Dappakevtika Epyactipie CANA A.E.

Asw@bépog Hpaxieiov 446
GR-141 22 Hpaxiewov Artikig

Tn +30.210.28 83 300, Fax +30.210.28 83 202

nPoOx
To Tevikd Noookopeio ATTikiig KAT-EKA (1n YME ATTikAC), nou edpelel oTnv Knoioid ATTIKAG,
080G Nikng api®. 2, TK 145 61 Knpioid, wg AvaBétouca Apxii Tou Alaywviopol nou
npoKnpUXBNnke pe Tnv un’ apiB. 1/2013 AiakrpuEn Alaywviopol pe TiTAo «XYMOQNIA MAAIZIO
A THN NMPOMHGEIA EPTAAEIQN XEIPOYPIEIOY CPV 33162200-5» (aTo €Eiq «Alaknpun») yia
Tpia (3) £TN Kkal KPITAPIO KATAKUPWONG TN XAUNAGTEPN NPOTPEPOLEVN TIUA ava Hovada npoiovTog
kal ouvoAikr npoUnoAoyioBeioa Sanavn € 33.924.783 (= € 11.308.261 etoia npoinoAoyioBeioa

danavn X 3 &rn) oupnepiAapBavopévou OMA, VopiHwG EKNPOCWNOULEVO.
NMPOAIKAZTIKH NMPOZ®YIrH — ENXTAZH

TnG avavupng eTaipiag Ue TNV enwvupia «dapuakeuTika Epyactripia KANA Avwvupog ETaipeia»,
nou edpevel aTo HpdakAelo ATTIKNG, Agw®. HpakAeiou apib. 446 kai A. Manavdpéou, VOUIHWG
EKNPOOWNOUKEVNG.

KATA

a. TnG wg avw un’ apiB. 1/2013/2012 AiakrpuEnc.

B. Kabe aMng ouvapoug nponyoUpevng f endpevng NPaEnG f NapaAeyne TG AvaBéTouoag
ApxnG f/kal onolaodAnoTe GAANG apxng f/kal opyavou OXeTIKA Pe Tnv dlevépyeia Tou GVw
Alaywviopo.

Me Tnv npooBaMopevn Aiaknpugn, nou, ONWG avapépeTal OTO KEIPEVO TNG £0TAAN NPOG
dnpoaieuon otnv Enionun Epnuepida Twv Eupwnaikamv KoivoThTwy TNV 27.2.2013, nepiAnyn Tng
dnpoaielTnke oTo MEK (Telx0g AlaknpUEewv Anpociwv SupBacewv) 109/1.3.2013, kai To NANPEG
Keiuevo Tng diaTiBeTal HOVo OE NAEKTPOVIKA HOPPR Wéow Tou ouvdéouou AIAYTEIA kai and v
loToogAida TnG AvaBetouoag Apxig (http://www.kat-hosp.gr), an’ énou Tnv NPopNBeuTAKapE
NAEKTpOVIKA TNV 26.3.2013, n Avabétouoa Apxr npoknpuEe SiEBVA BNUOOI0 aVOIKTd dlaywviouo
yla Tnv npoprieia epyaAeiwv xeipoupyeiou CPV 33162200-5. Katd Tne Aigknpu&ng autng
EVIOTAMEDA Kal NPOOPEUYOULE, VOUILWE appodiwc Kal EUNPoBETpwG, B10TI, kaTad napaBacn Tou
apBpou 53 Tou MNA 60/2007, Tou GpBpou 23 Tng Odnyiac 2004/18/EK, Tou apbpou 3 Tou MNA
118/2007 kai Tou apBpou 4 Tng Odnyiag 93/42/EOK, pe authv TiBevTal npodiaypapéc nou BETouv

adikaiohoynta  epnddia  oTov  avraywviopd, Sev  eEaopaAilouv  100TIHN npooBacn oToug
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Cana

MPOCPEPOVTEG, £XOUV WG ANOTEAEOHA va ELVOEITA OPIOUEVN ENIXEIPNON KAl OUYKEKPILEVO NPOidV
AuTAG Kal napepBarovral epnddia oTnv eAelBepn kukAopopia evrdg TnG Eupwnaikng ‘Evwonc kal
otn 8i1a8eon npoidvTwy nou épouv Tn onuavon CE. EidikéTepa:

: Ma Ta €idn nou npoodiopifovral oTo Mépog B’ Tng AiakhpuEng («AvTikeipyevo —
Mepiypapr) — Texvikég Mpodiaypapéc») oTnv Katnyopia A’ un’ alfovreg apiBuolc 1-28
[kukAikoi avaoTopwTrpeg (a/a 1-3), €pyakeia ouppagng 1otV (a/a 4-12), guBUypappol
konToppanTeg (a/a 13-14), epyaleia ouppagnc depuatog (a/a 15), eEwAkeic kAing dépparoc (a/a
16), autopateg Aaideg nepinaponc olgopayou-evépou (a/a 17), epyaheia auTopaTog
anoAivwong ayyeiov (a/a 18), autdparec AaBideg anolivwong ayyeiwv (a/a 19), epyaAsia
kabnAwong nAéyuatog yia avoikth enéuBaon kNANG (a/a 20), epyaheia gubeiag oupparic-
diaTopng-avaoTépwong 10TMv  (a/a  21) eublypappol  kai  elkaunTol enavaeopTilopevol
konToppanteg (a/a 22), oer aipoppoidexTouns (a/a 23 kai 25), oer aipoppoidonnéiag (a/a 24),
QUTOMATO £pyaAeio CUPPAPAC anovelpwong (a/a 26), ouppanTika EPYaAEia UE aNoppOPRGILOUC
aykTipeg kAinG (a/a 27) kai dlanpwKTIKA aipopaidikA anayyeiwon HE unepnxoug PHD (a/a 28)],
afloveral, peTa&l GMwv, va nAnpouvrai ol akOAouBeG npodiaypapéc:

«1.

2. Ta epyaleia va épxovrar anooTepwpéva kar otn ouokeuaoia va avaypdperar ) EvOeiEn CE
Mark. Anairouvrar rouAdyrorov duvo KAIVIKEG peAéTeg and avayvwpiopéva KEVTpa
Onuooisupéva (sic) o€ Eyxpira nepiodixd yia To kdbe £idog ka1 Eyxpion FDA JioTr n
£yxpion autrj oupnepiAauBaver xai KAwvixry a&ioAdynon.

3-4.
5, KardAoyog neAarav (Noookopeia rou rpounBevovrar Ta idn).
6. L

H avwTtépw anaitnon yia Unap&n dlo TOUAGXIOTOV KAIVIKDV HEAETWV anéd «avayvwpiopéva
KEVTpa» Kai dnpogieuon o «éykpiTa nepiodika» Gev eEunnpeTei kapia okonipdTNTA népa anod To
Va «(pwToypaicer» Ta npoidvra Tou oikou Covidien nou gunopeveTal oTnv EAAGSa n eTaipia
«ANAZTAZIOZ MAYPOIENHS IATPOTEXNOAOIIKA EIAH ANQNYMH ETAIPEIA» ka1 Ta npoiovra
Tou oikou JOHNSON & JOHNSON rou €10ayel kai epnopeleTal aTnv EANGSA N graipia «JOHNSON
& JOHNSON EAAAZ ANQNYMOZ EMIMOPIKH KAI BIOMHXANIKH ETAIPEIA» kai va anokAgiosl Ta
XEIPOUPYIKA epYaAia OAWV TwV UNOAOINWY KATAOKEUAOTIKGMY oikwv, PeTatl Twv onoiwv kai Ta
EPYAAEIQ TOU NAYKOOWUIOU PAPNG oikou INTROMEDIX, Ta onoia eicayel kai diadéTel n €Taipia pag

otnv EAada.
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O1 AeEeig «avayvwpiopéva KEVTpa» Kal «EyKpiTa MePIOSIKa» Nou XpnoluonoloUvTal yid Tov
napanavw okond (6nAadry TOov anOKAEIOUO TWV XEIPOUPYIKMY EPYAAEiwV OAWV TWV UNOAOIN®V
OiKwV NpoG OPeAOG TwV NPoidvTwV Twv oikwv Covidien kai JOHNSON & JOHNSON) eival evIeAQC

aopIOTEG Kal ENIBEXOVTAl NAMBOG SIAPOPETIKAV UMOKEILEVIKMV EPUNVEIGV.

