou ev AOY® OLay®viopou va mpoo@epel yiua Kabe pila Katnyopia

IIPOTOVT®V MEPLO0OTEPU TOU £VOE IIPOTOVTA.

Anavtnon:

Yupoova pe to apbpo 13 tne Srarnpuine avapepetal:

«Evaddaktikeg Ilpoopopeg Oev yivovtar Oekteg Kal daImoppilitovial g
armapadekteg. Eav umoBAnBouv tuxov evaddaxktikeg Ilpoogopeg, dev Oa
AneBouv vnmown. O vnmownglog mpopnOeutig, o omotog Oa umoBaAAel tetolag
@uoNg potaocelg, dev HLkALOUTAL 02 Kapila IeplItoon va dtapaptupndel 1 va

emKaAeotel AOyoug mpoo@uyI¢ Katd ThE AmoppLyng TV IPOTACERV AUTOVY.

Emriong oto dpBpo 14 tou S 118/2007 (A'150) opiletar otu:
«Xtoug Oraywviopoug Oev ylvovtar OeKTEC AVTUIPOOE@OPES. Xe IMEPLIITKOON

umoBoAng TOUg ATOPPLITTOVTAL, MG ATIAPAOEKTED.

Q¢ ek TOUTOU [POOEOPA He IEPLo00TEPA TOU  £VOC IIPOTOVTOC yua Kabe

KaTnyopia opotovtwv, Oa amopplotetal.

3° gpmTnpa:
A) TlapaxadoUpe ommg Hag Oleukpivicete edv otnv katnyopia I.1.

MITAAONIA AITEIOITAAXTIKHY otepaviaiov aptnpuov  nuidiatatd



(semi-compliant) elval umoxpe®TKY), €Il IMOLVY] AIOKAel0poU, 1) IIPOCPOPd
IIPOTOVT®V mou va eival dtabeotpa Kat pe ta 6Uo ouotnpata mapadoong:
1) Taxelag evaddayrg (rapid exchange)

2) Onoagovikou tumou (over the wire otw)

Anavenon:

To {nToupevo mpoildv eivar taxelac evallaync.

B) otnv 1610 katnyopia {nteitar:

Na poogepovtal oe morkiAia peyeBoug drapetpou touddaxiotov 1,5-4,0 mm
KAl TOUKIA LA UNKGV.

Na efaopadiouv xapndd mpogid (profile) ew068ou: mpoid dxpou 0.017” 1)
mxpdTeEPO Ka mpopid mpoomédaong (crossing profile) 0.025” 1} mxpoTepo.
[Taparadovpe o6mwg pag dSieukplvioete €AV 1) IPOCPOPA EILITAL0V HeyeOnv
€KTOg TNng opidouoag Onproupyel emumAeov MAEOVEKTNHIA OTOV IIPOCPEPOVTA

EVAVTL TOV AAA@V CUPHIETEXOVTROV

Anavtnon:

H mpoogopd emudeov peyeBov extog tng opidoucag AEN OGnuioupyel
SIIUTALOV TALOVEKTNIA OTOV IPOOPEPOVTA EVAVTL TOV AAADV OUPHETEXOVTOV
70 1010 O¢ AVR £P@TNIA YA TLG KATyopieg

I'2 MITAAONIA ATTEIOITAAYTIKHY otepaviaiov aptnpiov pn-otatatd
(non-compliant)

Na poogepovtal oe morkiAia peyeBoug Srapetpou touddaxiotov 2,5-4,5 mm
KO IIOLKIA L0 INKQV KAl

I'3. MITAAONIA ATTEIOITAAXTIKHY ote@aviaiov aptnplov
SMUKOAUPPEVA PE QAPPAKEUTIKES OUOLES EVAVTLOV TNE EIIAVAOTEVOONE, 1)
Saknpuén opider:

Na mpoogepovtal oe morkiAia peyeBoug Srapetpou touddaxiotov 2,5-4 mm
KAl TOUKIALA PNKGV.

Anavtnon:



H mpoogopd emudeov peyeBov extog tng opidoucag AEN OGnuioupyel

EIMUTAE0V ITAEOVEKTINHA OTOV IPOOMPEPOVTA EVAVTL TOV AAADV CUPHETEXOVTOV

4° epoTNHA:

Ztnv katnyopia A. AITAEY ENAOXTE®ANIAIEZ ITPOOEZEIX
(BMS:BARE METAL STENTS) xatackeuaopéveg eite amd xpdpata
Xpwpiou, eite amd avoieldwto atodAl IIou va eival mpo-tormofetnpeveg o
padove, {ntettal va etvar Stabéovpeg oe mowkidia Swapetpev (péxpr xav 4.5
mm) xav pnkev. IHapakadoUpe dmeg pag Sieukpivicete edv 11 GUYKEKPLIEVT)
Suapetpog ( 4,5mm) {nteital yia tnv KAAuwn ayyelov péxpt xau 4,5 mm.
Anavenon:

H ouykexpuévn Sudpetpoe ( 4,5mm) {nteltal yuo v KAAUyn ayyeiov
péxptL kav 4,5 mm.

5° epmTnpa:

[Tapakalovpe omwg pag Sieukplvioete edv O IMEPLITOON UHAPENG VEDV
IIPOTOVTOV Ta omoia Oa amoteAoUuv Aevtoupykr) BeAtinon tewv umo mpoundeia
e0V e Ta omola OUPPETelXape 0To Olay®VIoRo, auTd HIoPOoUV Vvd
AVTLKATAOTIOOUV TA UIIAPXOVTA KAl KATR arnd moleg mpoumobeoeig.
Anavenon:

Yuppeva pe to apbpo 28 tng oupBaong, n omoia armotedel avamoomaoTto
mapaptTnya tng Slaknpuéng, ava@epovtal ol Katwbl opol Kat mpoimobeoelg

mou Oa 1oXUoUV Yld TNV avTlKATAaoTtaon edav:

Tpomormowoelg g mapovoag Lup@eviag ITAalowo eivalr umoxpemTikod va
YIVOVTaL YPAIITRE, UIIOYEYypappéveg Kat amo ta 6uo EpmAexopeva Mepn.

O IlpopunBeutng Aoyw e taxutatng eEeAng tng texvoloyiag, dSuvatar va
IIPOOPEPEL VEA UALKQA, £VTOg TV 0paV Ttng dtaknpuéng, pe tnv mpounobeon
0Tl Ta UALKA autd Oa mpoo@eépovtal otnyv 1dia TLun eyypagng oty oUR@evia
mAatiotlo, Ba ammotedouv Aettoupyikn BeAtiwon tou umod mpounBeva eidoug, oe

avTikatdotaon oupBatikov  e18ov, Uotepa amd  OXETIKO altnua  Tou



mpopnBeutn, ywa to omoio Oa yvewpobotel n emtpomn Oievepyeiag Tou

dtayeviopou kat Ba amogaoider n Olopedera tng EITY».

O ITPOEAPOX

XPHETOZXZ ITANNAPHX



