ApiBuodc amropaonc: 1048/2018

H
APXH EZETAZHE NPOAIKAZTIKON MPOZDYMQN (A.E.M.N.)
60 KAIMAKIO

ZuviABe ot £8pa g oTic 13 NoepBpiou 2018 pe v £éfic olvBean:
Mapyapita  KavdBa, Mpoéedpoc, Eiprivn  Awokdpdou-Eionyfitpia  Kal
AtroaTohog Ziamépac MeAn.

Ma va e€eTdoel v améd 8.10.2018 MpodikaoTikh Npooguyr pe Meviko
ApiBpd  Kardadeong (FAK) Apxri Eféraonc TMpodikaoTikow ﬂpocrrpww
(AENIT) 1026/8.10.2018 tou okovopikoU gopéa HE TNV emwvupia

i» Kall Tov
OIOKpITKG TiTAD T » (EQEENG TTpooPelyouca), Tou edpelisl oTo
) o ) . OTTWg
ERTTRPOCWITEITAI YOI,
Kard  tou
(e@efnc avabeTouoa

apxfy), OFWG EKTIPOCWTTETAN VORIHIA Kal
Tng mapepPaivouoas £TaIPEINS PE TNV ETRWVURIC <. . ... .. I
b KOl TOV DIKpITIKG
Titho =~ | (epegnc TrapspBaivouca), e £8pa e e
JG VORIPT EKTTpOCWTTE TON.

Me mv rpodixaoTiki Tpoouyr} oTnv ool owpeusE Kal aitnpa Afyne
TPOOWPIVWY  PETPWY, N Trpoogelyouca aiTeital v okupwlei 1 dhwg
TpomoTroinBel N amépacn S 21 mpdéng -Zuvedpioong ¢ 25.9.2018 Tou
AroiknmikoU ZupBouliou ¢ avabérouaag apxfig (Géua 270) katd to pépoc
ToU eyKplBnke n afioAdynon twv SikaloAoynTikv CUMHETOXAC-TEXVIKLIV
TPOCHPOPWY Trig TTapeuBaivoucag yia Ta €idn A2.1 kal B.2.1, koBuic kol kdBe
guUVaPn TTPOYEVEDTEPN METAYEVEDTEPN TRAEN 1 TopdAsiyn g avaBiTouoog
apxs.

Me v Trapéupacr) TNG N TapepBaivouca EMIBILIKE! TNV amoppiyn n
W¢ dvw TPOCPUYNG Kot T BlaTrpnan Tou KUPOUS TNG TTpooBarhdpuevnc.
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H oulfinon dpxioe ool drouae Tnv EionyiTpia Eiprivn Ayokapdou
Aol PeAETNOE TA OXETIKG EyYpoga

ZKEQTNKE KaTA Tov NGpo

1.Emeidf yio TNV 4oknon tng KPIvOPEVNG TIPOTQUYNG £XEI KaTaRANBEI
e-rrapdfoho olpguwva pe 1o apBpa 363 Tou N. 4412/2016 ko 5 Tou (1A
39/2017, Owoug 600 cupw (BA. nAektpoviké TopdBoio  pE  KwOIKG

, To omo 5-10-2018 amodeKTiko TPpATmEdIKIG
ouvahhayric g Tpdmelog [Mepais ya Y TANPWHR TOu &V Adyw
mapafdiou, ektimworn, amdé Ty oeAida g Tevikng  Fpappareiog
Ninpogopiakiyy ZuoTnudtwy Tou Ymoupyeiou OIKoVOUIKGWY PE TV €VOEIEn
«deopeupévor). To moad Tou Trapaféiou utohoyidetan pe Baon v
mpouTrohoyioBeioa Doamdvn Twy edwy pe AA A2 kol B.2.1T Mepppavn
mohuoouh@dvng Tutrou polynephron, yid Tr vOONAEUTIKE Lovada Aypiviou,
ol ouvohikd 32.811,60 cupw dveu GIA, kaBlg n uTTd Kpion TTPOBIKUTTIK]
Tpogguyr] OTREPETAI KaTd TNE TPOCQopdg TnG Tapepfaivoucag wg Tpog
auTd Ta £16n aToV ETINAX0 DISYWVITUO.

2. Emeidi pe v e apiBud 4124/2018 Aiaxknpuin n avaberouod apyi
TIpoKApUEs Bnpéoio avolkrd dlaywviopo yio Ty MpounBeia  «Alatdagelg
Negpikic Ymoampiénc», mpoltmohoyiopou 557.379,00 eupw xwpic ®HA,
CUPTTEpIAGUBOVOpEVOU Tou BIKQIDPATOG TUXOV GOKNONG ETHTIAG TTOPATAOTS,
PE KPITARIO avdBeons Tnv TAEOV CQUUPEPOUCT OO OIKOVOMIKA ammoyn
Trpoopopd Baoe TIUAC.

3. Ewaidr] mepihnyn e wg dvw Siakhpuing ameaTaAn HE NAEKTPOVIKA
uéoa yia dnuoolevon omg 13-03-2018 omv  Yrnpegia Ekdooewv g
Fupwaikig Evwong, To TANPEG Kelpevo g SIokNpugng karaxwpBnke ato
Kevipiké Mnrpwo Anpooiwy ZupBdoewv (KHMAH.Z) ong 13-03-2018
{(AAAM, VA ~ KaBwe ko oty dladikruakry TTOAN  Tou
F.7.H.AH.Z, dmrou éhaBe atfovia apiBpud EZHAHZ AA .

4 ETreidh o Siaywviopoic TIoU TIPOKIPUEE I} avaBiTouoa apxr) wg eK Tou
avTIKeIpévoU Tou, Tng TpoiiToioyloBeioag afiag Tng oupBaang kal Tou Xpovou
exkivnang 1ng diadikaoiag, eptrinel ato medio epappoyiig Tou BiAlou IV Tou
v. 441212016, CUNPWVG HE To GpB. 345 Tou v. 4412/2016.
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5.Emedi n umd eféraon TPodIKAATIKG TTpoo@uUyr: a) ExEl aoknBel
euTpOBeopa kaBdoov katatiBnke arig 8-10-2018 oTov NAEKTPOVIKG TOTIO TOU
Biaywvigpoy, AapPavopévou utr oy 6T n TTpooBalAdpevn amoeaoT)
KOIVOTTOINENKE GTOUC TTROCQEPOVTEG MEOW TG ETKOIVWYiag» Tou EZHAHZ
oTic 28.09.2018, B) aokABnKe WE TN Xprion ToU TUTTOTTOIMUEVOU EVTUTIOU TOU
Mapaptipatog | Tou MA 39/2017 ka y) kovotromiBnke oty AEMN amo my
TTpoo@elyouca auBnuepdy PE PAVUPO nAekTpovikoU Tayudpopeiou, gUppuva
pe o opifdpeva otnv Tap. 1 Tou dpBpou 361 kan Tig Trap. 1 ko 2 Tou dpBpou
362 tou N. 4412/2016 kai v Trap. 1 €58, a) Tou dpBpou 4, kai TV TAp. 2 TOU
ape. 8 tou MNA 358/2017.

6.E1e18 n MpooPelyouoa, WE TTROCHPEPOUCH TNG OTTOIIG N TTPOTPoPd
KpiBnke omodekT), BepeMvel  £VWOU0  CUMPEPOY Yo Ty doknon
TPOBIKACTIKAG TROoQUYHC Katd Tne eTipaxns amdpaong, we TTPOG To PEPOG
TOU aopd atn vouipn amodoyr ¢ TRPoo@opds CUVUTIOWNPIG ETAIPEING Ka
/o TapepBaivoucac kol v TPOKEIPEVW aTn {npia TG ame Tuxov Tapdvoun
CUMPETOX) TpiTOUu OTOV SIOYWVIOHO Kal OTO EMIBIWKOMEVO OPEAOS AT TRV
amdéppipn TNg Tpoowopd¢ tou (BA. EA ITE 1216/2006, wpBA EA Itk
512/2002, 517/2001), emdLKoVTAS EVAGYWE VO TNG aVaTEDE] 1 GUYKEKPIPEVT)
oUpBaon. Tepaitépuw, 1 TPOCEEUYOUTH — OTTAPABEKTWS — GUTETar—ThV
TpoTtroToinon ¢ TPocBulhopevng kaBooov 1o ev AOyw aiTnua eKQEUVE TS
appodiotnrac g AEMM pe Baon 1o eidikdrepa opilldpeva otov N. 44122016
ko aro NA 39/2017. Eidikotepa orny_tap. 2 Tou GpBpou 367 tou N
44122016 pe Titho «diadikacia ABWNG amo@aons CUVETEIES amopdTetv
AElM» mpoPhémetan pnrwg 10 E§NG: «2. Emi amodoxns mpoopuyne Kard
MRGENC aRUPLIVETA OAIKWIC 11 LEpIKWES N TTpoofaiAopevn mpGén, evw emi
arrodoxic TPOTQUYIC Kard TapdAenwne, aKupwverar 1 mapdAeiyn Kai n
UTTOGEOn avaTTEUTTETl amy avaBétouda doxnt yio va mpofel aurn omv
OQEIADYIEVIT EVEQYEITS .

7.Emeidn ong 8-10-2018 n avabirouca apyn TPoEPn gL kolvoTtoinan
NG uUTrd £E£TQON TPOCPUYNS TTROS GAOUGC TOUS OUNMETEXOVTES, 1TOI OF KGBe
EVDICPEPOPEVD TRITO O1d PECW TNG «ETIKOVWVIGCY TOU NAEKTpOVIKOU TOTIOU
TOU SIgywviguol, cupuva JE 1o dpBpo 89 map. 1 a rou NA 39/2017.

8.Emeidf pe v pe ap. 1347/2018 [pdgn e Mpoédpou tou 6%
KAlpakiou, opicBnke Eionynmic ko nuepounvia oulftnong kol xAfBnke n
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avaBetouga apyr] va umoBdhel Tig amoyelg g £m TG uméd efétaon
TPOCPUYNRG avTioToXa.

9.Emeid] n avabirouca apyx améoTtEide ong 17-10-2018, nrol
ENTTPOBECHWG, TUNGUIVA pE TIC BiaTdEeic T TTep. B e map. 1 Tou dpdpou
365 Tou N. 4412/2018 pe To un’ apiBy. Tpwr. 15341/17-10-2018 EYYPUQO TIg
amowelg ¢ oy AEMN Sia péow e CETIKOIVWVIAG) TOU NAEKTPOVIKOU
TOTTOU Tou Blaywviopol Tl g uTré e€éTaon TMPODIKATTIKIG TTPOTPUYNC.

10. Emedn duvdper Tou evowparwpévou ammy uté £££T0ON TTPOTQUYT)
arrrpartog wepl Tapoxrc TPOTWPIVIG EvvoUng TTpooTaciac Bdasl Tou apBpou
346 tou N. 4412/2016, exBobnke n pe apiBud A461/2018 amodpaon ™™g AENM,
N omoio AmEPPIYE TO QTN AVOCTOARS — TIPOCLIPIVEIV METPWY  TRC
TPOCPEUYOUTAS, '

11. Emeidn n mapepPaivouca KatéBede ENTTPOBETUWS TTO BIGBIKTUAKS
160 TOU IOYWVIGHOU TNV amod 17-10-2018 pe ap. AEMMN MAP. 609/2018
apEpBoon doBeviog 6m £AaBe yvior ang 8-10-2018 e uTo eLETCON
TPOBIKACTIKAS TPOTPUYG, CULPUVT WE TIC BIATGEEIC ¢ wap. 3 rou apBpou
362 Tou v. 4412/2016, n ool pe TROPAVES EVVOLO CUPPEPOV CITEITa ™
Siarfipnarn 10X00¢ TG EMiMAXNG ATTGPACNS UE TRY OTTOICt KOl KPIBNKE ATOSEKTN
N mpooYopd TNS.

12. ETeidl], O OUVEXEID TWV QVWTEPLY, n umo eéétaon mpoopuyn
voplpwe elodyeral evitriov Tou 6% Khipakiou e AENM cUpguva pe Tic
OrarGEeIg Twv dpBpwy 348 kai 360 Tou v, 4412/2016 ko Tou dpBpou 3 Tou
MN.Afrog 39/2017.

13. Emeidn omy enipayn dioywviatik Siadikaoia we TpoKUTiel aTré
Ta oroieia Tou  @okéhou, €AcBav  pEPOG EVTEKD  OIKOVOMIKOI Popeig
oupTepiAGUBavopévioy  TNG TTPOCQPEUYOUTAS Kol TG TrapepBaivouoag ol
OTToIEG KaTEBETaV TIg UTT aptBy. 94659 kai 94771 avrioToixa.

14. Emeidn pe v wpooBahhdpevn améeaon sykpiBnke To oo 27-06-
2018 TpaKTIKG BIKAIOAOYNTIKWV CUUPETOXAS KAl TEXVIKAG TTPOCQPOPAC TNC
EmitpoTmig Agiohdynong Aiaywvicpod oto gUvoAd Tou kai, eiBIKOTEPY, Eyivay
aTmOOEKTES, METAEU AAAWv, OI TTPOOWOPES TG TPOCYEUYOUCUS KOl TNC
TapepBaivougag yia TNy katnyopia AZ.1. pepBpdvn MoAucouhgdving TiTrou
Polynephron pe emg@dveia pepBpdvng 1.8-2.2 m2 ta mpoidvia pe Kwdikd
eidoug ELI-19H ELI-21H pe emgaveia pepfpdving 1,9 -2,1 kot KOA 1717-1976
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Kal yio Ty katnyopia B.2.1 1a mpoidvra ye kwdikd eidoug ELI-19M ELI-21M
pe emgavea pepPpavng 1,9 -2,1 ko KOA 1252-1450.

15.Emeidry n wpoogelyouada 1oXupieTal £i8IkOTERT OTNYV TTROCQUYT TNG
OTI: «3. ZNUERUVETaY OTF OTIS WS AV KATYORIES Ex&r uTTOBdAEl TTPOCQOPG Kal 1]
cralpela pac pe 1a eiitpa ELISIO 19H KAT 21H kay ELISIO 19M kot 21M mrou
pEpouv ueuppdves Polynephron Exouy Tig IB1EC wg dvw empaveisc pepBodvng
kot guvieAsatée KOA kan karookeuddoviar omv lamwvia amd vy eTaipeia
MIPRO mv omola kar avimpodwmeboupe ormv EAAGSa. Adyw ¢ opoidmrag
sAéyéaps v mpoopopd m¢ GrmoTnwoaps on Sareiveral 6T mpooeépet
emfong @idipa Elisio mq eraipefac Nipro mAnv dpwe amé tov EAgyyo Twy
meoakoptaQivrog amd v Apnn SIKAIOAOYNTIKWY TTROEKUIWAY TA EERAC ©

3.1 Ta karare@évia amd v Aprin wo «TEXVIKG uAAadia» (XETIKA 2
KA 3 ) Oev efval Tar emioniia TEXVIKG QUAAGOID THC KATAOKEUGOTOING ETaipEiad
Mipro, orrwe amaiteital oo rov opo 2.2.7 mep 8 geAd 20 ko 3.8 oA 56 mic
dlaknpuine. To emlonuo texvikd uAAGdIo e Nipro yia ta v Adyw @idipa
efvar quro TIou Exel UTTOPRGAALL 1 ETaIpEla LaC OF ETIaNUN HETRPPATT) EK TOU
ITRWTOTUITOU amrd ro urroupyelo efwrepikiov (IXETIKO 4).