H avwTépw anaitnon eival nepitTr, ev Ower Tou 6T oTnv idla un’ apiB. 2 «npodiaypa®hy»
avayvwpiletai 6T n eniong anaitolpevn €ykpion FDA cupnepiAapBavel kai KAIVIK
a§ioAéynon. liverar nAadr) dexTo anod Tnv AvaBétouoa Apxr) OTI Ta XEIPOUPYIKA epyaAeia nou
diabeTouv £ykpion FDA éxouv R8N a&loAoynOsi BeTikG O KAIVIKEG SOKIMES MPOKEILEVOU Va
AdBouv Tnv ev AOyw &ykpion. ZUVENGG N eMINAéov anaitnon yia SU0 SNHOCIEUPEVES KAIVIKEC
HEAETEG Bev NPOCBETE! kapia emMINA£OV avayvepIon TngG XPNoIHOTNTAG, NOIGTATAC Kal a&onioTiag
TWV XEIPOUPYIKWV EPYAAEIWV,

Aev eival Suvatov oUTE VOUIKO va SiVeTal, WG Npog TNV NoIGTNTA Kal alonioTia TwV XEIPOUPYIKMY
gpyaAeiwv, n idia BapitnTa oTIg KAIVIKEG HENETEG pE exeivn nou SideTal oTn onpavon CE kai oTnv
g€ykpion FDA, oI onoieg xopnyouvrali and aveEapTnTOUC OPYaviopoUc Kal apxeg (Toug
KOIVOMOINHEVOUG 0pyaviopoUs, cULWVa He TIG SIaTAEEIG TG vopoBeaiag Tng Eupwnaikic 'Evwonc
kai Tnv appodia Apxn Tpogiuwv kai dappdkwy Twv H.M.A.), evd, Onwg ival yVwaTo, of KAIVIKEC

HEAETEG XpnuaTodoTolvTal and Tig iSIEG TIG ETAIPIEG TA NPOIOVTA TWV ONOIWV APOPOUV.

Onwg €xel enavelnupévag kpiBei and Tn vopoloyia, détav n Aioiknon Sievepyei diaywviopolc
nPOUNBEIag IaTPOTEXVOAOYIKGV NPOIOVTWY, KATA To oUCTNHA TNG XAUNAGTEPNC NPOTPOPAC, BeV
dikaiouTal va agiwvel yia Ta npog npouneia €idn, mAnv TG onudavoewc CE, Tnv nAnpwan
eniNpooBeTwv npodiaypapav, aMwg napaPialer Tnv O8nyia 93/42/EOK, Bi6TI ol NPOCBETEC
npodiaypapeg 100duvapolv We napepPoAr) epnodiwv nou pnopolv va (BAcouv PéXp ToV
anokAeiopo Tng 51aBeang aTo €UNOPIO NPOIOVTWV Nou @épouv Tn ofjpavon CE. Av n €KAOTOTE
avaBérouca apxn eniBupei va B€oer eNiNPOOBETEG TexVIKEG NPOBIAYPAPES, OPEINEl VA EVIHEPOTE]
OXETIKWG ToV E.O.®., npokeipévou va kivneei n diadikacia diaopahionc nou npoPAénerar and Ty
WG avew Odnyia. Av n avaBétouca apyn Kpivel OTI IGTPOTEXVOAOYIKA MPOIOVTA MOU PEPOUV ™
onuavon CE evéxouv kivdUvVOUG yia Tn Snudaoia uyeia, OpeiAel va evnpepOOE! OXETIKWG TOV
appodio €BvikG opyaviopod npokeipévou va kivnBei n diadikaoia S1a0palicews kal va avaoTeilel
Tn Siadikacia avabéoewc.
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XapakTnpioTikd TG npoBeong Tng AvaBétoucag Apxic yia HEPOANMTIKN QVTILET®NION TWV
npoiovTwv Twv oikwv Covidien kai JOHNSON & JOHNSON anoTeAel To YEYOVOG OTI N ev Adyw
anaitnon yia npookouion 800 KAIVIKOV PEAETMV SNUOOIEUNEVWY OF «&ykpITa» neplodikd TiBeTal
Hovo yia Ta xeipoupyika epyaAeia Tng Katnyopiac A’ Tou Mepoug B’ TnG Alaknpu&ng kabag kai yia
Ta epyaAeia Tng Katnyopiag B’ Tou Mépoug B’ Tng AiakripuEnc («epyakeia piag xpnoewg povadac
UNEPRXWV Kal NAEKTPOBEPPIKAG OUYKOAANONG ayyeiwv», PA. GeA. 40 kal 44 ™G Aiakrpugng), oxi
OHWG Kal yia Ta epyaleia Twv katnyopidv I kai A’ Tou Mépoug B’ Tng AiaknpuEng (BA. oeA. 61 kai
65 Tng Aiakrpugng 6nou anouocialouv XapakTNPIGTIKA OMOIETOANOTE OXETIKEG «NPOdIaYPaAPEC»)
oUTE yia Ta XeIPoupylka epyakeia Twv MapapTnuétev A’ («npodlaypapég kai noooTNTEG
O@BaMuiatpeiou ABnvav kai Maidwv Ayia Zogia»), B’ («eidikéc TEXVIKEG Npodlaypagec yia Tnv
NPounBEIa XEIPOUPYIKMY EPYAAEiwV AVTIKapKIVIKOU OykoAoyikol Nogokopeiou ABnvav O Ayiog
ZaPac») kai I («npodiaypagég kai nocdTnTeG Noookopeiou A@podiciwv kal AeppaToAoyIKmV
Noowv ABrvag Avdpéag Zuyypdc») Toug Mépouc B’ TG Aiaknpugng (BA. oeA. 69, 73 kal 75 Tng
Aiaknpugng), xwpig va ugioTatal oUTe va avapépeTal oTn Aiakrpugn onoloadrnoTe Adyog nou
dikaioAoyei Tn Siapopa auTh.

