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EIAOZ2: nMpounBsia avridpacTnpiwv Yia npoodiopioyd €pyacTnpiakmv
€€eTaoewV avoooloylikwv avalutwv Aipodociag Tou Noookopeiou MuTIARvNG,
META ouvodou eEonAiopou.

TEXNIKEZ KPITHPIO Hpepopnvia Hpepopnvia Hugpopnvia
MPOAIATPA®EZ | KATAKYPQZHZ anooTOoANG dnupooisuong | dnpogisuong
yila avaptnon | oTtov oto ®EK
ot nUePNoI0
AIAYTEIA TUNO
NAI ZYMOEPOTEPH | 22/5/2013 | 24/5/2013 | ------------
NPOZPOPA

‘EXxovTac unown Tic d1aTageiq :

1.1. | Tou N.3329/05 «EBviko ZUoTnua Yyeiag kar Koivwvikng AMnAeyyUNg kai
Aoingg dlaTtaeic»

1.2. | Tou N.2955/01 «MpounBeiec Noookopeinv kal Aoinwv povadwv Yyeiac Tov
Me.2.Y kal GAec diaTageicy

1.3. | Tou N.2286/95 «IMpounBeiec Tou Anpooiou TOPEA kal PUBNICEIC ouvapwv
BepaTwv»

1.4. | Tou N.2362/95 «Mepi dnuoaiou AoyioTiKoU K.A.n.»

1.5. | To MN.A.118 ®EK150/2007 «Kavoviopoc Mpoundeiwv Anuoaiou (K.M.A.)»

1.6. | To apBpo 24 Tou N.2198/94 «MapakpdTnon POpou €I00ONUATOC» OTO
€1000NUa anod EPNOPIKEC EMIXEIPNOEIC,

1.7. | To N.3886/2010 nepi AIKaoTIKf NPooTaAcia Kata Tn cuvayn dnHOoIwv
oupBacewv — Evapuovion Tng eAANVIKNG vouoBeaiag pe Tnv Odnyia
89/665/EOK Tou ZupBouAiou TnG 21n¢ Iouviou 1989 (L395) kai Tnv Odnyia
92/13/EOK Tou ZupBouAiou Tng 25" deBpouapiou 1992 (L76), 6nwg
Tpononoindnkav pe Tnv Odnyia 2007/66/EK Tou EupwnadikoU

1.8. | Tnv un‘apiBu. andépaon 7"/26.3.2013 B¢pa 5° andégaon A.Z. Tou lev.
Nogokopegiou MuTIAfVNG

1.9. | Tnv un‘apiBu. 8710/15.5.2013 andpaon TnG eMTPonng KANPWonS cUKPwva
ue To ®EK2540/07-11-2011 yia Tov OpIoUO niTponnc diaywviopou.




NMPOKHPYZZOYME

MpoOxelpo SIAYWVIOUO YE OPPAYIOUEVEG NPOOPOPEC, 0 EYPQ eAelBepO, PE KPITAPIO
KaTakUpwong TNV xapunAdTepn Tiun (n onoia v HNopei va gival upnAoTepn
GauUTIG TOU NapaTnenTnpiou), yia Tnv npopndsia avridpacTnpiwy yia
NPoodIOPIOUO £PYACTNPIAKWV EEETACEWV AVOTOAOYIKWY AVAAUTWV aljodoaoiac Tou
Noookopegiou MUTIAAvVNG, HETA ouvodou eE€onAiopou yia nevre (5) Prvec.

O Alaywviopoc Ba yivel UoTepa anod npoBeopia 15 TOUAAGXIOTOV NUEPWV and Tnv
nUeEpounvia dnuocicuong nepiAnwne Tng diaknpuéng autng oTtn Alauyeld kal oTov

EAANVIKO TUMO.

‘Ocol eniBupolv va AdBouv pEPOG oTov AlIaywviopO Yyia HEPOC N} YIa TO GUVOAO TwV
NPOOPEPOUEVWV €I0WV MPENEl va UNoBAAouv dakTuAoypapnuévn nNpooQopd oTnv
EAANVIKN YAwooa pe avTtiypa®d, cUPPWVA HE TOUG CUUNANPWHATIKOUC OPOUC,.

MINAKAZ FrENIKQN ZTOIXEIQN AIATQNIZMOY

Alaywviopog

Mpoxeipog o€ EYPQ( € )

AvTIKEIHEVO

MpounBeia avTidpacTnpiwy yia NPoadlopIoHO
£PYacTNPIAKWV EEETACEWV AVOCOAOYIKWV AVAAUTWV
aipgodooiag Tou Nogokopeiou MUTIAAVNG, HETA ouvodoU
etonAiopou.