3.2 O mpodiaypa@éc kKo Ta aToixEla rwv «@uidadiwve The Aphtng dev
TOUTICOVTON 1€ QUTA TOU ETTianuou Texvikol @uAAadiou The Kataakeudarpiag
eraipeiag . EVOaKTIKG avapépouus On Kard 1o ermionuo 1exviké @uAAadio mc
NIFPRO oroefa amodéoswg kaBapong: (mi/min) yia 1o @iArpo ELISIOTM-19H
yia puBuog pong aiparo¢ Qb 300mi/min eivar Oupfa @ 280 kpearvivi:268,
Hwopopouyxa. 251, Birauivi B12: 195, lvooudivn: 127, Muoogaipivn:101 Evi
ol avrioTolya oroxeia amodoong KaBapang aro «puAdadior TS Apimc yia 1o
ELISIO-19H yia puBudg pong aiparoc Qb 300miimin eivai Qupia : 288
Kpeamivivi:273,  Pwogopouxa.258, Brrauivy B12: 200, Ivooudivi:132,
Muoopaipivn: 107, Eiva Aoimév mpogavée on Ta orolyela kdBaponc mou
avapipovial ora QuAAGdia ¢ Apntn dev rautiCovrar e Ta Eionua TEXVIKG
QUAAGDIa TS eTaipelac.

3.3 Aedouévng e avwrispw pn radnongs n amd 12.4.2018 YmeoBuvn
AnAwan Tou Mpoédpou kar AreuBuvovrog ZuuBouAou THe Apnmy (EXETIKO 5)
pe v omoin Befariver On «Ta avaypapopsva oTa uttoBaAdpevae rexvikd
puAGdia (prospectus) Tauti{oviar ug Ta OTOIEIN TWY TEXVIKLV @UAAaSiwY
(prospectus) rou mracrrcsuaar.r_ké& oikous, Eivar arroAUTwWC avakpiBic Kar we
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K TOUTOU 70 Kard rov 6p0 2.4.3.3 mep y oeA 29 m¢ Aiaknpuéne dikaioAoynrko
ouppEroxns  (YmeoBuvn  Sndwon) s Apfirn un  véuwo ylari - ormwe
TTpoavapépaye dev elvar To TexVIKG puAAGdio Tou KATAQOKEUATTH) Omwg {nreitat
arré rov opo 2.2.7 mep 8 aeA 20 m¢ Slakhpuéng, asa sivar éva THCTOTTOITIKO
Karackevaouévo arro mv ibia v Apfim. To O 1a arolsia oy onAwver sivai
OIAPOPETIKG OITS auTd TOU TEYXVIKOU QuAdadiou Tou KAaTaoKeuaary kaeiord mv
uredBuvny dOnAworn rou GoBpou 8 N. 1599/1986 WEUDH),

3.4 EmmpéoBera 1o umofAnGévia amdé mv Aphm Texvikg QuAdddia
pépouv any oW Sy aTOCTIAOUATIKY UETEQPATT Xwpic kapia emkupwon ko
W¢ EK TOUTOU Bev Efvar vopiun perappacn kar dpBpo 92854 N4412/16 ko dev
mAnpoi oure Tov 6po 2.1.4 aeA 10 m¢ Siakipuéng ou mpoBAéme 6n «EiSike
0 aAACSOTI IOKITIKG Eyypa@a UTopoUv va cuvodcloviar amé HeETGppach
Toug oTnyv eAnvikl) YAwooa emkupwpévn efe amré mpdawo apUodIo Kard Tic
Saraders ¢ evikic vopoBeoiac &ite amd mpoéowmo Kard Tov vopo apuodio
NS xwpag omyv omoia eixe auvrayxBei To fyypapo »

Kard mv gdnvik vouoBeaia xar twy Kadixa flepi Ainydpwy, o
reAeuralog umopel va Trpofsi oe perdppacn ardodamol syypdpou xar va
Bepaioer my akpiBeta mg. MAnv Spws ta ev Adyw PuAAGOIar Gev pépouv
oudsUia EmKUPWaN PETEQPAONS amé kavéva olre amméd mv Merappacrixn
ummpeoia Tou Ymoupyeiou E€wrepikuy oUte amd Aiknydpo.

3.5 Zipgwva pe tous dpous 3.1 kar 3.2 mg SakfpuEnc or
OUHUIETEXOVTES OTOV BIAYWVIOLG TPETTE val TIPOOKOMIOUV (TigToTroIKG Om 1
Karaokeudotpla eTaipeia Oia@ETet guomhpara Mraogpahone Moidmrag 1SO
9001 n 1ISO 13485 (MMororoinké ISONZXETIKO 8) kabuc Kai TOTOITOH]TIKG
0Tt 0 KQTAOKEVAOTHC EPPUOdel ouomua diaopdhiong motoTIaC yia larpikd
lpoidvia ouppwva pe mv Odnyia 93/42/EEK mapdpinua 1. ( Moromomixé
CE))(EXETIKO 7) exdiddpsva amd  dibvelc  opyaviguols - owpara
marorroinong. fAny opws ra mpooKopioBévia amé v Aprim IO TOTTOITIKG
dev eivar vopipa yiarl dev gépouv oppayida Apostille e ouvBrikne g Xaync
yia TV ETTKOPWON TG UITOYPAQPIS TOU ETTIKUPWIVOVIAS opyavou. Ta we dvw
fyypapa mpookopiodnkav amé mv Aphm pev pe PeBaiwon  axpiBouc
AVIIYOa@oU EK TOU TIpWIOTUmou amd kabwg kar BeBaiwon  akpiBoug
perappaocws amé mAnpeéovoto Siknydpo mAnv dpwc xwplc v EManNuEiwan
Apostilfe.
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Me mv mapoloa Tpoo@uys] pa¢ OTPEQOUaCTE Kard TG avwTépul
amopacnc ¢ Slolknang pe Ty orrola £Kave OEKTA SIKAIOAOYNTIKG OULETOXTS
KQI TIC TEXVIKEC TTPOTPORES TIC APITN i Ta TTPOOPEROUEV aITO EKEV] PiATpa
Elisio oric kamyopiec A.2 1 ki B.2 1. Kar' apbp 360 N. 4412/2016, k8¢
sVOIRQEEPOUEVOC O OTTOIOC EXEI CUMPEPOV va TOU avaredel 1 OUYKEKPIHEVN
ooufaon f éxe umoorel {npia amd exrsAeory mpdén 1 mapaAsnpn mg
avaBérovoac apxnc voporolElral yia myv Goknon mpodikaoTikig. To &
EVVOLO CUUPEPOV TIPETTE! vl UQIOTATAl CWPEUTIKG TOOO0 KATG TV EKOOTN TNg
mooaBadddusvne mpaénc n m ouviéAean ¢ mpoofarAduevng mapaAenncg,
600 Kard v doknon e meoopuyns aldd kat kard 1 oulnmon mc
nmpogpuynic. H etaipeia pac efvar n vopun kar e€ouatodornuévy aviimpoowmog
me eraipgiae NIPRO  mou karaokeudde 1o emidika @iATpa K £XOUUE
utroBdAAsr mpoo@opd yia TNy TROUNBEIT TwY TEOIOVIWY KOl KATd OUVETTEIA TO
£vvopo ouu@ipoy pac eivar mpogavis

6. (¢ &k ToUTOU TIGPUOEKTG Ko SUTTPOBECUG GOKOUUE TNV Tapouod
TPOGQUYIT ta¢ KaBWe Exouls Evvouo auppépoy mpoofodig g 21ng mpaéng
- guvedpiaonc me 25.9.2018, ro Momnnxd ZuyBothio ¢ Avabérouoag erri
rou Béparoc 27ou pe 10 omoio pn vopiua fyivav amodekTd Ta SIKaIOADYNTIKG
TS Aprn.

7. KaBiorartan mpogavéc amd ta avwtépw 6 1 Apnin, TPoPavuIs tn
Exovrac ameuBeiag ema@nt Kai £ummopikn cuvaAdayn pe Ty KaraokeuaoTon
eraipeia NIPRO karéBeoe jn vopa SikanoAoynrikd orov diaywvigud kaBue
a} ra wpookomloueva arro exeivy Texvikg guAAdGdia (prospectus) dev tivar To
crfonpa rexpvika puAA@dic e eraipelac ) TO TTEQIEXOUEVD  Twv
ITPOTKOCOpEVY artd v Apnmn uAladlwyv dev Tautiovial He 1o OTOIYEIX
TV TEXVIKWY - @uAAadiwv mc etaipsiac. vy} H perdppaan twyv @uAladiwy dev
givar vouipun &) H ummedBuvn dhAwaon mou karéBeae i Aplitn elvar avaxkpiBic kai
W £k ToUTOU arroppirTréd g) 1o Thoromoinnkd (SO dev @épel emikUpwaon
uTToypa@ng  Tou  uroypdpoviog  aurd  oure  Pefaiwon  Apostille  rou
EMKUPOUVTOS THY UITOYpaEh Tou we dvw urroypdoovrod ar) o [horoimonmko
CE &ev @épar emiklpwan UTToypa@ng rou UIToypaeovros qurd oure Befaiwaon
Apostille Tou emMKUPOUVTOC MV UTOYRAPH Tou W v urroypdeovrog. [a
TOUS aveTépw Adyouc un vopuo n mpoofadloycvin amedéxtn ra avwripw

SwqioAoynmkG  cuupeToxnc TS ApnTn Kot Ekave TEXVIKG  QmTOOEKT TV
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TRao@opG mMS yia TiC Kamyopiec A2.1 kai B.2.1 rou Olaywwiguot ko
Eldikorepa yia ra kKarwrépw mpoidvra:

3.1 orov TINAKA 1. ZHTOYMENQN EIAQN MOSOTHTES EIAON
KATHIOPIAZ A2 NM ACPINIOY TNa mv kamyopia A2.1 MepBodvn
rroAugoudpdvng rdmou Polyneprhon cmpaveiag 1.8-2.2 ey 624 aéloAdynos
w¢ Texvikg amodexrs mv Mpoopopd g Apnin pe Kwike Eidouc ELI-19H xou
ELI-27H pe empdvera peuBpdvne eidtpou (m2) 1,9 2.1 kar KoA (mldmin) 1771-
1976

3.2 agrov MINAKA 2. ZHTOYMENQN EIAOQN MOIOTHTEX FIAON
KATHIOPIALY B.2 N.M ArPINIOY ha myv kamyopia B2.1 MeuBpdvn
moAUgoUAQOvRG TUrTou Polyneprhon emdveiac 1.8-2.2 ey 936 aioAdynos
we Texvika amodekty mv mpoagopd me Apnim ue Kwdikd Eidouc ELI-19M
kat ELI-21M pe smpdveia uepBpbvnc @iAtpou (m2) 1,9 2,1 ki KoA (mi/min}
1292-12450

Emadn Ta dikatoAoyntike mou MpooKOWoE 1 sraipela Aphim yia Tic
Kaiyopies A2.1 kar B.2.1 dev mAnpody rouc dpous Bérer n Siakpuén kar 1o
UIOTaUEVD VopIKe TAafglo kard Ta avwrépw, n 8¢ AvaBérouoa apxn pn
VOUILIC Ta EKOIVE W ammodexTd. [.. J».

16. Emeidn) n ova@érouoa apyn pe mig amd 17.10.2018 ATOWEIC TNG
IoXupigeTa QUTOAEEEI ot «
H mpooguyn agopd oro rurpa rou diaywviouod yia T e

1 yia Ta gldn A2.1 kat B2.1. Emaidn 6pwe o mpoogepdpeva @i Toa,
aupgwva pe 1 diakipuén (osA. 46 Tédoc & oeA. 48),-mpéner va auvodetiovrar
kar amo apmPIoPAEBIKES ypappés (yia To eidoc A2.1 90% yia pryaviuara
Fresenius 5008 kai 10% yia pnyavipara Nikkiso kai Gambro kai v To gidog
B2 1 70% vy pnyavipara Fresenius 5008 kar 30% via priyaviiuara Nikkiso
ka1 Gambro) kar” ougiav n mPooeUYS TS eraipiag a@opd Jovo 1o 10%
Kar 30% aviioTona Twy TOoOTHTWY Twv {NToUUEVILY QiAWY yi KaBepia amo
e Tapamdvw Karnyopie @iliowv, kabwe o vépiuoc EKTTRO0WITOC me
OnAwver urreuBove (otnv pe nuspounvia 11-4-2018 umofiAnBeica umetBuvn
OnAwan) 6n «n sraipic pac de Siabétel VRAUPES via unyavipara Fresenius
5008 S,

E¢aMou, o én n mpoogedyouoa eraipeia eivar aVIITROOWITOS aThv
EAdGa tou Karaoksuvaankot Oikou Twv @ATOWY TTOU TPooPEipEl, Oev

B
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onuaivel 61 propel va uroBaAAel Mpoa@opd Hovo aun} Kar Gt amokAEiETar n
urrofoAn Tpoapopwv amd dGAlous mpounBeutéc, Kadwg kAT TETOI0 OUTE aTTO
1 Oraknpuin mpoBALmeral, oUTE Voo Ba nrav.

Emi rwv Adywy mou ava@ipsl Kard ¢  ETaipeiag G
TROOPELVOUCH KAl KATOTTIV ETTAVEALY)OU TWV KATATEGEIOWY TTOOTPOLWY TwY
U0 eraipedv karaAnfape ora mapakdTe CUUTTERGOUaTA:

A) Ta oroixefa kar of Tipéc yia ra @iATpa Elisio 19 H , Elisio 21 H ko Efisio 19
M kar Elisio 21 M mou avaypdgovriai ora Texvikd QuAAddia e etaipeiag
L elvar arpiBuC e pe quTd TOU ava@épEr 1) ETUIREI W TEXVIKG
YUPOAKINDIOTIKG TWV OUYKEKPILEVWY @IATpDWY GTRV TEXVIKR NS TTROTPOPT
(BAéme oe nAekTpovikd @dxeAo TEXNIKH MIPOZ®OPA). Emione ra TexvIKa
@uAAGSIa TG eTaupEiag @aiverar va gival TOARIOTEDNC EKOOONE, sV Td
karare@évra  amd  my Eraipela guumimrovy  ge qurd mou o
Karaokeuaornkoe Ofko¢ Exei oTo mionuo site Tou péxpl Kot oNUERQ.

Apa ra urrofAnBevra amd mv eTaipsia rExviKkg puAkadia eivay
oviwe tou Karagkeuaorikod Oikou Kar 0 VOUIMOS EKTOOOWITOC THE TimoTa
avaAngic dev AWOE.