2. 210 M&pog B’ Tng Alaknpugng («AvTikeipevo — Mepiypapr — Texvikeg Mpodiaypapéc»)
ornv Karnyopia A’ un’ alfovreg apiBpols 1, 2 kai 3 npoodiopilovTal kar’ enipaon Tpia
unoTiBepeva €idn, ev@w OTNV npaypatikdTTa npokeTal yia To idio €i00G (KUPTOG KUKAIKOC
avacTouwTAPAG PE KAING TITAVIOU yia QVOIKTEC Kal Aanapookonikeg enepBAcEIC) kal emvoolvTal
0AWG €NOUCIWLBEIG BIAPOPEG («AaVAOTOUWTRAPES LE avakAIvOUevn KepaAn Kal KAING opBoymviac
diaTounG» WG NPog Ta npoidvra un’ a/a 1, kai «To UYog Tou avoikToU KAIN va gival 5,5 mm kai va
unapxel duvaToTnTa XeIPoKivATnG PUBIONS Tou KAEIOTOU KAIN O onoiadnnoTe TP and 1 mm
€0G 2,5 mm» wG nNpog Ta npoidvTa un’ a/a 2) npokeipévou va «dikaloAoynBei» n 6rBev
«dlapoponoinor» Toug kal n katara&l Toug Ot BIaPOpPETIKOUC augovteg apiBupolcg woTe, oTnV
NEPIYpagn Twv npoidvTwv un’ a/a 1 va avranokpivovral Hovo Ta npoidvTa Tou oikou COVIDIEN
nou epnopeletal oTnv EAAGSa n eTaipia <ANAZTASIOS MAYPOTENHS IATPOTEXNOAOIIKA EIAH
ANQNYMH ETAIPEIA» kai aTnv nepiypagr Twv npoidvtwv un’ a/a 2 va avranokpivovral yovo Ta
npoiovra Tou oikou JOHNSON & JOHNSON nou eioayel Kai gunopeveTal otnv EAAGSa n eraipia
«JOHNSON & JOHNSON EAAAZ ANQNYMOZ EMMOPIKH KAI BIOMHXANIKH ETAIPEIA» kai va
anokAeiovTal Ta xepoupyika epyaieia GAwV TwV UNOAOINWY KATAOKEUAGTIKMY 0iKWV, PETAEU TwV

oroiwv kail Ta epyaAeia Tou naykoopiou GrApNG oikou INTROMEDIX, Ta onoia €ioayel kai S1a0£Tel
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n €raipia pag otnv EMASa, napdAo nou oudeiG ENIOTNUOVIKOG, NPAKTIKOG f AAAOG AGYOC
ugioTatal yia Tov napanave Siaxwpiopd ouTe BideTal onoladAnoTe OxeTIKA €EAynon and Tnv
npooBaA\opevn Aiaknpugn.

XapakTnpioTIkG TNG HEPOANNTIKAG QVTIMETOMIONG TWV MPOIOVIWV Twv oikwv COVIDIEN kai
JOHNSON & JOHNSON eivai To yeyovog 611 yia Ta npoidvra un’ a/a 1 {nTolvTal 426 Tepayia Ka
yia Ta npoidvta un’ a/a 2 {nTolvTal 424 Tepdyia eve yia Ta npoidvra un’ a/a 3, Ta onoia, onwc¢
NpogAexON, éxouv enouaiwdeig POvo dlagopég and Ta npoidvta un’ a/a 1 kai 2, {NTouVTal HONIC
43 Tepayia.

3. Z10 M&pog B’ Tng Alaxipugng («AvTikeipevo — Mepiypagr — Texvikéc Mpodiaypapéc»)
ornv Karnyopia A’ un’ alEovTeg apibuolg 4a, 4B, 4y, 43, 5a, 5B, 5y, 6a, 6B, kai 7a kai 78
npoodiopifovTal kat’ enipacn Téooepa unoTIBEWEva €idn, Eve otV npayuaTikéTnTa NpoKeITal yia
To iBi0 €idog (epyaleia eubtiag GUPPAPAG 10TV pE AYKTAPEG —ATOI KAING— enavaopTildpeva
yia 0Aoug Toug TUNOUG IoTOV Ot diagopa Weyedn). Kai oTnv nepintwon autn enivoouvTal
ENOUCIOBEIG Blapopeg («epodlacpéva pe Texvoloyia KaTeuBuVOPEVNG GUYKAIONG Tou KAIN HE pia
okavdaAn olykANIonG-nupod6TNONG» WG NPog Ta Npoidvta un’ a/a 4a, 4B, 4y kai 43, «duvarortnTa
XEIPoKivATNG pUBKIGNG Tou Uyoug Tou KAIN pE OTABEPO OTUAEG» WC NPOC Ta npoiovta un’ a/a 5aq,
5B, Sy, «He autoparn petakivnon Tou NUpou Ot evBIAGEDN kai TEAKA BEon pe BUO XWPIOTEC
XPWHATIKA XEIPOAABEG» G NPoG Ta npoidvTa un’ a/a 6a kal 6B) NPOKEIUEVOU va «SikaioAoynBei»
n dnBev «3iapoponoinar» Toug Kai N KataTagr Toug oe SIaPOPETIKOUC au&ovTeg apiBpoUc WOTE,
OTNV NEPIYPAPR Twv NPoiovTwv un' a/a 4 va avranokpivovral POvo Ta npoidvra Tou 0iKou
COVIDIEN nou epnopevetal otnv EAMGBa n  eraipia  «ANASTASIOE MAYPOTENHE
IATPOTEXNOAOTTKA EIAH ANQNYMH ETAIPEIA», oTnv neplypagr Twv npoiovrev un’ a/a 5 va
avTanokpivovTal yovo Ta npoidvra Tou oikou JOHNSON & JOHNSON nou €104Yel Kal EYNopeUETal
onv EM@da n eraipia «JOHNSON & JOHNSON EAAAZ ANQNYMOS EMMOPIKH KAI
BIOMHXANIKH ETAIPEIA», oTnv nepiypagri Twv npoidvTwv un’ a/a 6 va avranokpivovral povo
Ta npoidvra Tou oikou JOHNSON & JOHNSON rou giodyel kai epnopeleTal oTnv EAAGSa n €raipia
«JOHNSON & JOHNSON EAAAZ ANQNYMOZ EMMOPIKH KAI BIOMHXANIKH ETAIPEIA», kal va
anoKAgiovTal T CUPPANTIKA XEIPOUPYIKG EPYAAEia OAWV TWV UNOACINWY KATAOKEUAGTIKGV OiKWY,
HETaEL Twv onoiwv kal Ta epyaleia Tou naykoopiou PrApNG oikou INTROMEDIX, Ta onoia EI0QYEl

kai 6iaBeTel n eTaipia pag otnv EAAGSa, napoAo nou oudeic ENOTAROVIKAG, NPAKTIKOG 1 GAAOC
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Adyog ugioTaral yia Tov napanave diaxwpioud olTe dideTal onoladnnoTe oxeTikr eEfynon and
TNV npooBarAépevn Aiakripuln.

Me tnv iGla peBddeuon, enididkeral va Sobs enipaon diapoponoinang HETAEU Twv &1dGV nou
{ntolvTal un’ a/a 4, 55, 6y ka 7y. Edw dpwe kabiotatal npopavéc ori nPOKeITal yia To idio
€id0G kal anokaAUnTeTal o OAO TNG TO WEyeBog N avwTépw avapepopevn PeBOSEUON pE TNV
onoia emidikeTal va 8oBei enipaon diapoponoinong npokeipévou va guvonBoulv npoidvTa Twv
AVWTEPW ETAIPIOV OF BAPOC Twv unoAoinwv, agol oo £idoc 58 {nTouvTal «avTaAAaKTIKEC
KAOOETEG yia Ta epyaleia Tng napaypagou 4 yia dAa Ta peyédn» kai oto €idog 6y {nTolvTal
«avTaMaKTIKEG KAOOETEG yia Ta epyaAeia TNG napaypagou 5». KabioTaral dnAadn npogavéc oI
OAa Ta epyaieia Twv napaypagwv 4, 5, 6, kai 7 eiva €vaMagua, ot dnAadn npokerTal oTnv
NpayuaTikoTnTa yia To idio &idoc kai ENIXEIPEITAI Va ELPaVIOTOUV WC diagopeTika npokeipévou va
guvonBouv  Ta  npoidvta  Twv aQVOTEPW  eTaipIV  «ANASTAZIOS  MAYPOFENHS
IATPOTEXNOAOTTIKA EIAH ANQNYMH ETAIPEIA», kai «JOHNSON & JOHNSON EANAZ
ANQNYMOZ EMMOPIKH KAI BIOMHXANIKH ETAIPEIA» EVaVTI TWV NPOIOVTWV TwV AoV
ETAIPIOV, METAEU TwV onoiwv kal Ta npoidvra Tou oikou INTROMEDIX nou €loayel  Kal

eUnopeveTal oTnv EN\G3a N eTaipia Hac.