Xpovog NMapadoong TunpaTika peTa and Tnv
gyypagn napayyeAia Tou Noookopegiou
Tonog Napadoong Noookopeio MuTIAfvNnG «BoaTavelo»

Huepopnvia, TONOG ka1 ®pa
OIEVEPYEIAG TOU SIaywVvIOHOU

Nogokopeio MuTIAfvnG «BooTaveio»
Fpageio MpopnBeimv

Hpep. 13/6/2013

‘Qpa: 12.00
MpoBeopia YNoBoAnG Hpep. 12/6/2013
Mpoowoprv ‘Qpa: 14.30

MpoiinoAoyioBeica danavn

45.000,00 Eupm pe ®.M.A.

MpoiinoAoyiopoG nou Bapuvel

TakTIkoG MpolnoAoyIouog

Nopiopa

EYPQ

AIGpKEIa 1I0XUOG NPOCPOPMOV

120 nuéEpeC

AvaBiTouoca apxn Kai
ApHO0S10G UNAAAnAog yia
MAnpogopieg

Noookopegio MuTIAfvNG «BoaTaveio»
AOYBAAETAZ NANAIIQTHZ
TNA. 2251046272




Ta npoo@epoyeva €idn NpENEl va CUPHOPPVOVTAl HE TIC analtNOEIC TwV
Aigbvwv kal Eupwnaikwv npotunwv kai va gépouv Tnv npoBAenopevn onuavon CE.

NAPAPTHMA A

MNINAKAZ O2OTHTQN KAI KATANOMHZ ESOMNAIZMOY

2Tov napakatw nivaka edgavifovral ol xwpol nou BOa eykaractabouv  Kal
AEITOUPYOOUV 0l AVAAUTEC KaBWC Kal ol NooOTNTEC Nou Ba eykatacTadouv ava Xwpo.

NOZOKOMEIO MYTIAHNHZ | MPOYMNOAOIIZMOX

ANAAYTHZ ANOZOAOrIKOZz
AIMOAOZIAZ 1 45.000,00€

ZnUEI®WOoN: STIC NOJOTNTEC Nou avaypa@ovrdl Osv £xouv cuunepIAN®OEi o1 avaAuTeC ol
Onoiol _anaiTEiTal va _ undpyouv_ wc_eQedpikoi. Qc  eAdyioToc  apiBuoc  s@eDOPIKWV
OUOKEUWV _opileTal _evac (1) s@edpIkOC avaAuTtnc o onoioc Ba sykaraoTabei oTo

VOOOKOWEIO

NINAKAZ 2: NMINAKAZ EEETAZEQN MNMOY EKTEAOYNTAI ANO TOY2
ANOZOAOI'TKOY2 ANAAYTEZ

ApIOpOG
BaputnTa €EETAOEMV YIA
A/A | Eidoc eE€Taonc eE€Taonc névre (5) pRvec
HbsAg(HnarTiTida B) AnapaitnTn 3750
HCV Hnartimda C « 3750
HIV Combo « 3333
HTLV I + II « 2292
SYPHILIS TP « 2917
HAVAB IgG « 417
HAVAB IgM « 417
ANTI HBs « 1667
Core Anti HBc « 208
Core HBc IgM « 125
HBe 125
Anti-HBe « 125

MAPATHPHSH:

1. ZTI¢ napandvw €EETA0EIC Ba NPENEN va UNAPXEI O NPOCdIOPICUOC AUTWV MNou Eival
anapaitnTeS yia Tnv Asimoupyia Tou Noookopeiou kal BewpolvTal w¢ anapdaBaTtol opol
anodoxnc TNG NPOoPOPAG Kal AUT®V Mou ival ENIBUPNTEC.

O NpouNnBeUTEC NPENEl va NPOOMEPOUV, OE XWPIOTO Mivaka, TIPN Kal yia Ta €idn
€€eTGOEWV MoOuU npaypaTtonoloUv  of  avaAuTéEC nou 6a npoogEpouV  Kal  Oev
oupnepiAapBavovTal ) dev avaypageTal apiOudc oTov napandavw nivaka.