Ogov agopd m petdppadn Twy TEXVIKWOY QUAAaSiwY EKTOC Tou OT O
opoc 2.4.3.3 map. y) m¢ Siakfpuéne emmpérrer v nAekipovikn vrrooAr Toug
o eAMnvikn 1) GAAn yAdooa xwplc va avaeéper amoAUTwe rimoTe dAAo yia
perappacn rouc (aviBétwe avapéperar aro dpBpo 92 rou v. 4412/2016 mou
CUPPWYVa e THY TTApaY. 4 aurou emIpémerar 1 urroolrn rouc oe GAAR yAwooo
xwplc perdppaon), n eraipeia Eyer uTTof3GAsl ammAn perdppaon dowy
OnUEiIY TWY TEXVIKUY QUAAaSIWY peTappadovial (exTO¢ SNAGOH TWV TTIVAKWY
LE Tig apiBunTiKéS Tipéc).

B) Ta morormomnikd (SO kar CE rou Karaokevaarikot Ofkou mou Eyer
KoaraBéoer n craipeia Gev efvar aAdodarrd Snudoix Eyypapa, aAAd
aAdodamd 1IGHwnKG Eyypopo Kai apa Oev xpeiGleral va Exouv o@payida
apostille,

lMa roug mapamdvw ASYous n Tpoapuys e Eraipiae.— TEETE val
amoppipBel, evw of k&g meplmwon n mEpaiTépw  kaBuotépnon T
SlaywwvioTiKiG  Sladikaaiad  (ASyw Kot TG GOKNONG  TRODMUYWY Kl

aopaMoTiKiy LETPWY Kai Kard ¢ OiaknNpuéne mou amoppigBnkay v TéAel)
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Gérer mAfov Of Kivduvo Adyw me EAewpng giltpwv v uyeia Twv
atptokaBapduevwy aoleviov rou Noookopeiou pac [....J».

17. Emad n mapeuPaivouca omv TapépBaan g igxupiZera
QUTOAEEl To KATWOI: «f.- EMY Tou Tou Abyou (Texvikd PuAidia)

H mpoogstyouoa mpoBaider 6 drifev tor karare8fvra and mv eraipla
pag Texvikd @uAGdia Sev sivar Ta emionua e KATAOKEUGOTOIOG ETAiOiac

oure raurifoviar ' aurd. O v Adyw IOXUPIONOS Eivar TravieAws
afdoiyoc, S1om:

a) Karapxdg, emionua Texvikd QuAAGSIar Tou Kataokeuaomikos Cikou,
MROTYEQOUEVA WS UANKO TEKUnpitianc, voolvial 1600 To TROEPKOUEVE &€
auTou, 000 Kaf Ta EKTUTTOULEVA QT TRV errioniin 10100eASa Tou 070 SadikTuo
[TpBA. EA STE 1067/2008, AE@AQ 848/2012, ox. 4, AEQOeq 1 08/2014, ok. 5].

Ev mpokeipévw, Ta karareGévria amé mv eraipla Hag Teywikd PuAdGdia
(BA. nAexrpoviké apxelo JH LEAFLET.pdf & ~ LEAFLET . pdf)
aroreAOlV  EKTUNWICEIS amd  mv  emfonun  10ToCEAISa  ToU  iaTwviIKoU
Karaoksvaonj Olkou twv @idtowy [ BA. auvnupévec
EKTUTTWOEIS TG 10TOOEARBAC  hitps-Awww . nipro.co.jp/en/business/device/

renal/dialyzer kai i6iwg Vv avagopd ot ged. 6 awd 6 «Copyright 2018
NIPRO, Allrights reserved» kai 18iw¢ ta print screen rwv EUTTERIEXOUEVIIV 0TV
ev ASyw 1oToaeAida nAEKTPOVIKWY epxeiwy pdf e Ta eibikdTepar XOPOKTRPICTIKG
rwv mpoopeplusvwy g0wv T T H (khixk oto « MORE PDF 442 KB} ko

-M (kA aro « MORE PDF 444KB), ra orroia rautifovrar améAura HE T
urrofAnBevra amo my eraipia pag]. Ta ev Adyw aAndn kar adappioBimra,
GAWOTE, OIAWOE UTTEUBOVIWE KAl 0 VOUIIOS EKTTPOOWITOC T Eraipiag pac (BA.
g& NAEKTROVIKG apyelo «umedBuvin dhAwon yia prospeclus._signed.pdf), o
orrofoc &v Owel TOU TEpISYOuévol Tou Adyou auTou e TROTYUYHS
ETTIPUAGOTETOT TTAVTGS VopioU SIKAIIHGTOC Tou,

B) MNepairépw, elvar mpdypar akaravonro kai arroplac d&io mou
aKpIBS emaTnpiCel 1 TPOGPelyouoa eTaipla T ETIUAYEC AITIGOEIC e, m
Oy kard my omola -amé amAr avrimapaBoArl Kai povo- TPoKUTTTE! 611 Tor
ITAPATIOELEVA [iE THV TEXVIKI TG TIPOTQYOPRG TEXVIKG XAOAKTNPIOTIKG (T.x. Tipéc
oupits, Kpeamviviie k Am) rwv @iitpwy ELISIO 19 -H, ELISIO 21 -H kay
ELISIO 19 -M, ELISIO 21 M mou npoopéper (BA. e nAskipovikd apyeio
TEXNIKH [IPOZ®COPApdf, oeA. 384) rauriovrai smakpiBic pe oo
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avaypdpovral ota TexvikG PuAAGSIia g SIKAG Hag sTaipiag Kai ot JE auTd,
ITOU TTEQIEXOVTON OTO EK LEPOUS TS uTroBAnBévia Texvikd PuAkadia !

(BA. o€ nAekTpoviké apxeio PROSPECTUS ELISIO.pdf). Znuciwréov ¢
OT we GUAYETaN QIO TUAPaTA TS TTPO0WPoPAs THE TTPOOPEUYOUCTUS Ta
karare@évia amd aury Texvikd OuAGdia elvar TpoyevEoTepns Exdoorns, fTol
Tou Erouc 2010, pe perappach Tou £roug 2012,

Suverrtic, ummo Ta we dvin Scdopéva, rapiotartal ev TEAEl eAgykTéQ WS LN
VOLIIN Kot TIAUUEARC -AOYwW avTiQankeTnTac peraél TEXVIKIG TTEQIYPAQAS Twv
TRooPEROUEVIIY EI8tly Kal KarareBéviwy Texvikiy PuAAadiwv- n 11pogpopd
TNC TTROUTQENYOUTAS Kai éxf, BeBaitwe, aury TE ETAINITE Pag.

Il.- Emi rou 2ou Adyou (Metappaon Texvikiy Puldadiwv)

a) Karapydc, o eidkoTepog Gpoc 2.4.3.3 map. y) me dakfpuéng mou
apopd oTo TEpIEXOUEVO THS nAekTpoviknc Texvikic MNpoogopds dev amarrsl
Kavevoc efdouc peragoaan rwy Texvikdv Puladlwy, Og TEQITTWaT TOU QUTA
urroAnBoiv oe GAn yAwooa (BA. ced. 29 «Ta nAskipovika  Tuxov
urroBarddueve TexviKG QuAAGOIR (Prospectus), rrou dUvaral va umoBdaAdovrar
omv eAMnviki ) GAAn yAwooa (N, 4412/16 GpBpo 92), Ba mpémel va eivar
WNEIKE  UTTOYEYOOUUEVT QTTO TOV KATAOKEUQOTIKO OIKO/EKOOT TOUC...»).
E€aAdou, arouc 6poug 2.2.7 Trap. 8 kai 3:8 mc Siaknpuéng, we UTTOXPEWTIKS
Bearriderar pévo n ouvutrofodr} Twy amairoupevwy Texvikwy PulMadivy, aveu
dAAou nvoc

B) Oepairépuy,—1)-Stakiouén- oTous YeEVIKOUS 116 0poUs Toug omrofoug
STHKAAEITQE 1} TTPOOEEDYOUTT, Val HEY aVa@EPETal OE METAPpAaTn, TTARY OpWg
avndiaoTéAer caeuc ra arlodama ISWTIKG  fyypa@d Ao Ta TEXVIKG
PUAAGOIT, avapopikd pE To EIBOC TC CNTOUUEVNC HEFAQPATNGC VIO £KATTO

'E.r'éeg cyypldpwy, kKuBwe pévo yia T TpWra opifsl On pmopoly va
FUVOSEUOVTON aITO HETAPEUOR TOUC OTHYV EAANVIKY YAWOOT ETTIKUDWEVT EITE
amé mpdawro apuodio kard T¢ diardéac mc eBvikng vopoBeoiag eite amo
TEOCWITO Kard vopo apuodio me ywpdc ommy orrola Exel ouviaxBel 7o
fyypago, evw yra Ta SeEUTEpO AmAwes ava@épel Ont pTropouv va ummofiaAdovrar
ge aAMn yAwooa my ayyAikng, vaAdk) K AT pdvo epooov auvodetovTar arro
perdppacn omv eAAnvikn (BA. ogh. 8). Andadh, érrwe Kar & moMEC dAAeC
Siaxnpoéeg dev  amantelron adikd yia Ta Texvika  QuAdadia  emionun 1

emikupwpévn perdppacn (BA. evbaknkd mapduola amaitnon OKRpuing yio
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HI ETKUppévy perappaocn Texvikdly Qulrabiwv oe EA S1E 21 6/2009, ok,
9), moAAw uarov mou ev mookeivw Ta Kpioiua mpog emoAiBeuon TEXWKGJ
aroixela eivar or emddoEs Twv PiATowY Tou ekppadovrar, Befaiwg, pe
aEOuNTIKES TIHES (BA. Spoug 2.2.7 1rap. 8 kat 3.8).

¥) Ev mpokeévi, n eraipia pac uméBale METAQPATEIS Twy Texvikuv

Purdadiwy, mapaisimoviac amAuwg v mapadeon Mvakwy e IS apiBunnkéc

TIWEC TWV EMUEPOUC TEXVIKIIY XOpaKTNPIGTIKWY Ty MROTPEOOUEVY PIATOWY
(Tou eivar duvardv va «SiaBacroivy ot kGO yAWooa kat Sev eivar amapaitnn
N GXemKn psragpacn toug, BA. oxemkwe A.EMTIT 329/201 8, ok 11),

oedopévou dAAware 611 QITOOTIAOLATIKI] METAQEEATY) Eivar amTodekTy epéoov :

T HETOPPOCONEVT QITOOTTAOUATA EVEON ETTAPKI Via TOV OKOTTO yia 1OV orroiov
{nrotvrar (mpPA. E.A ZTE 145/2012,0k.18), ra 8¢ Aomrd («capeTdppacTan)
TEXVIKG OroIxsia aIroTeAolv &V mROKEILév aMAWS apiBUNTIKEC TIWEC TTou
ETTaANBedovIar euxEpUIS, XWOIC TV avaykn olaadnTTors HETAPPOaTS.

2UVETTWS, UTTG Ta we Gvi Sedopéva, 1 eraipla a¢ ae KGOs mepfrrwan
KAl UTTO o100rITore EKGOxT) OULLOPPWONKE TARPWC e IC OnaITiioel; ™o
Siaknpuéng, £k Tou Adyou Ot aurol n Avabérouoa Apxn dev {fmoe kav my
oIaONITOTE EMTPENTTA Sisukpivion 1) oupmAipwor.

Tédog, av nROeAe BewpnBel om o NMEOAVaQEQOUEVES PUBLITEIC TG
Grakfipuéne  frav  acageic 1§ apgionuec (ETIOEXOUEVEC  eVOEXOUEVIIC
MEQICOOTEQWV EPUNVEIDV), 1 «acG@ery aur Kai ok Sev Ba pITopotoe va
AeIToupyoEr ek Twv UoTépwWY T BAPOC TS ETaIpiag pog, n omola Ba émperre
v kKARBET TTpoc emrpentin auuTAnpwon (BA. E.A STE 423/201 1, ok 12, moBA.
A.E.MTT] 236/2017, ox. 8, 11 & 12). lil.- Eml rou 3ou Adyou (Apostille yra ISO
kot CE).

O évdikog autog Adyog yia Sibev mapdAenpn miBeonc mc oppayidac
me Xayng (Apostille) og miotomomrnikg CE kar 1SO Sev spsidetar oUre o
Kamola iaradn vopou, olre, Befaiwe, og 6po mc Siaxnpuénc. Kar todro Si6m
ra maronomnkd CE kai 15O mou exdidoviar ard Opyaviopouts Martomoinons
(ap@orepa OnA. amd  IGIWTIKOUS QOPEIC) ouvioTolv aAodant  IOIuTIKG
Eyypaga, yia 1a omoia mEpairépw Ogv emBdAerar amd SlaKkNpUEn n
BeBaiwon ¢ yvoIOTIAS THC UTOYPAQPAS Tou EKG6T TOUC, piE avriaroin
emikUpwor) me Befaiwone authg pe my emonusiwan g 2upifacews e
Xayng (mpPA. E.A ZTE 413/2013, ok, 14).
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SUVETWIC, N ETaIpiQ paC TTOU EXEl ETTIKUDWOE! VOUILIO Kai [ETO@PATES
srTionua ra gv Adyw éyypaga, ota omola dev urrdpyel Befalwaon yvnoiomnrag
e urroypaenc Twv exdoTdv Touc ammé Kamoio appodio dpyavo (kabwg dev
ulatatar axenkn amaimon ory Slaknpuin), éxet TARPWS TUUHOPEWEET pe
Touc dpouc e SiakApuéne (BA. oe nAektpovikd apyceia «CE CERTIFICATE
NIPRO . pdfy kai ISO CERTIFICATE NIPRO.pdf»), n 8¢ mpoopelyouoa yia pia
aKoUN QOpa ETIXEIpEl pdTala va euQavios! amokAivouoa T TPogeopd e
sraipiac pag pe Bdon m Slaudpewon me SIKAS TC TPOTYOPAS Kat Ox! TS
QITCITHOEIS TG SIaKPUENGs. '

18. Emeidry n op. 1 tou dpbBpou 18 tou N. 4412/2016 opifer 612 « O
avaBETOUTEC apxEC GVTILETWITIOUY TOUC OIKOVOUIKOUC QOPEIC I00TING Kl
ywplc Slakpioec kar gvepyouv e GIIQAvEIR, THOWVIAG My apxn me
avaoydmrag, e apoiBalas avaywipiang, mMe Teooraoias rou Onpociov
OUREPOVTOC, TNC TTPOOTaTIaC Twy Sikaiwpdmwy Twy diwTwy, e eAsubeplac
TOU QVTAYWWILOU KOl THE MRoaTaaias ol TepifdAloviog Kat The Bruaiing kal
asipdpou avarruéne, O oxediaoudc Twv Sigdikaoidy ouvapns cupfdoswy
Sev yiverar e okomd myv e€aipear) TouS armo 10 TEOI0 EQAPLIOYIIC TOU TapOVTOg
BiBAiou (GpBpa 3 éwg 221) £ rov Texvnid TTEQIOPIOHO ToU aviaywviopod. O
avTaywvIopo Bewpeitar O epioplCerar rexvnIa orav of Oiadikagie¢ ouvayng
OULBGOTEWY ExOuv TYEMNAaTEl e OKOTTO TV adIKaoASYNTa sUvoiki} 1 OUCLEV]
uerayxelpion  opigufviwy  okavouikwy  optwy. OF  avabBérouose  apxéc
AQuBavouv-Ta-avayraia-pETOaWOTE - va-SIdaaAlCETal-n-amoTEAEGHUTIKOTH T
TV SIAGIKAoILY gUVAWNS onpoaiwy cUUBAcEwy Kot n xpnatr) SnpogiovoLIKT]
OIaxEipIan v SIATBEUEVWY TTPOG TO TKOTTO aUTO Snuodiwy mépwv [.....J».