4. 210 Mépog B’ TG AlakApuEnc («AvTikeiuevo — Mepiypapr — Texvikéc Mpodiaypapég»)
otnv Karnyopia A’ un’ ab¥ovreg apiBuouc 11q, 11B kar 11y, 12a, 128 kai 12y, 13a ka 13B kai
14 npoadiopifovral kat’ enipaon Téooepa unoTiBepeva €idn, eviy aTnv NPAyuaTikoTnTa npokeiTal
yia 7o idio €idog (epyaAeia ubeiag auppaPng — SIAToPNG 1I0TMV €navaeopTiopeva, auinAeupnc
nupodoTnong yia GAoUG Toug TUMOUG 10T®WV), TO 0onoio 0TouG a/a 11 kai 12 nepiypageral W
«Epyaheio ouppaPng-Siatopnc» kal we «epyaleio diaToung/avaoTopwones evi oToug a/a 13 kai
14 wg «konToppanTng». Enixeipeital dnAadn kai ed®w va nepiypagei To idio EpyaAeio pe
BIaPOPETIKOUG TPOMOUG WATE TA NPOidvTa rMou nrouvTal unod Toug avWTEPW augovrteg apiBuolc
va eupavifovrar wg diaQopeTikd €idn [«epyaAeia uBeiag ouUpPaPnG-diIaTopng (= KonToppPANTEC)
10TV enavapopTifOpeva pe véa KonTIKA Adpa oe kdBe enavapopTion HE 10XUpPOUG ayKTrPEC
(kAING) opBoyamviag diatoprg epodiacuéva HE TexvoAoyia kaTeuBuvopevng alykAionc Tou KAIN,
HNXavIopo ano@uyng nponupoddTnaone Kal duvardtnTa appinAeupng nupoddTnonG» yia Aentouc,
Kavovikoug kal naxeig 10Toug wg npog Ta npoidvra un’ a/a 11a, 11B, kar 11y, «euBUypaupa
€navapoptifoueva  epyaleia diaTopnc/ avaoTowong (= KonToppdnTec) HE KAING KUKAIKAC

dlaToung andé kpaua TITavio pe duvardtnTa napaAAnAng olykhione Twv gIayovwv Tou epyaieiou
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HE evowuaTwuévn Adpa and avoleidwTto atoah 440, pe e181kd PnXaviopd otadiaknic npomenanc
(= enavagopTionc) TNG Aapag kai PnNxaviopd ouyKpaTroEwG Tou 10Tou katd Tn diadikacia Tng
nupod6TnonG» yia AenTolg, evdiauecoug kal naeig 10Tolg w¢ Npog Ta npoidvTa un’ a/a 12a, 12p
kar 12y, «guBlypappol  konToppdnTeg (=  epyaAeia  euBgiag  OUPPAPAG-BIATOUNC)
€NavaQopTIZOPEVOl WIag XPrionG yia 6AouG TOUG TUMOUG IoT@V (=yia AenTolc, evBIAUETOUC Kal
NAxgig 10TouG)» wG Npog Ta npoiovra un’ a/a 13a kai 13B kal «euBlypaupol KONTOPPANTES? O
onoiol «va 8IaBETouV PNXaviopo €nIAOYRG Tou Uyoug KAEIoTOU KAIN WETAEY TPIGV SIAOTACEWY
1,5mm, 1,8mm kai 2mm (= yia Aentolg, evOIGueETOUG Kal NaxeiG 10ToUc)»] NPOKeINévoU va
«dikaiohoyn6ei» n dnBev «diapoponoinor» Toug kar n KaTaTagr Toug oe SIaPOPETIKOUC AUEOVTEC
apiBpoUG WATE, TNV NEPIYPAPn Twv NpoidvTwy un’ a/a 11 va avranokpivovral JOvo Ta npoidvra
Tou oikou COVIDIEN nou eumopeletal otnv EAAGSa n eTaipia «<ANASTAZIOS MAYPOIENHE
IATPOTEXNOAOITKA EIAH ANQNYMH ETAIPEIA», oTnv nepiypa®n Twv npoiovrev un’ a/a 12 va
avranokpivovTal povo Ta npoidvra Tou oikou JOHNSON & JOHNSON nou £10QY€l Kal EUnopeUETal
otnv EAada n etaipia «JOHNSON & JOHNSON EAAAS ANQNYMOS EMMOPIKH KAI
BIOMHXANIKH ETAIPEIA», oTnv neplypa®r] Twv npoiovTwy un’ a/a 13 va avranokpivovral Hovo
Ta npoidvta Tou oikou JOHNSON & JOHNSON nou eioayel kai epnopeVeTal otnv EAAGSa n eraipia
«JOHNSON & JOHNSON EAAAZ ANQNYMOZ EMIMOPIKH KAI BIOMHXANIKH ETAIPEIA», kai va
anokA&iovTal ol XEIPOUPYIKOI KOMTOPPANTES OAWV TwV UNOAOINWY KATAOKEUAOTIKMY oikwv, HeTalU
TWV ONOiWV Kal Ta EKEVOI TOU Naykoodiou @AUNG oikou INTROMEDIX Ta onoia €I0Ayel Kal
diaBeTel n eTaipia pag otnv EAAGSa, napodAo nou oudeig ENIOTNHOVIKAC, NPAKTIKOG 1) AAOG AGYoC
ugioTatal yia Tov napanavw Slaxwpiopd ouTe BideTal onoladANoTE OXETIKA €ERyNOn and Tnv
npooBaiAouevn Aiakrputn.

Me Tnv idia pebodeuon, enididkeTal va 50Bei enipaon Siapoponoinong PETAEY Twv EBGOV nou
{nrouvrar un’ a/a 113 (AVTAAAGKTIKEG KAOETEG QVTIOTOIXWV LNKOV OUPPAPAC, KE Kal XWPIG
KOMTIKF) AdKa, e ayKTAPEG avaloya pe To ndxog Tou 1aTol, yia OAa Ta nNapanave gpyakeia), 125,
12€ ka1 1207 (AVTAGAAGKTIKEG KAOOETEG XWpiG KONTIKN Adpa yia Ta epyaAeia TnG napaypagou 12),
13B (AvTaMakTIKEG KAOOETEG yia Ta napanavw epyakeia) kai 14a (AVTAAAGKTIKY KAOOETA yia TO
€pyaAeio TG napaypagou 14), npokeiuévou va guvonBolv Ta NPoidvTa Twv AVWTEPW ETAIPIOV
«ANAZTAZIOZ MAYPOrENHZ IATPOTEXNOAOIIKA EIAH ANQNYMH ETAIPEIA», kai «JOHNSON
& JOHNSON EAAAZ ANQNYMOZ EMMOPIKH KAI BIOMHXANIKH ETAIPEIA» évavr Twv

NPOIOVTWV TwV ACINWV ETAIPIMV.
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5. Zt0 Mépog B’ Tng Aiaknpugng («AvTikeinevo — Mepiypapr — Texvikéc Mpodiaypapéc»)
otnv Karnyopia A’ un’ adfovra apiBud 1 ZnTolvral KukAikoi aVaoTOUWTNPESG, KUPTOI LE
IoXUpoUG aykTnpeg (KAING) Tiraviou opBoywviag diatopng. Ity idia katnyopia un’ at&ovra
apiBpo 11 Znrolvrar epyaleia eubeiac OUPPAPNG-BIATONAG I0TMY enavapopTI{OUeva Le IoYXupoUC
aykTrpeg (KAING) opBoyw@viag SiaTopnc.