NMAPAPTHMA B
TEXNIKEZ NMPOAIATPA®EZ ANTIAPAZTHPIQN

1. AvTiKeidevo npopneeiag

H napouaoa Texvikn npodiaypadr) apopd Tnv avadeiEn XopnynTwy yia Thv npoundeia
ano To eAeUBePO eUNOPIO TwV UNIKWYV, Ta onoia neprypagovral oto MAPAPTHMA A ,nou
anairouvTal yia Tn JIEVEPYEIQ TwV EEETACEWY, YIA XPOVIKO dlaoTnua NEVTE (5) pnvev,
KaBw¢ Kal TIC anaiTroEIG , TOV TPOMO EAEYXOU Kal Napaiafng autwv.

O apIBOC Twv EEETACEWY TOU NAPAPTNUATOC A PNOpPEi AUEOEINOEI CUMPWVA PE TOV
NpaypaTiko aplbuo eEeTacswv nou Ba npaypaTtonoindolyv, evrog TwV NPOBAENOMEVWV
opiwv Tou M.A. 118/07).

2. 'Opol dieEaywyng Tou diaywvioHoU

2.1.AsiypaTa

KaTda 1o oTadio a&loAdynong Tou diaywviopoU, Ol NPOUNBEUTEC NPENEI va €XOUV TNV
duvaTtoTnTa €NIGEIENC TOU TPOMOU OIEVEPYEIAC TWV EEETACEWV ME TA MPOOPEPOHEVA
UANIKG Kal avaAuTeg, €pooov Toug {ntnBsi and Tnv enirponn agohoynonc. Eav n
emirponr) a&loAdynong Tou diaywviopoU Kpivel OTI anaiTeital enideiEn Tou PNXavipaToc,
ol diaywvi{Opevol unoxpeouvTal Pe OIkG Toug €€00a va WETAPEPOUV TA MEAN TNG
EMITPONNG OTOV TOMO €YKATAOTAGNG TOU WUNXAvAHATOC.

2.2.01 NpopNnBeUTEC UNopeEOUVTal va dNAWOOUV OTI Ta NPOOPEPOUEVA €idN KAAUMTOUV
TIC anaitioeig Tng Yn. Anogaong Evapuoviong Tng odnyiag 98/79/EK.

a. Xwpa npogAeuonG TWV UAIKQV.

B .EpyooTdoio kaTaokeung

Y. XpOvog napadoong o€ NUEPOAOYIAKEG NUEPES and TNV napayyeAia.

0. Xpovo {wnc (nuepopnvia napaywyng kai AnEewc)

€. Tn ouokeuaaia Tou UAIKOU, N oroia Npenel va €ival Tou EpyooTaciou KATAOKEUNG.

3. Texvikoi Npoadlopicpoi

3.1 O daywviopdc Ba yivel pe Baon TIC Texvikéc MepiypaPec Twv UAIKWV Mou
avapépovtal oto MAPAPTHMATT.

3.1.1. O apiBudg, o TUMNOG Kal N KAaTNyopia Twv avaAuTwv NMou MnpeEnel va JIoBwaoel To
Noookopeio andé Tov nNpopnBeuTry Ba npeEnsl va avTanokpiveTal OTIC AVAYKEG Tou
NOOOKOEIOU ONWG AUTEC NEPIYPAPOVTAl OTO ouvnuuEvo MAPAPTHMA A.

3.1.2. >tnv OIKovopIkn npoo®opd va avagepBei n afia Tou npo¢ piobwaon
NPOTEIVOUEVOU €EONAIOWOU and Tov NPOPNBeUTH.

3.2. O NPOOPEPOVTEG NPENEl va avaypapouv OTIC NPOCPOPEC TOUG (OIKOVOUIKN Kal
TEXVIKN), OTI TO €I00C NOU NPOCPEPOUV KAAUNTEI TIC NAPANAVE TEXVIKEC NPodIaypaPEC
TNG UNNPEaiac.

3.3. IV nePINTwon Nou TO NPOOPEPOPEVO UAIKO napoucialel anokAoEIC R
dlagoponoinoelic and autd nou kabopilovral and TIC TEXVIKEC MpodiaypaPec TNnG
Olaknpu&nc dev Ba anoppinTovTal unod Tnv NpolndBeon OTI O anokAICEIC auTeG Oev
avapépovTal 0TouG anapaBaTouc 0pouc kal KpivovTal and Tnv ENITPON €NOUCIWOEIC,



Ma 1o Aoyo autd npénel AMAPAITHTA va ava@epovtal e AEMTOUEPEIEG yia va
a&ioAoynBouv anod Tnv eNITponn.