19. Emaidn, cuu@wva pE To dapBpo 53 map. 1 kai 2 Tou v, 4412/2016 «
1. O Opor rwy syypdpwv g oUuBaons mpée va efvarl oapeis Kai TARDEIC
(WOTE va EMTREMOUY Ty UmoBoAn dpTiwy kol OUYKplaipwy HETaiy Toug
mpoggopwy. 2. Ta éyyoapa ThH¢ ouupaong .. TEpIExYouy 10w © .......0a) Ta
TEXVIKG yapakmpionkd (Tpoliaypapéc), Tnv mMoodTnTa Kal rmy TEIVOAQn Twy
ayaBv, UTTNPECIUY 1 £pywy, TOV TROTTO TNC EKTEAEONC TOU EAEYYOU Kai THC
HAoPAAITNS TRC TTOIGTNTAC, .. . KAaBW kot GAAa Yapakrnpionikd, avdAoya pe 1o
AVIKERLEVD THC TUEBAOHC. ».

20. Emeidn otpgwva pe To dpBpo 54 tou N.4412/2018 oplferan om: «1,
O repviKéG  mpodiaypa@ic  mou  opicovral oty mEplmTwon 1 Tou
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MNapapriparoc VIl rou lNpooapriparoc A° mapari@sviar ora Eyypagpa e
guuSaons ko KaBopi{ouv Ta aITQITOUNEVA XUPAKTNOIOTIKG Ty Epywy, Twy
UTTRPETIIV 1) TV ayaBuv. |

Ta xapakmplonké aurd propsi emiong va avagpépoviar om TUVKEKPILEVD
Oixbikaocia 1) (160060 Tapaywyic 1 TaPOXNS Twv {NToluevV £pywy, ayaduv
f1 unnpeondy 1y ac sidikn Siadikaoly GAAOU oradiou rou kikiou CaiiC Touc,
aKOUn Kat av ol mapdyoviec aurof Ssv amoreAouv HEPOS TNE WAIKNG TOUC
UrIeoTaang, UG mv mpodiroBeon 6n ouvSéoviar pe To QVTIKEIIEVD THG
auuBaang kar sivar avéioya e mv atfa kar rous akomoug g f...]

2. O r1egvikéc  mpodiaypapéc efacpaiifouv  1wonun mpogBacn  rwv
CIKOVOpIKWY @opéwy atn Siadikaola oovawne ouufacnc kar dev Exouv wg
amoréAeoua T Snioupyia  abikaioAdynTwy  gumodiuy  oro avoryua  rwy
ONUOCHUY CUUBGCEWY OTOV QVIaytviouo.

3. Or TExVIKEC TPOBIAYOAPES BIaTuTTvovTal e évav amd Toug Kamwrépw
TROToUC:!

o) w¢ EMEOUEC 1 ASHOUPYIKEC AIANTOEIS, CUETTEpIAaUBavouéviy  Twy
TEQIBAANOVIIKWV XAPAKTNPIOTIKGY, UTé TV TpodnéBeon 61 of MTaPQaLETOO!
Eival ETAPKWC TPOTOIOPICPEVES TTE Va EMITOETTOUY arous Mpoa@Eépovrss va
1mpocdiopifouy 10 avrkeipevo me oluBacns kat oric avagirovoes apxic va
avabirouv m oluBaon,

B} pe mapartouTiiy o€ TexVIKES mpodlaypagic Kai, e TEIRG TPOTEPQIGTNTAC, OF
EBvikd  mpoTUTTA TIOU  ATTOTEAOUV HETAQOPG  EUDWITUIKWY TIROTUTTGY,  OF
EUPWTTOIKES TENVIKES EYKDICEIC, O KOIVEC TEXVIKES Trpodiaypagéc, o o1ebviy
mpdTuna, 0 GAAa TEXVIKG ouCTuaTa avapopac mou £xouv GsomioTel amrd
EUPWITAIKOUS OpYaviopouUs Turrorroinans fi -érav aurd Sev umdpyouv- o
EOVIKG  TIROTUTTA, Of EOVIKEC TEXVIKEC eyKOIOEIC 1} Of eOvikéc TEXVIKES
TROOIAYPAQPES OTOV TOpéR TOU OXESIGONOU, TOU UTTOAOYIoNOU Kai mg
EKTEAEONG TwV EpYwV Kal THS XPNojomoinons Twv ayabuy, KGBe maparroum
OUVoOEUETON aTT0 TOV Op0 1} «toodivaon,

V) we emBOTEIC 1} ASITOUPYIKES amaITiOEIC KaTd Ta opilGueva amv mepirrwon
a’, jE TAPATTOUTTR, WG TEKUNOIO TUUBATOTTas mPog TIC v ASyw EMOOTEIC N
ASITOURYIKES QImaITIIaelc, OTIC TEXVIKEC TTPoSIaypagéc TTou avaeipoviar omy

mepimrwaon B,
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8) ME TapQITOUTTY OTIS TEXVIKEC TPOSIAYPUPEC TTOU QVaQEpOVTal OTnY
mepimTwon B via opIouEVE YOPAKTNPIOTIKG KO JE TTAPATTOUTI OHS EMOOTEIS
1 OTIC ASITOUPYIKES QITCITHOEIC TTOU ava@époviat OV TTepimmwon a yia
optopéva GAAG XapaKTNRIaTIKG,

4. O1 TEXVIKEC TTPOBIaYDaQEC, EKTOC £V SikatoAoyelTal ammd To aviiKelUEvo ¢
oupBaong, B8V MEPIEYOUY [VEIX CUYKEKDILEVNC KATAOKEUNS 1} TpoéAsuang 1
1SlaiTepnc peBOSoU KATAOKEUNS TTOU vo Xapakmpilel Ta mpolovia f K¢
UTINPETTEC TTOU TIAPEXOVTAN aTTO £vay CUYKEKDIUEVO OIKOVOIKG @opéa oure
EHTTOPIKOU  onUaTog, OITAWLATOS EUPECITEXVIAS, TUMWY f] OUYKEKDIPEVRC
kaTaywyric 1 mapaywync mou Ba elXe wW¢ ATOTEAEOUG v EUVOOUVTQl 1) va
QITOKAETOVTQl OPIOHEVES ETHIXEIONTEIC 1) oplouéva mpoidvra. H v Aoyw pveid
emrpérreran, Kar' efaipeon, Otav dev eivar duvaTov va o ViVE!L ETTOPKLIG
TPOOSIONITUEVI] Kat KaTavor Tt TEpIYpaen Tou avikepévou e oupBachc kar’
spapuoyri mc map. 3. H ev Adyw pveia ouvodeUeral amé Tov 0po «f)
IFOOUVALION,

5. Orav n avaBérouca apy xonoworno m Suvardmia mapamopnie ong
TEXVIKEC TTpodiaypapic TTau avagépovial omy mepimiwon B m¢ map. 3, dev
AITOROITTTEl TTOOMOPG (g TNV aimoAoyia 6 Tar mpoo@epdueva Epya, ayadd fj of
UTTAPECIEC D&V TWANEOUV T TEXVIKEC TTpodiaypagés OTIC OTTOIEG  EXE
ITEOUITELWE], EQOTOV O TTPOUPEPWY ATTOBEIKYUEl TNV TTPOOEOQU TOU, IE KABE
svdedeyuévo pégo, oupmepilauBavopdvwy Twy amoOSIKTIKWY ETWY TTou
avapépoviaroroaplpo56,-6n—or-Avaeig—wouTpoTElver TANpoUv—Kard
igodUvapo  rpomo  Tc  amamosg  mou  kaBopflovral amd T TEXVIKES
TposIaypaQEc.

6. Orav n avabérovon apyri xeNGOTTOIE! T SUVATOTNTA TTOU ava@épsTal amnv
mEQITTTWon o TRC TTap. 3 i Ty SaToTmwan TWV TEXVIKIOV TTeodiaypapwv e
avagopd Jone emOOoLIS 1) ONC AETOUPYIKEC QITUITIITEIS, O&V QITOPpITTEl
MEOOEORG Epyiy, ayaBwy 1 UTMpEaiy Mol TAnpouy éva £8VIKO TROTUTIO 70
orrofo amoredel peragopd cupwnaikol TPOTUTTOU, Mo EUPWITHIKI TEXVIKN
Eykpian, o Ko TEXVIKE mpodiaypapn, éva JIEOVEC TTPOTUTTO 1] Evar TEXVIKO
mAafolo  ava@opad TTou Exel exmmovnBel omd fvav EUPWITAIKG OpYavIaguo
TUTTOTTOMONG, epéaoy of £v ADyw mRodIaypupis KAAUTTTOUV Ti¢ ETHGO0EIC 1} TIC

AEITOUPYIKEC CTTQUTIIOEIC TTOU OPICEL.
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O mpoowipwy amodeikvier oty TPOUPOPd 10U, (e KaBs evOEdEVUévo éoo,
CUUTTERIAGUBavVOUEVWY Kal eKEVWY TTOU avaEépoviar oTo dpBpo 56, on ro
épyo, n ayabo 1 n umnpesia mou mAnpol 10 mpdtumo avramoxpiverar arnic
EMOCUEIC 17 OTIC ALITOURYIKEC ATTATROES TS OTTOIEC £yt oploel n avadirouoa
apgx.

7. Q1 Texvikéc mpodiaypagéc kaBopiloviar kar Eypivovial mpiv v évapén mc
diadikaoiag aivayns me oouBaonc kard 1o GpBoo 61 L

21, Emadn aluewva pe 1o dplpo 91 Adyol QTOPPIPNE TIPOTPHOPLIV,
opiceral 6T «1. H avabérovoa apyrj pe Bdon ra amoreAéouara tou EAEyyoU Kai
S agioACynonNs Twv TPooPopuwV, amoppimrEl,  of KGO TrEPITTTWOT,
TpOTQEoRd:

a) H omola amokAiver amd ra apBpa 92 fwe 100, ke 102 fwe 104 1
umoAnBnke kard mapéBaon rwv arapdBarwy Spwy TEpi ouvTaEne Kot
urrofBoAC TS mpooopds, omws ol 6por autol opiloviai oTa Eyypaga o
auupaanc.

B) H omola wepiéxer aréherss, eMeipsig, aodperee i opdiuara, EPOTOV qUT
Gev  emdéxoviar  ouumAipwaon B 8iopBwon A, EQogov  embéyxovral
oupTTAfpWEN 1) Si6pBWat), dev EXouv AITOKATACTAOE KaTd THy ATmoCaPIVIcH
Kai 11 GUUTARpWON T, alupuwva Ue To dpBpo 102,

y) Fia v omrofa o mpoowépwy Sev éxer mapdaaye: TS amarrodpeveg eEnynoeic,
EVIOE ¢ mpokaBopiouévns mpoBeaplag 1 i e&fynon dev eivar ATTOBEKTH aTT6
v ava@itouoa apyrj, oUp@wva ye 7o dpBpo 102,

6) H omola efvanr evalakTik mpoopopd, av réroi Oev emipémeron 1), av
ETTpETETay,  Oev mANPOI TIC  EAGYIOTEC  aTaITOEIC Twy  Eyypd@wv isle
oopBacng. ...}

22. Emeidry oo dpBpo 92 tou N. 4412/2016 wpoBhémerc 611 « 7. 2TiC
Giadikagie oUvawns Onuéclas ouuBacng, mou Gev  Bievepyolvral ME
NAEKTROVIKG péoa, of TPOGQOPEC KAl aITHGEIC CUPETOXTIC UmofdAdoviar péoa
0& OPPAYIOUEVO @akeAo, aTov omolfo mpérel va avaypdeovial EUKDIVEIC!

a} n Aéfn Mpoogopd 1} Aitnon aupperoxig,

B) i emwvupia e avaGérouoac apxric,

y) o ritho¢ m¢ oupBacnc,

G} n karainknkr) nuepopnvia (nuspounvia Aigng mpofeopiac urmoBoAng
TRCTPORWNY 1) ANNTEWY TUULETOXC),
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£) Ta aroiyelt ToU 0IKOVOUIKOU PopEd.

2. Smv avokr] Sladikagia of oovopkol Qopeic uroBaAlouy ue Ty
mpoo@opd rous Ta axkdiouba:

a) Sexwpiatd oppayiopivo pakelo, pe Ty EvBElh «NIKaoAoynTiKG
SUpLETOXNHCH KaTd ra opi{Gpeva oo dpbpo 93,

B) Esxwmoré  oppayiopfvo  @dkero, pe v fvdeiEn  «Texvikn
Moocpopdys, e@égoy amaitelrar amé ra éyypaga ¢ goufiaonc, o omoiog
TEpIEXED T TEXVIKG OTOIXEN TS TTROO@OPAC, katd 1o opiloueva aro dpbpo 94
via Tic oupBdoes Tou a@opd 1o dpBpo quio Kai Ta mpofAsTopeva ara
fyypapa mc oupfacne. Av Ta TEXVIKG OToixEla TS TIPOOQPOPGS O&v efval
Buvardy, Adyw HeydAou dykou, va ToTroBEBolv OTOV KUPIWS PAKEAD, TOTE
QuIG CUOKEUGTOVTQl XWPIOTA Kar akoAouBouv Tov Kuplwg @dkeAo e Tic 161eC
evOEIEErC Kal

V) Sexwpiord oepayiguévo @lkedo, pe v Evden  «OIKOVOLIKT
Mpoopopds, epocov amairsirar amd Ta fyypapa mS oupfadnc, o oTmoiog
ITEQIEXET TA QIKOVOIKG OTOIYEIa TNE TPOOPOPUS, KATE Tar OPICOHEVA OTO Gpfpo
95 via Tic oUPBAOLIC TTOU Tpopd To GpBpo auTd Kat Ta TPOPBAETOUEVA OTd
Eyypaga g oupBacng.

Orav 10 KpIrfpio avdBeonc TS TAEOV GUUPEPOUTS GIT0 OIKOVOUIKI]
drrown mpodwopd mpoodiopifetar Baasr ¢ BéAnOTNS oxtang moieTnTag -
TIENG, OF oIKovouIKol popeic urtoBdaAouy Kar QAKEAD TEXVIKIG TTPOOPORAS K
PAKEAD OIKOVOIKITC TTROUQOPAC,

Or we dvw Eeywpiotol oppayiopévol Qakeior @épouy £Tiong 1ig
evSeifeic Tou kupiwe gakélou e map. 1.0...]