H anaitnon yia opBoyavia Siatopr «QWTOYPAYIZE» AMOKAEIOTIKAOG Ta NPOIGVTA TOU OiKOU
Covidien Tta onoia eunopeletal otnv  EMG3a n e€raipia «ANAZTAZIOZ MAYPOIENHE
IATPOTEXNOAOTTKA EIAH ANQNYMH ETAIPEIA» kai anokAsiel Ta npoiovTa OAwV Twv AAAWV
KATAOKEUaoT@Y, XWPIG va UMApxel kavévac ENIOTNHOVIKOG, TEXVIKOG 1} GAAOG Adyoc mou va
eNIBaMer TNV anaitnon auth kai xwpic va e&nyeital yia noid Adyo anokAeiovral oi KUKAIKOI
QVAOTOHWTAPEG HE AYKTAPEG KUKAIKNG SiaTopnc.

H &v Aoyw anaitnon napiotarar akopn NEPICOGTEPO avaimioAdynTn av AneBei undyn ot Ta €idn
nou {nrouvrai e Tov enduevo atEovra apiBuo 2 eival KUPTOI KUKAIKOI avaoTOpWTAPES pE KAING
KUKAIKAG SIGTOPRAG and TITavio, v yia TOUG KUKAIKOUG avacToUwTrPES nou ZNToUvTal e Tov
gnopevo avgovra apiBud 3 @aivetal o1 To €idog Tng Siatopng eival adiagopo, agou dev
dleukpiviCeTal av Ta gnTolpeva KAING TiTaviou npénel va eivar KUKAIKAG 1 opBoy@viag diatopnc.
Opoiwg, uné Tov at&ovra apiBud 12 ZTolvTal €ubuypappa enavapopTildpeva epyaieia dlaToung
/ avaoTopwong, We KAING KUKAIKAG SIGTOPRC, eV yia Ta {nToupeva dpoia epyaleia unod Toug
augovTeg apiBuolg 13 kar 14 gaiveral eniong oTi To €id0g TNG dlaTounC eival adiagpopo.

Népav Tou OT1 oudepia aimioAdynon unapyxer otnV NPooBardpevn AlaknpuEn yia TNV anaitnon
NG opBoywviag diaTopng, npénel va TovioTel OTI, and TEXVIKNG anoyews, n opBoydvia diatopn
dev éxel kavéva anoAUTWG NAEovEKTNUA évavT TNG KUKAIKAG 8IaTopnG oUTE enimeAei SIapopeTIkA
Aeiroupyia kaBwg kar 6T o1 aykTAPEC (KAING) KUKAIKNG BiaTopng éxouv SokiuaoTei kai a&ioAoynBei
BeTika and To olvoAo Tng enioTnUOVIKAC KoIVOTNTAG OXI Wovo oTnv EANGa aAAG kal nayKoouiwe
yia nepioooTepo anod 10 érn.

H éMeyn onoiaodrnoTe oudiddouc Slapopdc HeTAEl Twv ayKThpwv opBoymviac kai KUKAIKAC
diaToung anodeikvUeTal and Ta idia Ta QUAAGSIa odnylwv xprioewg Tou oikou Covidien, oTa
ornoia, yila Ta ouPPANTIKA pE aYKTNPEG opBoywviag S1aTouRAC (evdeikTikwg yia Ta GIA™ kai
SGIA™) avagéperal o sival KataMnAa yia «kolNiakéc, YUVaIKOAOYIKEG, naidiatpikéc kal
BwPAKIKEG XEIPOUPYIKEG ENEPBACEIC yia exToWA n diaToun kai dnuioupyia avacTopOOEWY,
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akpIBwg dnAadr o, avapéperal kal oTa GUAAGSIa odnYILV XPHOEWS TWV AVACTOPWTAPWY Kal
ouppanTiKWV €gpyaieiwv Tou oikou Intromedix («unopei va xpnoigonoinBei oe KOINIGKEC,
Bwpakikeg, YuvaikoAoylkéG kal NaidiaTpIKEG XEIPOUPYIKEG enepPAcEIC yia ouppagpr, diatoun f
gKkTOpN 10TOU KAl avaoToOUwaon» eVOEIKTIKMG YIa TA XEIPOUPYIKA £pyaAsia ouppa®nc, diaTopnc,
avaoTopwong IntroLinear Cutter - ILC).

Ano Ta napanavw ouvayerai oTi n npooBalopevn Aiaknpugn eival KaTAEWEA KN VOUIKN YIa TOUG
akoAouBoug Adyouc:

L. Kara to apbpo 53 Tou MA 60/2007 («Mpooapuoyn TnG EAnviknAg NopoBeoiag oTic
diaraeig Tng OBnyiag 2004/18/EK «nepi ouvroviopou Twv Siadikaciwv olvayng dnuoagiwv
OUPBAcEWV EPYWV, NPOUNBEIWY KAl UNNPECIVV», ONWG Tpononoaifenke We Tnv Odnyia 2005/51/EK
TnG Enirponng kai Tnv Odnyia 2005/75/EK Tou Eupwnaikou KoivoBouAiou kal Tou ZupBouAiou TG
16n¢ NogpBpiou 2005»), ol Texvikég npodiaypapég npénel va eEaopalilouv 106TIPN npooBacn
OTOUG NMPOCPEPOVTEG KAl VA PNV £XOUV WG AnOTEAEoHa TN dnuioupyia adikaloAoynTwv
EMNOJIWV OTOV AVTaywvIioHO.

I Kata To appo 23 Tng avwTépw OBnyiag 2004/18/EK, ol TexVIKEG Npodiaypagég Npénel va
egaopahifouv 100TIHN NPOCBACT OTOUG NPOOMEPOVTEG VA MV EXOUV WG ANOTEAECHA TN
dnuioupyia adikaioAOynNTwWV PPaAyH®V OTO AvolyHa TV SnHOCIOV CUPBACEWV GTOV
avTaywviouo.

III. Kata 1o apb. 3 Tou MA 118/2007 («Kavoviopog MpopnBeidv Anpooiou»), OF TEXVIKEC
npodiaypapég npénel va kabopilouv Ta EAAXIOTA avaykaia XapaxkrnpioTika Tou UAIKOU rnou
anarolvTal, NPOKEIPEVOU auTO va NPoadIopIoBEl QVTIKEILEVIKA HE TPOMO MOU va avTanokpiveral
oTn XPNON Yia TNV onoia npoopieral kai va diatunwvovTal £To1 WoTe va eEaoPalileTal n
HEYAAUTEPN SuvaTh EUpUTNTA CUHHETOXNG OTOV 31IaywVIOHO Kai va pn dnpioupyouvTral
adikaioAoynTa epnddia OTOV avTaywviopd. Aev EMITPENETAI N avaypagr Opwv OTIC
TEXVIKEG npodlaypaeg kai oTiG SiaknpuEeic nou va npoodiopilouv npoiovTa OpIoHEVNC
KATAaoKeung r npogAeuong n pebodoug enefepyaciag nou €Xouv ®WE anOTEAEopa va
EUVOOUVTaI OPICHEVEG ENIXEIPHOEIG 1) NPOIOVTA.