4. Or MpooopEC Kal ol aITHOEIC TUUPETOXNC Kat Ta mepilapfavopeva ot
auréc oroiyeia ouvTaooovial omy EAANVIKE w.d:aca' fj cuvodedoviar amo
errionun HETGREAoT] Tous amv eAdnvikg yAwooa, Zta atodarnd onuocia
fvvpapa  Kar  BiaoAoynikd  epapucferar . TuvBnkn g Xayng mg
5n¢.10.1961, Tou KupthBnke pe 1o v. 1497/1984 (A" 188). Eidika, ra aAdodarra
ISIUTIKG Eyypapa  pTopouv va guvodelovral aifé PETAQEAor] Toug oTqv
eAAnVIKD YAWOOa ermkupwpévn eife amrd pdowiro apuédio Kard TG SIATagerg
¢ EBVIKIC VOLIOBETIag EITE QITO TTPOOWITO KATE VOO appodio T1Ng XwWpas oTmny
otoia £xel ouvrayBsi o éyypapo. Xra éyypaga g oUupBacns rou Gpbpou 53
LITOpEl va opileTay OT EVRIIEQWTIKA Kai TEXVIKG QuAAdSIa kan dAda éviuma -
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ETQUDIKG 1} 1) - LE E1OIKG TEXVIKG ITEPIENOUEVD UTTOROUY vir 'urroﬁdﬂdr:-wm (o
aAdn yAwooe, ywolc va ouvodetovrar amd perbpaan amv eAAvi. ...}

6. Zng diadwaoiec ouvaync Onuogiwy ouuBdoswy mou OlEvepyoUvTal
He nAekTpOVIKG péoa, olupwva ps Ta dploa 22 kar 36 GAa 1o TP VW
OikenoAoyn kg umrofaAiovrar o {urro)pakélouc (KaTnyopia emouvamTousviuy
apxeiwv oTo nAskTpovKG oloTnua), CUpQuva jic Ta-opifdpeva onic AITOPATEIC
ToU EKOIdOVTITN KaT' ECOUTIOBOTNON TwV mapaypapwy 4 kait 5 rou GpBoou 36»,

23. Eweid] o1o apBpo 346 tou N. 4412/2016 opileTan 6m: «KaBe
EVOITPELOLIEVOG, O OITOjOG Exel 1) eiye auppépov va Tou avarsOsi aduBaon Twy
TEQITToEwWY a kot B° mc mapaypdgou 1 Tou Gpbpou 1 kat éxel urmoorsi 1
Evoéxeral va  urroorel {nula amé  eskreAsors npadn f mapdAawn g
ovaBérouoas  apxis kard mapdaBacn TS EUpWITaiKIG 1) EOWTEPIKAC
vopoBeoiag, éxer Siaiwpa va mpooelys omyv Apxn Eééraanc Npodikaorikiv
lMpooguywyv (AEMT), olupwva e Ta E1dIOTEPU 0pIfOlEVE OTO GpBpo 360 kar
Vo (nTaer Tpoowpivit mpograciy, oUupwva pe 1o dpBpo 3686, akdowaon
Tapavoungs medéng /i mapdenpnc me avaBéTouoas apxis, cULQWVA e 1o
dpBpo 367 i akdpwon auuBagne 1 omoia Exer ouvagBsi Trapdavopia, olLpwva
e 70 dpBpo 368»,

24. Emeidn oto GpBpo 360 rou N. 4412/2016 opideTan Om: «1. KdBe
EVOIGQEPOLEVOC O OTTOIOC £xer 1} elye oupgépov va rou avareBsf TUYKEKDILIEVI
GUMBao ToU VOUOU aurou Kar EXel 1 eixe utTooTel n evbéxerar va umooTel (npia
amo eKTEAECTH TPGEN 1 mapdAenpn e ava@éTouoas apyhic Kard rapapacn
me vopobeoias m¢ Eupwmalkfic Evwone 1 S EOWTEPIKNG vopoBeoiac,
umroxpeodTal, molv amd v umofoAn rwv mpoBAeriopsviuy orov TitAo 3
EVOIKWY Bondnudrwy, va aoKNTe! mpodIKao Tk mpoopuyi eviwmov e AETT
KQTa 1S OXETIKIG TTRGENS 1 TIapGAenpne e avaGérouoag apyrnc.

2. H doknon ms mpodikaorikiic MpooQuync amoreAel mpolnéBeon yvia
v aoknan Twy Evdikwv BonBnudrwv tou Tithou 3 kard rwv EKTEAEOTLIV
MEAEEWY 1] TTAPGAENpPEWY Twv avaBerouawyv aoxwv.,

3. Aev emmipérreran 1) Goknon GAAnc OIOIKNTIKIIC TTPOOQUYNC Kard Twyv
ekreAeaTw mpdéswy 1 mapadeiyewy  me avaBerovoag apxfic Kard m
dradikaoia me avdBeong dnpdcwy ouuBaoswy EKTOS QTG TV MPOOIKATTIK

TROTQUYN TS TTapaypaeou 1x.
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25, Emeidf) oUpguwva pe Toug 6poug tng diakripugng opiGetar 6T «f ...]
1.7 Apxéc epapuodGuevee arn diadikaofa otvayng

[.....] Emrpémeral avrigroixa 1 xardBegn OMMOIOUBIHTOTE onuooiou
gyypa@ou Kai SikaloAoynTikou rou agopa ardodarr Emiyelpnon pe m Hoper
ETMIKUPLWILEVNC QWTOTUTTIRS TTPOEPYOUEVNG &fTe QITé 1O vOUIHO EMIKUPWEVO
£yypago ammd 1o apuédio Mpoeveio NS XwWPAS TOU MPOTYEPOVIOS, gite amd 1o
ripwrdrurro fyypago pe v oppayida "Apostile” clppuva pe TV ouvenkn mg
Xaync e 05-10-61. H emktipwor aurn mpEmer va Exer yivel aimd Siknyopo
kat@ v éwoix Twv GeBpwv 454 tou KILA. kar 53 tou Kwoika mepl
Aiknyopuuv.

Ta arlodamd Giwnikd  Eyypapa prropolv va ouvodedovral Ao
LETGPEACH TouC oy EAANVIKI YAWOooa emkupwuévn &fre armmo MEAaWITO
apuodIo Kard Tic SIATGEEIC T £OVIKIG vopoBeoTag eite aTré TPOowWTO Kard
Voo apuodio ¢ Xupag oTnv omola éxe ouviayBei 1o £yypa@o.

Evnueptonikd Kar Texvikd QuAAGSIa kar dAAar EvIuTTa - ETQURIKA 1) {i) - LE
SIBIKG TEXVIKG TTEQIEXOHEVD UTTOpOUY va umofdMovrar oe dAAn yAwooa Ty
ayyAiKs, yaANiki kAT pévo epdgov ouvodeUoviar amé HETappOan oy
eAANVIKD.

K&Bs popeic emikovwvia e v avaBérouoa apxfi, kaBuwe Kar peracy
QUIAC Kai Tou avadoyau, Ba yivovial UToxpewnka oty eAnvikn yAwooa.[.. ]

2.1.4 A\woca

Ta éyypaga ¢ ouppaonc Exouy ouvraxBei-omy eAAnvikn yAwooa
TuxGv evordasic 1 TPOSIKATTIKES TIROOQUYES umofdAloviar ammy eAAnviki
vidooa, Or mpoogopéc kai To mepAauBavipeva O QUIES  OTOIXEIR
CUVIGOOTOVIQl OV EAANVIKE YAWoea 1 cuvodElovTal arro emlongn peTdppacr
rouc oy eAApvIk yAdooga. Zra  aAdodamd  Gnpooia Eyypapa Kai
diwarodoynikg s@apudderar i ZuvBikn e Xdayng e 5ng.10.1961, mou
Kupth@nke pe 1o v. 1497/1984 (A'188). EmiTpémetar 1 Kara@eon omoioudNTToTE
Snuoaiou syypagou kal SikaioAoynTikol rrou agopa atlodarr Erriyeipnon pe
M popEf EMKUPWLEVNG QUTOTUTTIAS MTPOEPXOUEVNC &€ amb TO VOMILO
emKkupwuéve  fyypago amé To  appddio [lpofevelo mg  xWpog Tou
mpoa@épovioc, Effe amé 1o MpWTSTUTTO Eyypago [E Ty oppayida "Apostile”
olu@uva tie Tnv ouvBiikn e Xayne me 05-10-61. H emikUpwaot) autn mpErel
va Exei yiver amd diknydpo kard mv évvota Twv dpBpwv 454 Tou K.MN.A. ko 53
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ToU Kwdia mepi Aiknyopwy. Eidika, 1o aAAoSarmd 18w Tikd Eyypopa UTTOpOUY
vV TUVOOLLOVIal aTTé LETGQPAaT) Touc oy EAMPVIKY yAwooa emkupwpévin
elre arré MPoowWITO APLGdIO KaTd TIC Oaraders e eBvikiic vopoBeciac elre amé
TPOTWITO Kartd vouo apuédio mg XWpag arv omoia éxer cuvraxBsi To
Eyypapo (apBoo 92 map. 4 N.4412/16).

Ta amodeiktikd Eyypaga ouvidacovia omv eAdnvikny yAwooa 1
CUVOOEUOVIQl QITd EMignU LETGROEAOY) ToUC oy eMnvikn yAwooa, Ero
aModamé Shudara yypaga Kar SiKaoAoynTkG EQapLoleTal n ZuvBhkn e
Xayng mg 5.10.1961, mou kupdiBnke e o v. 1497/1984 (A'188).Fidma, 1
aAodamé 1diunika fyypaga pmropolyv va guvosetioviar and HETQQPaGT rouc
amny eMnvikn yMiooa smikupwuévi efre and medowmo appodio kard g
Oarerc e eQvikis vouoBeolac site amé mpdowmo kard VO[Io apuodio e
Xwpag omv omola éxer ouviaxBei 1o éyypago (dpBoo 107 mep. 14 ToU W
4497/2017).

EVRUEpWTIKG Kai TEXVIKG QUAAGDIa kar dAAa évrumry - ETQUOIKG 1] pny - e
EIOIKG TEXVIKG TTEpIEYOUIEVO LTTOpoUY var utToBdAdoviar oe aAAn yAwooo my
ayyAn, yaMiky kAW pévo spdoov ouvodelovial amd METGQPATT OTHY
gAARVIKA,

KaOe popric emkonvwvia pe mv ava@érovoa apxn, KaQwg ko peralu
QUTIC Ko Tou avaddyou, Ba yivovrar urroxpewnkd omy eMnvikiy yAdwooa f.. .}

2.2.7 lpérurrg diao@bMone motstnrac

8. ZJra emlonua  evnuepwiKG  QuAAGSID  “prospectus”  Twy
KaTaOKEUaOTIKWY  ofkwy, 1o omoia Ba cuvumofdAdoviar ummoxpewnkd, Ba
Mpérer va avagépovial of emBOTers Twy QiATowy oF HeTpriges IN VITRO ¢
Kkadapong  oupiag,  Kpeamviviig,  @pwoedpou  kal Birapivne B12,  ue
AVOPEPOUEVES TUYKEKDINEVES pOEC altarog kar SraAlparoc Kai TUYKEKPILIEVD
Orapepfpavikiy migan (TMP). Ta umAoma Texvikb yapakmpiotikg Twv
@iATpwy Ba mpémrer va avapépoviar aro elSoc, v smipdveia Kar To Tayog me
Lepeavng, arov 6yko MARPWONG, aToV GUVTEAZOTI UtrepdIibnonc (Kuf). i
2.4 Karapnon - Mepiexopevo Mpoceopuv

2.4.1 I'evikoi 6por umofoAric mpocpoptov

a. Or mpoowopéc urrofdAdavrar pe Baon ric amanfioec e Aiaxnpuéng,
yiar Evar £I00¢ 1} Yo TTEQICTOTEQT EIDN 1} Yt TO GUVOAG Twv 1BV,
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8. 5c mepimiwon pn uvmoBodrc, i pn Eykaipng Ko MOOONKOUTUS
uTrofoANC 1 Kard TTapékkAign TwV amuTioswy g Ataknpuénge uimroBoAn
SikatoAoynTikiy  Tou  Daxélou  «AIKGIOAOYNTIKG  OULLETOXAS  Texvikn
mpoopopds kai rou ®axédou «Omovouiky [Mpoogopdr, 1 jfelelelrilalels
amOpOITITETN W AMapGdeKTh.

v. H ek mapadpouns umoBoAf] SikaioAoynTikwy  T¢ CIKOVOLIKAC
TOOOPOPAHC OTOV PAKEAD «AIKAIOAOYNTIKG ZULETOXAS — TEXVIKN MMpoopopdy
kal aviioTpopa, dev avayvwpl(etan Kar Gev BEPATTEVETAN €K TwV UOTEQWY KT
08Nyl UTTOXPEWTIKG OF aIroppipn TS TPOoYopds.

8. FMa va BewonBoly éykupa Ta SIKaIoAoynTIKG, TTpETEl va fpiokovral
O€ 1gX0 KaTd TV QuUepOUnVia KataAnKTiKIG utroBoAAS Twv MROTPOQWY.

e. Ta SiKaioAoynTika Troémmel va eivar ouviayuéva ainv eEAMnvikn yAwooa
A va cuvoBSsbovial amé erfonun PETGEPAar Toug omv EAAnvikt YAwooa
(v.4412/16 apBpo 92).

o1, Of uTroWwnQIol OIKOVOIKOT popeic SUvaral TTPooKANBoUY, Eyypaews
arré v AvaBérouca Apxn, yia Tapoxr] SIEUKpIVAOEWY 1] OUNTIANpWEn Twv
SikaroAoynmkiv Tou éxouv urofardel. H ev Adyw ouumArjpwor) 1 dieukpiviaty
Sev ETTITREMETAl va £XEl WG CUVETTEIQ TNV LETQYEVECTEPN GVIIKATAOTOO!) n
UTTOBON] EyypapwY TIPOKEEVOU Yia TNV CUHHGPQWOT) UE TOUC 0pOUS TS
AaKipUEne. Ev Abyw O1sUKpIVAOEIC 1) OUMTANPUWAEIS (SI0pOWOEIC TUTTIKLOV
AaBv £ fAocovoc Onuaoias TIApaAEigEwy  Twv TPOoQopWwY), yivoviar
aOU@wva e To-opilbpeva aro GpBpo-102 rou N 4412/06 kai 10 GpBpo 14 mc
YA 56902/215/2-06-2017.

7. DAec or amraimodpeveg SnAWosis 1 YmeuBuves AnMooer 1) Befanuoiig
TWY QUUUETEXOVIWY TToU TTEpIAauBavovTal OTIC TTPOCYOPES Bev Xpeidderar va
@épouv Bsdipnon yvnoiou UTTOYpapns, Kar TPETTEL va UTTOYPAQOVTal W@laKd
amé ToUC EXOVIEC UOXPEWON TPOg ToUto, tjtol amé ro oo 1o QUOIKO
TEOOWITO TTOU CUUHETEXE! OTO SIayWVITHG 1) 6TV MPOKETa! Yid ETAIPEIa armo
TOV VOLHLIO EKITROOWITO QUTIC.

ErmimAfov, amameital, , va @épouv nuepounvia, n omola va eivar eviog
Twy TEAEUTRWY Tpidvia (30} MUEPOAOYIOKLIV MUEPWY TTPO TG KATAANKTIKAS
nuepopnviac umofoAng rwv mpoogopuv (N. 4250/14}.

1. ALV EMIEETOVIGT EVAAMTKTIKES TTOOOMPOPES 1) AVIITPOCPOPES Kat OE

1EpATIWon urofolic Touc amopRiTTrovTal we anmapddekreg. O umowngiog, o
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orrolog Ba umofder réroiac puonc mpordoeis, Sev SikaiolTal o Kapia
TEQITTWGN va SiapdpTuenBel 1j va emikaAsorel AGyoUC TPOOQUYAC KaTd me
aITOLPIPNC TWY MEOTRCEWY QUTLY.

6. Asv amansitar n mpockSuan eyypapwy Kar ot Eviumn popen, o
ommoia @épouv wngiakli uToypaen Kol Exouv umofAnBsi nAskipovikd oo
2UaTnua.

. Eviuma OikatoAoynnikG-mpoowopsc  mou mEpIEpyovTQl L
OMOIOBHTTOTE  TpOTTo, TPV amé v Sievipyeia Tou Olaywviguod 1} Tov
TTpokaBopiopévo  xplvo, Ogv  amoogpayilovial ad rrapadidovrar  oro
apuodic opyavo amooppdyionc Twv TROTPOPLWY, TTPO ¢ EKTIVONG THC
mpobeopiag  mou  kaBopiferar  amd  m Nakfpuén,  npokepdvor  va
anmoappayiorodv padl pe nc GAAeC Tou KarariGsviar KaTd 1 diaywwvioTike
Oiadikaaia (N.4412/16 GpBpo 96).

. Eviuma  GikaioAoynnikG-mpoo@opéc  Trou urroBdaMovrar 1) pe
orroioditrote  TpéImo  EKMPOOsoua,  emiaTpEpovral OTOUS  CULIETEXOVTEC
QIKOVOUIKOUS QOPEIC Xwpic va amoappayitovrar (N.4412/16 dpBpo 96).

iB. Ta éviuma BikaioAoynrikg Kar Aoird oToixEla dey mpémel v éxouv
{éopara, opnoluara, mpoabiikes, SopBUIaEIC 1i dAou efdous aMonwoerg. Edv
UTTAPXEl OTIV TTROCQPORG oTroiadimors GI6pBwan 1 mpoabitkn, aum) TEETE v
givar kaBapoypatipévn  Kai Hovoypapuévn amré Tov mpoopfpovia, 1o Of
apuadio  Gpyavo aImOOYRAYIONS TWV TWPOOPOPUWY, Kard Tov Eleyyo,
Hovoypdger kKai oppayiCer v Tuxdv Si6pBwan i mpogbnkn. H mpoogopd
arroppimrerar érov urrdpxouv o' aur) SiopBuiosic of omoiEg v kabBioTouv
QoA KaTd TV Kpion TS EmTpommic Alaywviguo.

ty. O1 EVIUTTES TTPOOQPOPEC UTTOYRAQOVIar Kait LIOVOYRaQovIar avd @uAAC
aITO TOV QIKOVOUIKG Qopéa 1 o TTERTIwon voukdv TPOCWITWY, aITd 7O
VOO ekTTpoawo autwv. (N. 4412/16 dp8po 96).

10. Avagopika (e To Béua T emKUPWonC avriypdewy gyypdowy, via
0 OUVOAO Twv amaitoUpEvwy airé my rapoloa Stakhpuén OIKOIOAOYNTIKWOV
Kai groixelwv mg mpoowopds, ioxdouv o SiarEec Tou dpboou 1 Tou
N.4250/14 (PEK A" 74/26-03-14). YmoBaAAdueva ue mv TROTWopd
nAextpovikG apxela .pdf Twv amamodusviy OIKCHOAOYNTIKIY KOt EyYpapwy
TTOU eV ElVal WNPIOKG UTTOYEYpappéva amré rov EKOGTH TOUC, exAauBdavovrar
we urropAnGévia amAd gwroavrlypaga, kal yia v armodoxr Touc 1j un
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gferadoviar pe Baon ng dard€eg Tou dpbpou 1 Tou N.4250/2014 (PEK
1 A74/26-03-14). Emonuaiverar 6t oe  umoBAnBévra  TéToia  OTOIXEI
BIEVEQYEiTQl UTTOXPEWTIKG amd TV apuoda yia 10 SywvIgHo Yrnpeaia
BEIVLATOANTTIIKGS EAEyxOS, TTpoKeiévou va eEaKpiBuwoel 1 akpiBea auTwy, g
ToooaTé TouAdXIoTOV 5%, 15fwe {NTENVTaS T GUVBPOLI TWV UTTIPECIV 1
popéwv mou e&dwoav Ta  mpwibtuma. Aamigrwon  on umrofAnenkav
aAronpéva aToIxEic ETQEDE! KUPWOEIC TUMPWVA [E Ta KaBopi(oueva oTny
mapdypagpo 6 Tou dpBpou 22 rou N.1599/1986, epdoov Téroid mpaén Oev
npwpelTal auaTnpdTepa amrd GAAN mrotvik] SiaTadn. Ze KGOE TETOKX MTEQITITWAT],
n exkdoBeioa Bdoer Twv oroxeiwv dloknnky 1 aAn mpdén, avoakaAelfron
auéowe. [ Jior. Alvarar va {nnBolv amo FOUC OUUMETEXOVTEC Kl OF
OTTOIOBATIOTE XPovIKS aneio katd m Sidpkeia ¢ SlaywvigTIKNG Otadikaoiac,
va urmofdMouv SAa 1 opiouéva SIKRIOAGYNTIKG, GTav aUTO aTTONTEITGN yia TNV
opdn diecaywyn ¢ (N. 4412/16 apBpo 79).

2.4.3.2 H rexvixei mooopopd wigiakd umoyeypaupévi Ba mpEimer va KaAUTTTES
dAsc mic amarfioels kai Tig Texvikés Mpodiaypapéc mou éxouy 18l ammd v
avabérovoa apyhi oro MNapapmua | (evérmra 2), weplypaeoviag akpifug mug
01 OUYKEKQIUEVEC amraiTioeis Kot mpodiaypagés mAnpouvral. [lepiAauBavel
1Slwe Ta éyypaga kai SikaioAoynnkd, Bdoel Twv orofwv Ba agioAoynBei 1
KaTAAANAGANTA TV TTROTMEPOpEVIWY E10WY, pe Baon To Kpimiplo avdleornc,
CULEWVE [E TA aVAAUTIKIIC avagepdueva oTo we avw MNapaprud.

ErrnmAoy,

A Oa mpémet va Tpogkopiarel  YmeuBuvn  SnAwon,  pn@rakd
UTTOVEYOaUUEVT] amd  TOV  VOUIUO EKTPOOWITO TOU  OIKOVOLIKOU PopEa
(Mpoedpo Aoiknmikol Supfoudiou 1 Mgu8ivovra ZUuBoudo £ AlyEipion)
KA. 0 adka  efouciodomuévo  Ekmpoowito  Toug) oty onofa  Ba
avaypdeeTa/dnAwiveral o1t n TPOTEOPG auVIGXBNKE oULPWYa UE TOUG CpOUS
ko 1i¢ Texvikés Mpodiaypaéc Te mapouaas AKGPUENS, TTERI Twy OTToiwV O
OIKOVOUIKGS @opéac, EAaBe mArjpn ywvwan, amodixeral Kai OE TTERIMTWOn
avdOcone Bo KaAvwsr TARpWC.

B. Ta diaiohoynmikG mou ava@épovral oic rapaypdpous 2.2.6 kai
2.2.7 Ba mRETTEl va TTPOTKOMIOTOUY OTNV TEXVIKI) TTROT@opd (6TTWS avaAuTikd

avagépovial aroug mivaked 1, 1)
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2433 a O ogpayiouévoc PaKeAOC ¢ avwTépw Tapaypa@ou
2.4.2.5. pe rov omolo Ba mpookouifovial o OTolyeia  Tou @akxiAou
«AIKAIOAOYNTIKG  TuppETOXIC-TEXVIKY TPOTPOPG» Kt GE Eviumy Lopes,
mepigxel DlaBiBaoTikG Eyypago oto omoio Ba avagipovral avaAutikd To
TROTKOMICOUEva dikaioAoynTikg mou Ba eivar TUPPALLEVT Kol apiBunuéva
Kard @uAlo pe guvexn apiBunan.

2& TTEPITTTWON TTOU Ta EVTUTTa TEXVIKG OTOIY ot Mg mpoca@opdc dev sivar
OuvaTév ASyw fou pEydAou Gykou va TormoBetnBouv oTov pdkeAo, 16T aurd
ouoKeudfovran 1Giaitepa (ouoiwe ge  o@payiouévo @areAo), pe mv
oupTAnpwuaTIKg  £veein  «[TAPAPTHMA POS®OPASY kai Tc Aonméc
evoeitaic rou gakélou.

B. ZTa TEpisxOUEva TS TEXVIKIC TEOTEORGC Oev TPEmel 08 Kaufa
TEPIMTWOT Vo ELQavifovTar 0iKoVOouIKa aTotyefa. Tuyov ELPAVITN OIKOVOLIKLIV
aroyeiwyv  (oupmepitapBavopévy Aééswv dmwe «dwped, Owpedv K.4.»)
ATIOTEAEF AGYO amépEIYNG TS TTPOTPoPAC.

y. Ta nAektpovika tuyév umoBaddpeva rexvit QUAAGSIa (Prospectus),
rou Suvaral va umrofaAoviar oy eAdnvikn 1 aAAn yAwooa (N. 4412/16
GpBpo  92), 6a moémsr va sval  wnolakd UTTOYEYPQUUEVR  aIrd  Tov
KOTOUKEUGGTIKG OIKO/EKDOTN Toug. Ze avri@em irepimrwon o TRETTEl va
ouvoosovral, enf momvil amépprpne, oo YmeuBuvn AAwon ynoiaxd
UTTOYEYPOpIEVT] OO TOV OIKOVOUIKG @opéa, ormmv oroia 8o SnAdveral 6
TRCOIYLOPES Kar Ta ADITTd arolyefa twv ev Adyw @uiladiwy TauTiovTan LE Ta
aroiEia  Twv  TEXVIKWV  QUAADOIiwY  (Prospectus) ToU KaTaoKeUAOTIKOU
OIKOU/EKOOTIT 1 0T gival 1o smionua TEXVIKG QUAAGSI (Prospectus), rou
KATAOKEUATTIKOU OIKOU/EKDOTY). Ta avwripw TEXVIKG QuAAGSIa emeidh elvan
WAPIOKG UITOYEYpauuéva £ite amd ToV KaTaOKEUOOTIKG 0iko, &ife amé rov
OIKOVOLIKO @opéa Baoet ¢ avwrépw Y.A., e€aipodviar amo v uroypéwon
TTROCKOIOHC TOUC OF EVIUTTT HOP@H.

{...]1.Ca mpéme va avagéperar i avricTolyia Tou KWKo gidoug oe axéan ue
rov kwoikd Tou flaparnpnmpiou Ty, Kard mv nuepounvia kard@eonc twy
TEOTPOPWY, Of TIHEG Oev ETTITPEMETQY va efval QVWITERES Ao TiC QVTICTOIXEC
npés Tou Mapampntpiou Tiudy (N, 3918/2011 dpbpo 13, OIS QUTo
Tporomointnke pe tov N. 4052/2012 apBpo 14), 1 avdirepec amd mv T
KATAKUPWONS TOU TTRONYOUEVOU SIaywvIoHoU TOU VOOOKoUEioU (4272/2014
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dpOpo 47). Ze mepimwon mou To wmé  mpopndea  Eidog dev  eivay
karaywpnuévo aro Napampniipio Tiwy 161 Of Tipéc BEv emITpETTETQ VI Eival
QVETEPEC ATTG TV aviiaToln TpoltroAoyifouevn TIHA TS Siarnpuéne, Omwe
emlone Oa mpémer va  avagipetar pe YIIEYOYNH AHAQZH  ynolaxa
urroyeypaguévny on dev undpxer aviorolyion pe 10 M1.T.(d¢pBpo 8 map. 4
N.1599/1986).

2.4.6 Néyor amoppipne mpoagopwy H avabirouoa apxf e paan ra
amoreAfauara Tou eAéyyou Kai T agloAdynong rwv mpocpopLy, amoppliTrel,
€ KGBE TEPITTIGN, TPOOWPOPU!

a) n omoia dev umofdAsrar eumTpGBEoUA, [IE TOV TOOTTO Kai fIE TO
TEQIEXOUEVO TTOU OpICETal THO TTAVW KO CUYKEKPIUEVA OTIC Tapaypapous
2.4.1 (Fevikol 6por umoBoAns mpocpopwy), 2.4.2. (Xpbvo¢ kai TROTIOC
urrofoAic nipoopopwv), 2.4.3. (Meprexouevo  paréAwv SIKUOAQYNTIRLIV
GUULETOXNC, TEXVIKAC TTpoapopds), 2.4.4. (Mepieydpevo pakiiou OIKOVOUIKIG
TPOGEOPGS, TROTTOC UOVIaENC Kai UTTOBOANS OIKOVOMIKWY TIPOTHOPWY)
2.4.5. (Xpévoc ioxtoc mpoogopwy), 3.1. (Amooppdyion kai afioAdynon
mpooopu), 3.2 (ModakAnon umoBoMis SikaioAoynriKiwy KaTakipwarng-
AIKAIOAOYNTIKE KATAKUPWOTNS) T1S TApoUodc,

B) 11 omola mepIEyEl QTEALIES, EAMENPEIS, QOAQEIES 1) OQaApara, epoaov
qurd ey emdéyoviar ouuTAipwon 1 O16pBwon 1j Epéoov  EmOExovTal
cuuTTAnpwon 1 SiopBlwan, Sev Exouy amokaraoTabel kard my QAmoCaPNVIcn
KaI TV CULTTATIDWOT] TS OUp@uWva-pe Ty rapdypago-3.1.1.m¢ mapodang
Sranpuéng,

y) yia v omoia o mpoo@ipwy eV EXEl TAPGOXE TIC AITTOUNEVES
génynosic, eviog e TpokaBopiopévne TTpodeoiag 1 n &§nynon ogv Eivent
QITOBEKTH QIO TNV avabéTouca apxr oUppwva pe mv mapdypapo 3.1.1. m¢
mapoloac kai ro GpBpo 102 rou v. 4412/2016, &) n omoia eival evaAAaKTIK
mpoo@opd, £) n oroia sivar UTTO aipgan,

) n orroia GETE1 BPO AVATIPOTAPHOYIE,

n} n omoia uToB&MEeTar QIO évav TPOTWEpOVTA TTOU ExEl UTTOBAAAE!
B00 1 MEQITTOTEPEC TTPOTPOREC (0 TTERIDPIONOS QUTOS ITXUEI, UTTO TouS 0poug
me mepimrwanc v mc mapaypapou 4 Tou dpbpou 73 Kal oV TEPITTWON
EVIIOEWY OIKOVOLIKLIY (QOPEWV HE KOIva [IEAN, KaBWS Ko OThY TERTTWOTn

QIKOVOLIKLIV POREWV TTOU TULIETEXOUV EfTE QUTOTEALIS ETE WG HEAN EVIDIOEWV),
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8) n omola mapoucialer eMelpec wg mpog o GikaroAoynTikd Tou
(nrolvrar ammé ra Eyypaea mc TTapOUONS OIAKAPUENS Kat aTTokAiosIs we ool
TOUS OPOUS KAl TIC TEXVIKEC mpodiaypagés mg olupaonc. |....]