Iv. Kata To apBpo kai Tng Odnyiag 93/42/EOK Tou ZupBouAiou Tne 14-6-1993 «nepi Twv

IaTPOTEXVOAOYIKWY NPOIOVTWV», ONwG I0XUE!, Kal Kata To aplpo 4 Tng AY88/I".MN.oik.130648/2009
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KOIVAIG anogaong Twv Yrnoupymv Oikovopiag kari Oikovopikav, AvanTugne, Yyeiag kar Kovwvikig
AMnAgyyUnG, nou petépepe TV OBnyia OTNV €0WTEPIKN €évvoun TGEn, Sev npénel va
epnodilerail n 51G6eon oTnV ayopa kai n évap&n Xpiong Twv npoidvTwv nou PEpouv TN
Znuavon CE nou npoBAéneral oTo apBpo 17 kai n onoia dnAdver OTI Ta npoiovTa €xouv
anoTeAEDE! avTIKeiEVO agloAdynong Tne OUHHOPPWONG TOUG SULP®VA LE TO apBpo 11 (T600 TNG
Odnyiag 600 Kkai TnG YnoupyikAc Anopaonc).

Iv. Onwg npokunTer and To Mpooipio TnG Aiakrpugng, o npokeipevoc dlaywviopog digneral
ano Tig avwTEpw dlaTageic.

Eneidn pe Tnv avwtépw avapepdpevn un’ apif. 2 npodiaypa®n Twv &16@v nou npoadiopilovTal
omv Kartnyopia A" Tou Mépoug B’ Tnc npooBaMdpevng AiakrpuEnc Sev kaBopilovral Ta
avaykaia xapakTnpioTika nou anarrolvrai, NPOKEIEVOU Ta {nToUpeva Xelpoupyika €pyaAeia va
avTanokpivovral oTn XprAon yia Tnv onoia npoopifovral aA\G TiBevTal EEWNPAYHATIKEG ANAITAOEIC
Mou HOvo OTOX0 £XOuv va euvonBolv Ta NPoidVTA Twv eraipiwv Covidien kai Johnson & Johnson
nou epnopevovral oty EAAGSa of eTaipiec «<ANASTASIOS MAYPOIENHS IATPOTEXNOAOTITKA
EIAH ANONYMH ETAIPEIA» kai «JOHNSON & JOHNSON EAAAZ ANQNYMOZ EMMOPIKH KAI
BIOMHXANIKH ETAIPEIA» kai va TeBolv eKTOC diaywviopol Ta npoidvTa Tou oikou
INTROMEDIX, Ta onoia eiodyel kai epnopeleral otnv EAAGda n eraipia pag, alAd kai OAwv Twv
unoAoinwv eTaipikv nou SiaBérTouv napdpoia €idn otnv EAAnvikn ayopa.

Eneidq n nepiypagn Tov edmv un’ a/a 1, 2 kai 3 ™G Kartnyopiag A’ Tou Mépoug B’ Tng
npooBaropevng AlakrpuEng éxer SiaTunwlel kaTa TPONO nou va npoaodiopilovral kar’ enipaan
Tpia UNOTIBEUEVA BIAPOPETIKG €idN eV OTnNV NpaypaTikoTnTa npokeTal yia To idio gidog, woTe
aTnV NEPIypapn Twv npoidvrwv un’ a/a 1 va avranokpivovral puovo Ta npoidvra Tou oikou
COVIDIEN nou epnopeletar otnv  EAAGSa n eraipia «ANAZTAZIOE MAYPOrENHE
IATPOTEXNOAOTIKA EIAH ANQNYMH ETAIPEIA» kai oTnNV NEPIYpagpn Twv npoidvtwv un’ a/a 2
va avranokpivovral pévo Ta npoidvra Tou oikou JOHNSON & JOHNSON nou €loayel Kal
eUnopeleral atnv EMAda n eraipia «JOHNSON & JOHNSON EAAAS ANQNYMOZ EMMOPIKH KAI
BIOMHXANIKH ETAIPEIA» kai va anokAsiovrar Ta XEIPoUpyIka epyaleia OAwV Twv undAoinwy
KATAOKEUAOTIKWV Oikwv, WeTaEl Twv onoiwv kai Ta EPYaAgia TOu naykoouiou QAUNC oikou

INTROMEDIX, Ta onoia eicayel kai SiabéTer n eraipia Hag otnv EAAGSa, napoho nou oudeic
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ENIOTNHOVIKOG, NPaKTIKOG 1} GAAog Adyog upioTaTal yia Tov napanave diaxwpiopd ouTe SideTal
onoiadnnoTe oxeTikn €EAynon anod Tnv npooBalAdpevn AlakripuEn.

Eneidn n nepiypapn Twv eid@v un’ a/a 4a, 4B, 4y, 45, 5a, 5B, S5y, 6a, 6B, kai 7a kai 7B éxel
diaTunwei kaTa TpPoNo nou va npoadiopifovTal Téooepa Kat’ enipacn SIAPOPETIKA €idN VA OTNV
npaypaTikoTnTa NPOKeITal yia To idio €i60G, NPOKEILEVOU OTAV NEPIYPAPH TwV NPoidvTwy un’ a/a
4a, 4B, 4y ka1 45 va avranokpivovTal pévo Ta npoiovra Tou oikou COVIDIEN mou €iodyel Kai
gunopeveTal otnv EAAGSa n etaipia «<ANAZTAZIOZ MAYPOIENHSE IATPOTEXNOAOIIKA EIAH
ANQNYMH ETAIPEIA», aTnv neplypa@r Twv npoiovtwy un’ a/a 5a, 58 kai 5y va avranokpivovral
HOvo Ta npoidvta Tou oikou JOHNSON & JOHNSON nou eiodyel kai epnopeteral oty EAAGSA N
eTaipia «JOHNSON & JOHNSON EAAAZ ANQNYMOZX EMMOPIKH KAI BIOMHXANIKH ETAIPEIA»,
oTnV NEPIYpapn Twv npoiovTwv un’ a/a 6a kai 6B va avranokpivovral HOVO Ta NpoidvTa Tou
oikou JOHNSON & JOHNSON rou €iodyer kai epnopeVeTal atnv EAAGSa n eTaipia «JOHNSON &
JOHNSON EAAAZ ANQNYMOZ EMIMOPIKH KAI BIOMHXANIKH ETAIPEIA», kalI va anokAeiovTal Ta
OUPPANTIKA XEIPOUPYIKA epyaleia OAwV Twv UNOGAOINWY KATAOKEUAOTIKGV OIKWV, WETAEU TwV
0noiwv Kai Ta epyaleia Tou Naykoouiou GAUNG oikou INTROMEDIX, Ta onoia gl0ayel kai OIaBETEl
n €raipia pag otnv EAAG3a, napoAo nou Oudei ENIOTNHOVIKOG, MPAKTIKOG f GAAOC AOYOC
upioTaTal yia Tov napanave dlaxwpioud ouTe BideTal ONOIAdANOTE OXETIKA €EAynon and Tnv
npooBalAopevn Aiaknpugn.