[TAPAPTHMA | — Avrikeiuevo ovuBaonc-flogdmree & Teyvikéc
MNpodiaypapéc Mevikéc-Eidav |... ]

ENOTHTA 2 (AMAITHIEIE KAl TEXNIKES MTPOAIAFPA PES)

Flivakac It .: TEXNIKEZ MPOAIATPA®ES |.. . ]

3TENIKOI OPOl ®IATPON TEXNHTOY NE®POY [IA TH
AIENEPTEIA KAAZIKHE AIMOKAGAPSHE KAI [TAPAAAION

3.1. Or oupperéxovie otov diaywvioud mpémer va onAwaouy amy
TEXVIKR TOUS TTPOOQORG TO £pyocTdoio Ko TAOKEUTS Twy MPOISvIwyY KaBuic Kai
TOV TOTTO SyKaTaaTactis rou. To EpyooTdoio Karaokeurc Ba mpéme va SladéTs)
odorhua dieapdAiong moidmrag ISO 9001 i ISO 13485, avriypago igyvovrog
MOTOmoMTIKOU  TOU omolou  kKat B smoUVETTTETq) UTTOXREWTIKG  aTnv
(efelaleriralals

3.2. Ta mpoopepdpeva mpoiovra mpémer va sivar MOTOTTOINUEVT aTé
KOIVOTTOINUEVD OPYAVIOHG KAl va QEPOUV Of eukpive) BEan Tou TeAikoU TTEPIEKTT
rouc v mpofAsmoucvy onjuaven CE, n onoia amodemyie v GULLCPQWST)
rous pe nic anaimoels mg Odnyiac 93/42/E0K, (AY8S/ Mok 130648 —
Evapuovion ¢ eBvikiic vopoBeaiac nmpos wg Gwrdéeic mo  Odnyiac
93/42/EOK «rmepl rarporeyvodoyikiv mpoibviwve- ©EK 2198/reuy. BAO2-10-
09). Ta wrporeyvoroyika mpoiovia mou umrayovrar oy AYSSA .. oik. 130648,
(PEK 2198/B/2-10-2008) Koy Yrroupyikn Amégaon «flepi E VapUdvIons e
EAMnvikne NouoBealag mpoc mv Odnyla 93/42/EOQK/14-6-93 Tou 2upfoudiou
ms Euvpwmaikne Evwang, mou apopd ra larporexvoioyid Mooidvras 1600
Kara 1 edon ouviadng ms Sakipuéng, 600 Kar Kard m Qaon oovayne meo
avriaroixng copBaong, mpémel va SiaopaAileror pe m OIaTUTTIWanN KGBE popd
Wy avaAoywy evOeikvuouévwy dpwv, 611 Ta Ev Adyw 1aTpoTEX VOAOYIKG
mpoiovia Ba eivar CULPWVE TTPOC TIC amuiTioaC me oxenkne KYA kard 1o
Xpovo mapadoons rous, elre mpdkerral yia TapdSoon EVIOS Twv OUUSBankwy
mpoBeouidy |, &fre yia ekmpOBeoun |, WOTE Ta TIPOIGVIG autd va QEPOLY
OTIWTONTTOTE TV POPAETTSpEVT arrd ) oxerikd { B ) KYA chuavon CE . [....]

3.8 Zro cmlonpa  svNUEPWIIKG  QUAAGOIT ‘brospectus” v
KOTAOKEUAOTIKWY oikwy, Ta orfoia Ba ouvurroBdAdoviar umoypewnikd, Ba
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TPETTE! vt avapépovial of EMO00EIS TwWY QIATpWY O€ uerprioeis IN VITRO mg
K&Bapone  oupiag,  KEEATViviG,  QUOQOpOU  Kal Brapivne  B12,  pe
QVOQEPOIIEVES TUYKEKDIUEVES POEC QIaTOS KO SIGAULATOC Kl OUYKEKDILEVT)
SauepBpavikiy  mieon (TMP). Ta vmdAonma TEXVIKG  YOPUKTNQIOTIKE  TwV
@iATowy Ba TPETIE Va avapépovTar aTo EIBog, Ty emigaver Kal T Tayoc mg
pepBpdvng, orov GyKo ﬁﬁrj}o'wanr;, grov auvreAsarh urtepdinénon¢ (Kuf) [...]».

26. Emeidn, xatd Ta maylwg yevopeva Bektd amo Tn vopohoyia, n
Makrpuén Tou diaywvigpol amrotehel kovoviomiky Trpdén, n omola diEme 10
BlaywvIgpo kol Secpedsl TOoo TV avaBitouoa apxr, N omoia Blevepyei autov
(EX Mpdéerg VI Tpparog 78/2007,19/2005,31/2003), Goo  kai  TOUS
Biaywvitdpevoug. H 8e TrapdBaon Twy Slatdlewy (opv) authg, odnyei og
QKUPOTATA TWV EYKPITIKLV TTPGEEWY ToU aTrotehéopaTog Tou Slaywwvio pou Kol
WV KOTOKUPWTIKGY autol TpdEewv (OAZTE 2137/1993). Kard cuvemeia,
TUXOV TrapdRaan oudihdoug 6pou NG BIAKNPUENS, EiTe KOTd T DIdprEID TOU
JiaywvIopoU, €Te KaTd 1y ouvopohdynon Tng ouppaong, KaBIoTd [ VOUIKN
m oxenkn dadkacia (EX Mpdén VI Tufuatog 78/2007). Mepairépw, ol
TEXVIKES TTPOBIGYPAWES TUVIOTOUY OTO TUVOAD Toug, aTTapdpaTous 0pous TG
Siakipuing TANY £dv opidetal 6T elval TTPOQIPETIKES 1) 6T Elval amodeKT N
TARpWon PEpoug povo autiv (AEQAB avaot. 230/2012).

27. Emeidny, n utroxpéwan diapdvelag Exer HETAED GAMuv WG OKOTTO VG
arrokAeloEl Tov KivBuvo auBaipeoiag €K pépouc ¢ avaBéTouaag apXng (BA.,
C-278/14, SC Enterprise Focused Solutions SRLEECLEEU:C:2015:228,6%. 25
kot amogpacn SAG ELV Slovensko kAm., C-589/10, EUC:2012:191,
okéyn 25 Kal ekel TapaTIOEUEVn vopoAoyid) Kdl O OKOTTOS AUTOS dev Bu
eMITUYYOVOTaY av n avaBétouoa op)r PTOpoUoE VG Ny EQAPUOTE! TOUS
4poug oToug omoioug n bl uToBhdenke (BA., C-278/14, SC Enlerprise
Focused Solutions SRL ECLIEU:C:2015:228,0k. 27).

28. Eweidn, wepairépy eMBAMETAl 1) EQAPHOY TWV Opwv TNG
Siakipuing katd TpoTo evigio yia OAOUC TOUG TTPOCQEPOVIES KOTA TNV
utroBoAR, aAlAd ko agiohdynon Tpoopopiv (AEE, ambgacn g 18ng
Oxtwppiou 2001, C-19/00 Siac Construction Lid, zuihoyr 2001, o. |-7725,
okéwelc 34 kar 44 Kon amogaon g 25ng AmpiAiou 1996, C-87/94, Emirporr
kard BeAyiou, Zuhhoyr] 1996, 0. 1-2043, okeyn 54).
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20. Emaidn n apxri g fong HETOXEIpIONG TTPOUTTOBETE!, TIepaTépuw, 6T
ohol o1 dpoi kar TpdTION Biegaywyng g diadikaciog AVaBECEWS TTPETEl via
SlaruTrivovTal pe caghvelg, akpiBea kai Ywpic aupionuia otnv TTPOKIpUEN
Tou Diaywwviopod 1 ot OUYYPAQH UTTOXPEWTEWY, KATE TPOTIOV (IOTE, QPEVHE
VA TTapEXETOl O OAOUS TOUS EUAGYWC EVINHEPWHEVOUC KO KQVOVIKG ETIPEAEIS
utrongloug r duvardmra va kataveoly 1o aKPIBEG TEPIEXOUEVS TOUC Ko VO
Toug epunvelouy L Tov iBio TpOTO Kal, ageTépou, va kabioTaTal duvaTdc o ek
HEPOUG TNE avaBEéTouoag apxns drroraﬁzcrpumcég Kol eT1l jooig Gpoig éAeyyog
TOU av Ol TPOTQOPEG TWV UTron@iWy avTamokpivovtal ara KpITripla Trou
OIiETouv TNV &v Adyw ouuBaon  (BA., METAEU aAhwy, yia v apxn e fong
METUXEIDIONG TWY OIKOVOUIKUY (Opéwyv oTo TrAdicio avaBeong dnuooiwy
ouppdoswy TIg amopdoelg: g 29n¢ Atrpikiou 2004, Emrpory kartr CAS
Succhi di Frutta, C-496/99 P, EU:C:2004:236, okéwn 110, ko mg 12ng
Maptiou 2015, eVigifo, C-538/13, EU:C:2015:166, okéyn 33, g 22ac louviou
1993, Emimporti karg Aaviag, C-243/89, EU:C:1993:257, OKEWn 33, g 25n¢
Ampihiou 1996, Emrpons kard BzAyiou, C-87/94, EU:C:1996:161, okéwn 51,
™me 18n¢ Oxtwppiou 2001, SIAG Construction, C-18/00, EU:C:2001:553,
okewn 33, g 16ng AekepBpiou 2008, Miyavikri, C-213/07, EU:C:2008:731,
OKEWN 45, g 24ng Mdiou 2016, MT Hejgaard kai Zublin, C-396/14.
EU:C:2016:347, axéyn 37, m¢ 25n¢ Atrpidiou 1896, Emnpomii kard BeAyiou,
C-87/94, EU.C:1996:161, okéyn 54, Mg 12n¢ AexepBpiou 2002, Universale-
Bau, C-470/99, EU:C:2002:746, oxéyn 93, mg 12n¢ Mapriou 2015, eVigilo,
C-538/13, EU:.C:2015:166, okéwn 33, g 29n¢ Mapriou 2012, SAG ELV
Slovensko k. Atr., C-599/10, EU:C:2012:191, akéyn 36, kabdg kai Mg 10ng
Oxrwppiou 2013, Manova, C-336/12, EU.C.2013:647, okéwn 31).

30. Emeidn n apxf NG TumKGTATAG, 1y oTroia BIETE) YEVIKG Tr) Sievépyeia
Twy Siaywviopov (BA. Z1E 2889/2011, 4343/2005 k.&. BA. kal E.A, 228/2013,
111/2006, 597/2007 k. G.) sEumnpetel TIC QVAYKEC TG DldQAveiag, Tne
amoQuyng Tou kivdlvou ahhoiwone Twy TPOOPOPLV KUl TG EUXEPOUC
£6ETa0NG Kol agloAdynaris Toug (A. Pdikog, Aikaio Anuooiwyv ZuuBdoswy, B’
‘Exdoon, Ekdooeigc TAKKOYAA, 2017, och. 195 ET.). ZOppuwva, de, LE Ty
ev Ayw opyt], Oev emTpémetan vo TEBOUV  EKITOBGYV dlarageig e
diaknpigewg, of otroieg Beatrifouy UTTOXPEWaN UTTOBOAAG Le T TFpoomopd
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OPICHEVLOV OTOIXEIWY TTOU OTQITOUVTCN €T TTOIVI] OTTOKAEITHOU OTTd TOV
BIayWVIOUO.

31. Emeidf Tuxov OOGEEIEC 1 TTANUUEEAEIEG TWV EYYPAPWY TG
oUpBaong dev UTTopoUY Vo EpUNVEUOVTQl €1 BApPog TWV BiayuwvILoOUEVWY,
kard TrapdBaaon Twy apXiv Tou avTaywvigpol Kol TNg TapoXhc iowv
EUKQIPIDY Kl Ba TTPETTEl va TTOPEXETOL KUl OE auToUg, Of oTrolo BAdTTovTal
amé v acgdgelda 1) v TAnUpEAEIa auT, n duvatdTnTa va CUPTTANpWOoOUY
TV TuXOV eAATTWUATIKA Tpogpopd Toug (EA ZTE 423/2011, 424/2011,
425/2011). TouTo, Bi16TI N eppnveia Twy dpwy g oupBoong dev umope va
yivetan o Bapoc Tou kahomioTou Siaywwifopévou, epooov n Alolknon frav
autr) Trou G@elke va ekppactel cagiotepa (EQAB 1958/1970, Apy. 1970,
ogeh. 1111, Ep.@co. 501/87, EAnp.Epy. 199011, ceh. 84, A, Taxog, EAARvIKO
Arownnird Mraio, ékdoan 8, Zdkkouhag, ge A. 776).

32. Emaidf, mepaimépuw OTTwe Tayiwg Exel kpiBel amd T vopoAoyia, av
Kal n aimohoyia £Xel TANMPEAEIEG EVTOUTOIG N Trpdgn eival vOpIUn HE GAAN
aitiohoyia, 1o kUpog Tng Tpdéng dev mdoyel akupdtnra (ZTE 2239/1970,
4698/1988), rjTol Kai Ye TNV op8n aimooyia n TpooBaliduevn gival opBr wg
mpoc 1o BioTakTikd e (BA. M. MIKPAMENOE, H armoAoyia rwv SIoIKNTIKWY
TPGEEWY KAl O OKUPWIIKGC OIKaoTiKOC EAeyyog, exd. Zakkouho-ABrva-
Ocooahovikn, 2012, ogh. 344 eop.).

33. Emaidn, olppwva pe tov Tpwro Adyo g TPOCPUYRS, N
Tpoogelyouod 1IoYUpIZeTar 611 1 rapepBalvovca Dev £XEI KOTABETEl PE TRV
TTpoC@Oopd TNS TQ ETTIONMA TEXVIKA QUAAGDIO TNG KOTACKEUAOTRIOG ICTTWVIKAG
eraipeicgg NIPRO yg amotéheopa ol Tpodiaypa@Eis Kal 7a OTOIYEI auTlv v
KNV TAUTIZOVTON JE QUTG Twy ETTIONPWY TEXVIKWY QUAAaDBIWY TNg ETaIPEIag Kat,
cuvakdAouBa, 1 umeUBuvn  OnAworn  Tou  VOMIMOU  EKTTROCUNTOU  THG
ToREUBaivoUTas 0T Ta avaypa@dpeva oToIXeidt OTa KaTarefévTd amd authv
TEXVIEQ QUAAGDIO TouTI(ovTal [E EKEIVO TOU KATOOKEUOOTIKOU OIKOU va Eivai
ATToAOTWE avakpIBng kal weudne.