En&idn n nepiypapn Twv a8V un’ a/a 4g, 58, 6y kal 7y £xel opoiwg SiaTunwBel Katd TPONO nou
va npoadiopifovral TEooEpa Kat’ enipaon SIAPOPETIKA €idn Evd OTNV NPAyuaTIKOTNTA NPOKEITA
yia To idlo €id0g, NPOKEINEVOU OTAV NEPIYPAPR TwV NPoiovTwv un’ a/a 4 va avranokpivovTai
HOvo Ta npoiévra Tou oikou COVIDIEN rnou eicdyel kai eunopeveTal otnv EAAGSa n €raipia
«ANAZTAZIOS MAYPOTENHZ IATPOTEXNOAOFIKA EIAH ANQNYMH ETAIPEIA», 0Tnv neplypad
TV npoidvTwv un’ a/a 55 va avranokpivovral Povo Ta npoiovra Tou oikou JOHNSON &
JOHNSON nou eiodyel kai epnopetetal otnv EANGSa n eTaipia «JOHNSON & JOHNSON EAAAS
ANQNYMOZ EMMNOPIKH KAI BIOMHXANIKH ETAIPEIA», 0Tnv nepIypagr Twv npoidvTwv un’ a/a
6y va avranokpivovralr povo Ta npoiovra Tou oikou JOHNSON & JOHNSON nou £l0ayel Kal
eunopeleTal otnv EAAGSa n eraipia «JOHNSON & JOHNSON EAAAS ANQNYMOS EMMOPIKH KAI
BIOMHXANIKH ETAIPEIA», kai va anokAeiovral oI avTaMGKTIKEG KAOOETEC yia OUPPANTIKA
gpyaAeia OAwV TwWV UMOAOINWY KATAGKEUATTIKM®Y OIKWY, peTa&l Twv onoiwv kal Ta epyaAeia Tou

naykoopiou pripng oikou INTROMEDIX, Ta onoia eioayer kai SiaBéTel n eTaipia pac otnv EAGdaq,
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NapoAo nou oudeig ENITNUOVIKAC, NpakTIkoG 1 dMog Adyog ugioTatal yia Tov napanavw
Slaxwpiopo oUTe SideTal onoiadANoTe OXETIKN e€fynon and Tnv npooBaMdpevn Aiakripuén.

Eneidn n nepiypagn Twv eidev un’ a/a 1iaq, 11B kai 11y, 12q, 12B ka1 12y, 13a kai 138 kai 14
EXEl OMOIWG dlaTUNWBE! KaTa TPOMo nou va npoadiopilovTal TEOOEPa Kar’ enipaon d1aQopETIKa
€idn eve otnv NpaypaTikoTTa NPOKerTal yia To idio €idog, npokeiuévou oTnv nepiypagn Twv
npoidvTwy un’ a/a 11a, 118 kai 11y va avTanokpivovral JOvo Ta npoiovra Tou oikou COVIDIEN
nou eoayel kai epnopeleTal otnv  EAAGSQ N eraipia «ANAZTAZIOEZ MAYPOIENHS
IATPOTEXNOAOTIKA EIAH ANQNYMH ET, AIPEIA», oTnv nepiypagr Twv npoiovrwv un’ a/a 12q,
128 kar 12y va avranokpivovTal povo Ta npoidvra Tou oikou JOHNSON & JOHNSON nou eiodaye:
Kai epnopeveTal otnv EAAGda n etaipia «JOHNSON & JOHNSON EAAAS ANQNYMOZ EMMNOPIKH
KAI BIOMHXANIKH ETAIPEIA», OTNV MEPIypapn Twv npoidvrwv un’ a/a 13a kai 138 va
avTanokpivovTal Hévo Ta npoidvra Tou oikou JOHNSON & JOHNSON nou €10ayel kai epnopeleTal
ornv EMada n eraipia «JOHNSON & JOHNSON EAAAZ  ANQNYMOZ EMMOPIKH KAI
BIOMHXANIKH ETAIPEIA», kai va anokAgiovral o XEIPOUPYIKOi  KOMTOPPANTEG OAWV TV
UNOAOINWY KATAOKEUAATIKMV OiKWY, HETAEU Twv onoiwv kai Ta epyaAeia Tou NAaykoopiou QAUNG
oikou INTROMEDIX, Ta onoia gloayel kal 51aBéTel ) eTaipia Hag otnv EAAGSa, napdAo nou oudeic
ENIOTNHOVIKAG, NPAKTIKOG 1) GAAoG Adyoc ugioTaral yla Tov napanavw diaxwpiopd oUTe SideTal
oroIadnnoTe OxeTIKr EAynon and Tnv npooBaMdpevn Aiaknpugn.

Eneidf n nepiypagn Tev eidmv un’ a/a 113, 125, 12e kar 120T, 138 kai 14a EXEl Eniong
SlaTunweei kata TpoMo nou va npoadiopilovTal TEOOEPA KaT’ enipacn dlapopeTika €idn evw oTnv
nNpaypamikoTTa NpoKeiTal yia To idio €idoc, MPOKEILEVOU va guvonBoulv KaTta Tov avwTEPW TPONO
Ta NPoiovTa Twv eTapiv «ANASTASIOS MAYPOTENHS IATPOTEXNOAOIIKA EIAH ANQNYMH
ETAIPEIA» kai «JOHNSON & JOHNSON EAAAS ANQNYMOZ EMMOPIKH KAI BIOMHXANIKH
ETAIPEIA» avTioToixwc.

En&idq n anaitnon yia opBoydvia diatoun Twv aykTipwv nou InTolvral YIQ TOUG KUKAIKOUC
avacTopwTNPEG Tou a/a 1 Tng Katnyopiac A’ Tou MEpoug B’ Tng Aiakripugng Sev eEunnpeTei kapia
ENIOTNHOVIKA 1 TEXVIKN OKOMUOTNTA aM\G £xel TeBe HE anokAEIOTIKG OKOMO Va «PWTOYPAPIoED
ANoKAEIOTIKWG Ta NPoidvTa Tou oikou Covidien Ta onoia gpnopeveTal otnv EAAGSa n eTaipia
«ANAZTAZIOZ MAYPOTENHZ IATPOTEXNOAOTIKA EIAH ANQNYMH ETAIPEIA» kal va anokAgioel
Ta Npoiovra 6Awv Twv aAwv KATAOKEUAOTWY, WETAEU TwV onoiwv kai Ta Mpoidvra Tou oikou
«INTROMEDIX» nou eiodyei kar epnopeleral atnv EAAGSa n €Taipia pac.
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Eneidn o1 npoava@epopeveg diata&eig TG mpooBaMopevng AlakApuEng npooBAAoUV TIC
diatageig Twv apbpwv 53 Tou MA 60/2007, GpBpou 23 Tng OBnyiac 2004/18/EK, 3 Tou MA
118/2007, 4 tng Odnyiag 93/42/EOK kai 4 Tng KYA AY83/I.M.oik.130648/2009.

Eneidn pe Tnv npooBaMopevn AiaknpuEn PAAGNTeETal To BnuOCIO CUUPEPOV, aAPOU BEV
dnuioupyoUvTal GUVBNKEG UYIOUG avTaywvioHoU aAAG HovonwAIGKr KaTaoTaon nou 6a Exel
BEBalo anoTtéeapa Tnv npopnBeia Twv {nToUKevwy un’ a/a 1, 2, 4, 5, 6, 11, 12 kai 13 b0V ™G
Katnyopiag A" Tou Mépoug B’ Tng Aiaknpugng avTi Tipfipatog uwnAdTepou and autd nou Ba
HNOPOUOE va eMITEUXBEI UNO CUVONKEG avTaywviopou.

Eneidry n napoloa npoo@uyn pag eivai vouipn, Baoiun kai aAndrg, aokeitar 3¢ apuodiwg Kai
EUNPOBETUWC,

A TOYZ AOIFOYZ AYTOYZ
Kal yia 000ug AAouG Ba NPooBECOUE VOUINWG Kal e TN pNTH ENIPUAGEN KABE SIKAIOUATOC HAC
ZHTOYME

L. Na yivel dexTr) 0To 0UVOAG TNG N Napoloa NPOoPUYR HAC.

2. Na e&apavioTei, GAMwg TpononoinBei, n NPooBaMbueVn AiaKRPUEN TOUAAXIOTOV WC NPOC
TIG TEXVIKEG Npodiaypapeg Twv eiddv un’ a/a 1, 2, 3, 4, 5, 6, 7, 11, 12, 13 kai 14 Tng Katnyopiac
A" Tou Mépoug B’ autng kal va enavanpoknpuxBei o Slaywviouog yia Ta ev Adyw €idn, apou
NPONYOUHEVWG:

0) AgaipeBei n un’ apib. 2 npodiaypapn Twv ev Adyw €180V KATa To PEPOG QUTAC NOU aNaITE
yia Ta &v Adyw €idn va ouvodelovtal and TouhdxioTov dUo KAIVIKEG HEAETEG and avayvwpiopéva
KEvTpa dnpoaieupéva (sic) oe EykpiTa nepIodIKa.

(n) EvonoinBolv Ta un’ apiB. 1, 2 kai 3 &idn woTe va npoadiopilovTal e KoIVA MEPIYPAgr Kal
va anogelyeral kaBe npoonabeia ouyxUOEWS Kal SNUIUPYIAg TNG EVTUNMOEWS OTI NPOKEITAl YIa
lapopeTIKG €idn, dla Tou KABOPIOUOU TwV EAAXIOTWV AVayKAIWV XApaKTAPIOTIKOV TV UANKOV
nou anaitolvrai, MPOKEIMEVOU auTd va npPoodIOopIoTOUV QVTIKEIUEVIKA WE TPOMO Mou va
avTanokpiveral aTn xpAon yia Tnv onoia npoopifovTal kai Tne dIaTUNWOEWG TNG NEPIYPAPNG TOUG
€701 WOTe va eEao@ahileral n peyaAiTepn Suvarr eupUTNTA GUULETOXAC OTOV BIaYWVIoHO Kal va

Hn dnuioupyouvTal adikaioAdynTa eunodia OTov avTaywviopd Kai, yia Toug iBIouc Adyouc,
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apaipeBei n anaitnon yia opBoymvia diaTopn Twv aykTpwv nou ZnTolvTal yia TOUG KUKAIKOUG
avaoToUWTAPEG TwvV un’ apiB. 1 edv. EvdeikTikwe, npoTeivoupe TRV akoAoudn opén eviaia
NEPIYPaPn: «KupTtog KUKAIKOG avVaoTouWTAPAg Pe KAING TiITaviou yia AVOIXTEG Kal AANAPOOKONIKEG
eneppaoeic, diapérpou 21, 25, 28, 29, 31 kai 33mm +/-10%».

() EvonoinBouv Ta un’ apiB. 4a, 4B, 4y, 45, 5qa, 5B, 5y, 6a, 6B, kal 7a ka 7B €idn, woTe va
npoadiopilovral pe Kov eviaia NEPIYPapn kai va anopelyeral kabe nNpoonadeia OUYXUOEWG Kal
dnuioupyiag TNG evrunwoewe OTI npdkeTal yia JiapopeTika €idn, dia Tou KkaBopiopoy Twv
ENAXIOTWV avaykaiov XapakTnpioTIKOV Tov UNKGV nou anaitolvTal, NPOKEINEVOU auTd va
NPOCBIOPITOUV QVTIKEIEVIKA WE TPOMO Mou va QVTanoKpiveral oTn xpAon yia Tv onoia
npoopifovral kai TnG SIATUNGOEWC TNG NEPIYPAPNG TOUC £TO1 WOTE va ekaopaliletal n
HeyaAuTtepn Suvatr euplTnTa OUUUETOXNG OToV Jdiaywvioud kai va KN dnuioupyolvTal
adikaioAdynTa eunddia oToV avraywviouo. EvdeikTikwg, npoTeivoupe TV akdAoudn opbr eviaia
NEPIYPapn: «epyaleia ubeiag ouppagnc IoTaY, enavagopTi{Opeva yia GAoUG Toug TUNOUC 10TV
o€ 81apopa PeyEdn».

(v)  EvonoinBolv ta un’ apib. 4e, 53, 6y kai 7y €idn, woTe va npoadiopilovrar pe Koivn eviaia
NEPIYPapn kai va ano@elyetal kaBe npoondadeia OUYXUOEWG Kal Snuioupyiag Tne EVTUNWOEWG OTI
NPOKeITal yia SIaQOpPETIKA €idn, dia Tou kaBopiopol Twv eAdKIoTWY avaykainy XAPaKTNPIOTIKOV
TWV UAIKQV MOU anairouvTal, NpoKeIuévou autd va NPoadIOPIOTOUV AVTIKEIMEVIKA WE TPOMO Mo
va avranokpiveral oTn xprion yia Tnv onoia npoopilovTal kai TG SIATUNMOEWC TNG NEPIYPAPNG
TOUG £T01 WOTe va eEaopaliletal n peyaAiTepn duvatn euplTtnTa CUPPETOXAC OTOV dlaywviopo
Kal va un dnuioupyouvTal adikaioAdynTa eunodia oTov avTaywviopo. EVSEIKTIKWG, NpoTeivoupe
TNV akoAoubn op6n evigia nepiypagn: «aVTAAAGKTIKEG KaOETEG pe KAING TITaviou yia Ta
napanavw epyaieia».

(v) EvonoinBouv Ta un’ apiB. 11q, 11 kai 11y, 12a, 128 ka1 12y, 13a ka1 13 kai 14 €idn,
WOTE va npoadiopifovral Pe Koiviy eviaia nNepiypagn kai va anogelyeral kaBe npoondbeia
OUYXUOEWG kal dnuioupyiac Tne EVTUNWOEWG OTI MPOKEITal yia SIaPOpPETIKA €idn, 8ia Tou
kaBopiopoU Twv eAAXIOTWV  avaykaiwy XAPaKTNPIOTIKOV  TwV UNKAV nou  anarrouvral,
MPOKEILEVOU auUTA va NpoadiopioTolv QVTIKEIPEVIKA E TPOMO Nou va avTanokpiveral aTn xprion
y!a Tnv onoia npoopilovral Kai NG SIATUNMOEWC TNG NEPIYPAPNG Toug £TOl WOTE va
€8ao@ahiGeTal n peyaAUTepn Suvath EUPUTNTA GUMHETOXAG OTOV dlaywviopd kar va un
dnuioupyolvTal adikaioAdynTa eunddia oTov QVTaywviopo.  EVOEIKTIKWG NpOTEivOupe TV

akoAoudn opbr} evidia nepiypan: «epyaAeia  euBeiaq ouppa®nc - BiaTOPAC  I0TMV
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ENaVaQopTICOpEVa, apPINAeUpnG NUPOdOTHONG yla OAoug Toug TUMOUG 10TV Ot diapopa
HEYEDN».

(v)  EvonoinBolv Ta un’ apiB. 113, 125, 12e kar 1207, 13B kai 14a €dn, woTe va
npoadiopifovTal e KOIVA gviaia NEPIypagn kai va ano@eUyeTal kaBe Npoonabela ouyKUOEWC Kal
Onuioupyiag TNG EVTUNMOEWG OTI NPOKeTal yia diagopeTika €idn, ia Tou kabopiopol Twv
EAGXIOTWV avayKaiov XapakTnpioTIKOV Twv UAKGY mou anaiTolVTal, MPOKEINEVOU aUTA va
NPOOdIOPIOTOUV QVTIKEIUEVIKA LE TPOMO Nou va avranokpiveral OTn XPNon yia Tnv onoia
npoopifovral kai TG OIaTUNWOEWG TNG MEPIYPAPAC TOouG £T01 WOTe va eEaopalileral n
HeyaAUTepn duvarh euplTnTa OUMHETOXNG OTOV dlaywvioud Kai va Mn  dnuioupyolvTal
adikaioAdynTa unodia aTov avTaywviopo. EVOeIKTIKWG, npoTeivoupe TV akéAoudn opdr eviaia
NEPIYPAPN: «avTaANaKTIKEG KAOETEC PE KAING TITaviou Yia Ta napanavw epyaheia.

HpakAeio ATTikng, 2.4.2013
Ma Tnv CANA A.E. ®appakeuTika epyacTripia
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