34, Emeldn, omwg TpokUTITEl amd TA OTOIXEID TOU aKkéAou KaBLg Ko
TOV EMIONPO ICTATCTTO THG KATOOKEUAOTRIAE ETAIPEING, TA TEXVIKG (PUAAGDIa
wou KaTéBeoe n TrapepBaivouca TauTiCovTal HE exelva TTou Bpiokovral oTov
emionpo 1OTOTOTID TNG KOTAOKEUAOTPIOS ETQIPEiGS Kol prropolv v yivouv
ATTOBEKTY WG ETAONHA TEXVIKA QUAAGDIA TOU KATATKEUATTIKOU olkou (BA. LTE
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1067/2008, AEQAB 848/2012, AE@Oec 108/2014). Emirhéov, of Tiuéc Trou
AVOQEPOVTUI OF QUTG £ivan amoAUTWS CUUPWVES HE QUTEC TToU GvapEpovTal
otV - TEXVIKA Tpooggopd  Too0 Tng Topeufaivoudac 600 Kal me
TROCPEUYOUTTS Kol of oTroieg TauTifovial perafl Toug. Ta Je QUAAGDIG Trou
KOTEGECE N TTPOTQEdyoUTT Yid Ta Tpoo@epdueva Tpoidvra ELISIO H ke
ELISIO M agopolv o woAaiétepn €kdoan @uAladlou Tng KATACKEUGOTPIOS
eTaipeiag Tou petéQpooe n Tpoogetyouda To €roc 2012, oTwg  Bagiua
umooTnpider n avaBetouoa apyr kol n wapepPaivouoa. TuvakdiouBa, n
utreUBuvn drAwaon Tou karébeoe n TapepBaivouca elvar amoAUTWS aKpIBAC
Kal cAn@rg, apd Ta mepi avnBéTou TpoBaAAOUEVT aTd THY TPOoYEUYoUda.
Emopeviug, o Tpwrog AdYog TG Tpoopuyrig TREMEl va amoppi@pBel wc
apdopog.  Avrifera, o wpoBahhopevog amd Ty mapepBalvousa 1oXUpIoUOC
0Tl i TTpogPopPd TG TPOTEEUYOUTES Elval un VOpILN Kar TANPUEAAS Adyw
QUTHPATIKOTATAS WETOEU TNG TEXVIKNG TTEPIYPAQIS KOI TWV KOTOTEDEVTWY Qo
auriv  TEXVIKAWV QUAAadiwv TrpoBdMeral omapadékiwe BIOT, £pOCOV n
TTPOTPORa Trg Tpoopedyousag £xet yivel amodekTr, n TopépBacn dev pmopel
mapd va emdiwkel T Siatipnan g ioxlos g TpooBarAduevnc Katd To
TpoPAeTTopEva OTNY Trap. 3 Tou dpBpou 362 Tou N.4412/2016 Kkar 6y Ty
aKUpor) TRE.

35. Emedr), olpguva pe Tov Oelrepo Adyo g mpooguyrc, n
Tpoogelyousa IoXupiCerar 6T Ta KOTATEREVIQ amd rthv mapepBaivouca
TEXVIKG QUANGDIO QEPOUY OTTOOTIACUATIK| HETGEPUON KOI, WE EK TOUTOU, un
vouIun O10TE Bev £xel BePaiioel Y akpieid Tng diknydpog olite géper kapia
emkupwon amd v MetagpaoTikiy Ymnpeola tou Ymoupyeiou E€wTepikiy,
OtTwg mpoBAETEl To dpBpo 92 map. 4 Tou N.4412/2016 kol 10 GpBpo 2.1.4.
™S Alaknpugng.

36. Emaidn ouuewva pe v Tap. 4 Tou dpBpou 92 Tou N.4412/2016
wpoBAEmETol Om oTa Eyypago g oUPBaong Wmopsl va  opiletal o
EVIHEPLWITIKA Kal TEXVIKG QUAAGDIG kai GANG EVTUTTa - ETQIPIKG 1) I - pE E1BIkd
TEXVIKG TTEPIEXOMEVD pTTopoly va uTToBdAAovTal OF GAAn viwood, ywpic va
ouvodeuovTal amd PETaPpacn oty ehAnvikr). Qordoo, oto apbpo 2.1.4 ¢
Aiaknpugng pnrwg TRoBAETTETAN BT1 O1 TTROCPOPES KAl Ta TEpIAGUBavopEva O
QUTEG OTOIXEIC cuvTdogovTal oTny eAAnvikl yAwooa 1| ouvodelovral amd
emionun  perdppacn Toug oty eMnwvikly yAwooa koBlg kal 6T Ta
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EVNUEPWTIKA Kau TEXVIKG QUAAGDIC Kon GAAa EvTuTG - ETCUPIKA 1] YN - HE £1I0IKO
TEXVIKG TrEpIEXGUEVO pTopolv va uTroBdhhovTar oe dAAn yMuooa Ty ayyAKn,
yaAMK KA. povo gpooov guvodelovial Qo HETAQpOOn Oy eAANVIKN.
MepauTépw, 0TV Trap. ¥ Tou 6pou 2.4.3.3 ava@epeTal OTI T NAEKTPOVIKG TUXOV
utroBahhdpeva Texviké @UAAGDIa (Prospectus) «mou dovara va urrafdAdovrar
ammv eAdnvike 17 aAAn yAdiooa (N. 4412/16 apBpo 92) [...]».

37. Emeid, 4mwg TROKUTTEl amd To ouvduaopd Twy wg dvi
diatdafewy, o vopoBimg oto dpBpo 92 mpoéRAeywe TR duvaToTNTA TNG
avaBETousac apynic va emTRETE TV KaTdBeon Texvikiwy GuAkadiwv ot GAhn
YAWOOA XWpic val CuvOBEDoVTal OTT6 HETGPPAcT] OTAV EAANVIKT, APKE] autd va
mpoPAéTIETal arrd Ta éyypaga g oUpPaong H de perdepacn yia Ta
aAAOBOTTE IBIWTIKG EYYPa®a ETIKUPWVETT! OTTG TO appodlo Katd Ty €8VIKN
vopoBesia wpaowiro. Ev Tpokelpévw, n emripaxn Alakipudn, Tou amoTeAEl TO
KaVoVIOTIKG TThaloio Tou ev Bépart diaywwiopol, oTtov Gpo 2.1.4 pe Tov Titho
«FAOoo» TPOBAETTE PNTWE KAl Ga@xs AT Ta TEXVIKA GUANGDIG HTTopOUY Va
utroBdhAovTal o GAAN yAWooa povo epdoov guvodelovidl Ao HETAQPUOT
aTnv eAANVIKY. Z1n 8¢ TTop. ¥ Tou 6pou 2.4.3.3 OXETIKA pE TO TTEPIEXOUEVO TG
TEXVIKAC TTPOCPOPGS, ETaVaAUBAvETal n duvardnra UTrOBOANG TWY TEXVIKLIWV
QUANGBIWY kal Ot GAAR yAWGOO TANV TNG EAANVIKAG, A&V eTavaAdUBAveTal
TpdypaT oTov £V Adyw Opo N UTTOXPEwon PETAPpOONG OTnv eAhnVIKD,
waThoo, TolTo DEY Tiper TNV UTTOXPEWON GUTA N OTrold pnTig avagepeTal
oTov 6po 2.4.1 Trou apopd EIDIKWG o1 yAWood K OX1I OTo TTEPIEXOHEVO TN
TPOTYOPAS OTNV TEPITITWON TToU Ta UTTORANBEVTA TEXVIKG QUAAGDIT gival og
GAAN yAthooa. Ouoiwg, of épol 2.2.7 Tap. 8 kai 3.8 tou Mapapriparog |
apopolv aTo TEPIEXOHEVO Kal OXI o1 YAWToa Twy TPog utrofoAn TEXVIKUIY
puUAaBiwy. ETopévwg, Badipwe uTroopilel N TPOoPEDyoUad 6Tl Ta TeEXVIKG
QUAAGDIG TS TrapepBaivoucag Ba ETpETE va ouvodedovTal aTrd HETAPPacT)
Toug otV eMAnVIKh yAwooo, Tapd Ta Tepi avriBéTou TpoBariopeva améd Ty
avaBETouoa apyh Ko Ty mapeufaivouoa.

38. Emeidf clpgwva e tov Opo 2.4.1 mep. £ mg Aiakfpuing
ava@EpeTal 0TI Ta BIKCIOAOYNTIKG TPETEl Va eival GuvTaypEVa oTnv eAANVIKR
yAMiooa fj va cuvoBelovial aTé ETIONMN HETAPPaT| TOUG OtV eAANVIKN
yhwooa (v.4412/16 dpBpo 92) eviy 0 6po¢ 2.1.4 avagepel prwg o1 fa

EpINGUBAVOLEVA OTIC TTPOCQOPES TTOIXEIR, TU CTTOBEIKTIKG £yypapa KaBLg
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Kal 7o ahhodomrd IBwTikd Eyypaga Tpémel va ouvoBelovial armd £Trionun
HeTd@paar Teus atnv eAnviki yAdwooa, Qotdao, pnTwe emiong doxwpilovral
Ta EVINHEPWTIKG EVTUTTA Kan TEXVIKG QUAAGBIQ, Ta oTroia EQTTITTTOUV OF rj.h:eg Tig
TAPATIAVLY KaTNYOPIES Eyypdpwy Kol Bo avapévovTay Tautdanun SiaTomwan,
YICl TO OTroia Opwe avagépel 611 Ba TPETTEl va ouvebelovTal améd CHETRQRUOT]
oV EAANVIKI Kal 61 amd «emionun peTdppacn omv eAnvikne, dTwe oTig
Tponyolpeveg TepmTWoeS. H SlagopoTroinon autr ot Aekmikl Siardmwaon,
EVTOG ToU 1diou Gpou, OF OXEoN e Ta TEXVIKG QUAAGBIL av Bev OlagpopoTolei
PNTWC TNV aTraitnan yia emionun WETdepoaon, guviaTd TouAdyioTov aodgeia
me Awkfpugng n omoia dev pmopel va  eppnveuBsl €I [(Bdpoc Tou
oiaywvicopevou. Emropévig, Ba Trpétrel va yivel DEKTN N atrAr pETGQPaAGT Twy
TEXVIKUY - QuAAaDiWY TG TrapepBaivoucag  BoBEVIoc Kai Tou 6T Ta
HETaQPACOUEVT aTToamdopaTa eival eTapkh yia Tov okoTd yia TOV oTroio
gnrouvran di18T1 1o {NTOUPEVO Eival akpiBug n e€€raon mg opbéTNTAC GoWY
EmiKaAeiTal N TapepPalfvouoa amy Texvik TEQIYPUPN TNG Kl TNV €K PEPOUC
TWY TPOoYEPOPEVLY EIBWY TAPNON Twv Tpodiaypagwy, BACE Twy OIKEiwY
PUAADIWY KOl EVIUTIWY TOU KATGOKEUGATH, N HETQPPACOHEVILY TTTAWE TWY
Ty Trou Jev  yprilouv METGQpPUOTG, OTWC Bagipwe ITXUPICETON  OTRV
TapepPact] TG Zuvemis, o delTEpOg AdYoC TrC TPOTPUYNG TTPETE! va
arroppipBei we afdaipog, dedopévou én, av kai pe Biagopenkr| amoAoyia, n
TpooBailouevn eival 0pBr ¢ TPOC TO BIATAKTIKG e,

38. Emeidh, olpguva pe Tov Tpito Adyo g TPOGPUYRS, N
TPOUPEUYOUTT  IOXUPICETAN OT TG  OTTOITOUPEVA  amd  Tr Makripuén
maroTromnkd ISO kar CE 1rou Tpookdpioe n mapepBaivouca Sev elva vopiua
DI10TI Dev @épouv oPpayida Apostille Tng ouvBrikng NG Xayng aMd @épouv
povo PeBaiwon axkpiBols avriypdpou ko akpifouc METOPPATEWS  amrd
DIKNyopo.

39. Emeidn oupguwva pe Tov 6po 2.1.4 g Alaknpuing, N ouvBrkn Tng
Aoyng cgopd 1o dnuooia ahhodamd  éyypagad, v EMKOpWON  TE
YVA@IOTNTAE TS UTTOYPaQng Pe TNV €TMBECN TNG £MONEIBOEWC Mg Xayng
ATTCITEITAL, KATd T0 dpBpo 1 auTig, povoV Yia Ta TPOGKOMILOHEVA aTTo TOUG
OlaywviCopgvoug ahhodamd dnuodoia Eyypoga 1) g emlonueg Befanwocrg,
BEWPOEIS Kot EMKUPWOEIS UTTOYpagrig Trou Exouv TeBel Of IBILTIKG éyypooa
(EA 27E 284/2013, ok. 13). Ev mpokeipévw, ta mioTotrommikd 18O ko CE
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exdlbovTal atd 1diwTkoUS gapelc (opyavicHolS TISTOTIOINONG) KOl OUvIOTOUY
ahhodatmd BrOTIKG Eyypapa yia Ta oTroia OV ATTaITEIT(N, CUMQUIVO HE TN
Aiakhpuln, emklpwon HE Ty emonueiwaon TS ouvBrnkng g Xayne.
Emopévig, n  mapeuBaivouoa  £xel volipwe  utroBdAsl Ta wg  dvw
TIATOTTOINTIKG EMIKUPWHEVA KAl PETa@paapiva amd Biknyopo, doBEVTOg Kal
TOU 0T eV UTTARXE! ¢ autd Bewpnan TnS uTroypag@ic Twy eKDOTUW TOUS OTTH
gapUodlo Spyavo, JUlNoppoUEYn HE Toug dpoug NS Makipuing kar opbug
Exave amrodekTr) N avaBETouoa Apyn THY Tpog@opd TNG. Zuvakoiouba, kol o
Tpitog Aoyog Tng TTpoopuUyTg TTRETTE! va amoppiplei wg afdaoiyog,

40. Emeidn yivetar SeKTh £V cuvoiw 1) EICYNON.

41. Emeidr), kar’ akohouBiav, n kpivepevn FMpodikacTikl Mpooguyn
TTPETTEl  vd aTropploBEi.

42, Eme1dn n wapfufaon TRETE v yivel GkTn.

43.Emeidr), Uotepa anmd 1n okeyn 41, 1o mapdpoio Trou koTEBecE n
TTpoaPelyouca TIPETTE va KaTaTEoE (GpBpo 363 N.4412/20186).

T1a Toug Adyoug auTolg

Atroppitrter Ty MNMpodikaarikn Mpooguyr).

Aéyetan Tnv Flapéufaon.
Opiler Tnv kardmmwon Tou Tapafoiou.

Kpinke kai amogaciotnke Ty 13"%-11-2018 kai ekd68nke onig 3-12-2018 atov
Ayio lwdvvn PEvTn.

H I'Ipéel'pi\pui___ H Mpappartéag
MAPTAPITA'X. KANABA IQANNA KAKAAMANH
} S
A {./ {}“

s
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