4. SUoKeUaoia

4.1. H ouokeuacia 6a eival onw¢ auTrh TOU €PYOOTACIOU MAPAywWync, XwpPIG AAAN
XPNHATIKA €ENBApUVON TWV OXETIKWV UAIKOV OUCKEUAOIAc, Nou Oev EMNICTPEPOVTAl OTOV
npoundeuTH.

4.2. Y& kaBe ouokeuaoia Ba npenel va avaypagovTtal 6Aa Ta {nrolpeva anod Tnv Yn.
Anogpaon 98/79/EK e’ 000V NpOKeITal yia Xapaktnpiopeva IVD npoidvTa.

4.2.1. H nuepopnvia PEXP! TNV onoia To Mpoiov PMopei va Xpnoihonoinbei acpaiwc,
XWpIc unoBIBacpo Tng nidoonc,.

4.2.2. Kata nepintwon, £vOeiEn, We Tnv onoia Ba emonuaiveTal OTI NPOKEITAl yId «
Npoidv» Nnou XpNnoIJONOIEiTal in vitro i HOVO yia TNV a&loAdynon Twv enidOCEwWV.

4.2.3. Tic €10IKEG CUVONKEC anoBnKeUonG f Kal XEIpIoKoU.

4.2.4. Tic evOedEIYPEVEC NPOEIDONOINTEIC I Kal NMPOPUAAEEIC.

4.2.5. 3¢ k@Be ouokeudcia Ba npenel va nepidauBavovrar OAHIIES XPHZEQS oTa
EMnNVIKG, €KTOC €AV N UMOUPYIKA anogacn evappoviong tng Odny.78/79/E.K opilel
OlaPOPETIKA.

4.2.6. BeBaiwon — dnAwon o1 pnopei va Aapel 0Aa Ta avaykaia JETpa andouponc.



NAPAPTHMA I’

1. ANAITHZEIZ
1.1. FENIKA

1.1.1. Ta und npounbela UANKA npenel va eival ouyxpovng TeXVoAoyiag Kai
KATAOKEUAOMEVA HE TIG TEAEUTAIEC EMIOTNHOVIKES EEEAIEEIC.

1.1.2. Me anokAsioTIky €uBUvn Tou npounBeuTr), nou anodeikvUeTal and Ta
anairoupeva oTic napaypagouc 2.1 kai 2.2, 8a npénel va eEao@alileTal duvaToTnTa yia
OUVEXT Kal NANPN TEXVIKN unoaTnpIEn, OnAadn eMIOKEUES, avTaANAKTIKA Kal GAAa UNIKG,
nmou eival avaykaia yia Tn AIToupyia Tou pnxavhuartoc, nou Oa diatebei anod Tov
npounBeuTn yia Tn JIEVEPYEID TWV AMNAITOUMEVWV €EETACEWY, KABWC Kal n npoundeia
TWV aNAITOUPEVWV  UAIKWV  BaBuovounonc kai eAéyxou (standards,controls) o€
NoooTNTEG TETOIEC MOU Vva HNV NApakwAUETal n  anpdokonTn A&IToupyia Tou
gpyaoTnpiou.

1.2. AEITOYPIIKA-®YZIKA XAPAKTHPIZTIKA KAI IAIOTHTEZ

1.2.1. BIOAOIrTKA KAI XHMIKA ANTIAPAZTHPIA

1.2.1.1. Ta uno npounBeia avtidpaoTnpia 6a npénel va nAnpolv TouG NapakaTw
Opoug:

1.2.1.1.1. Na avranokpivovTal NANRpwG OTIC AvAayKeS TNG YNNPETIAg yia Tnv Xprion Toug
O€ AVAAUTEG,.

1.2.1.1.2. Na ouvodeUovtal and oageic odnyieg Xpnoews ,oUNPWvVa HE TNV
nap.4.2.5.tou NMAPAPTHMATOZ B.

1.2.1.1.3. Na €xouv Tov KaTd To duvaTov PEYAAUTEPO XPOVO ANEEWC.

1.2.1.1.4. Na €xouv Tnv kataAnAn ouokeudaia.

1.2.2. exkTeAoUupeVeG g&eTdOEIG.

lMpodraypapsg TEXNIKR2N XAPAKTHPISTIK2N séonAiopyou

1.2.2.1. O npoo@epdpevoc eE0NAICHOC Ba NpeEnel va gival ouyXpovng TEXVoOAoyiag Kai
0a napadoBei oTto Noookopeio pe €ublvn Tou npoupnBeutn. Ma Adyouc KaAng
A€ITOUPYIac Tou €pyacTnpiou anaiTeiTal n eykaTaocTaon E0nAICUOU oUPQWVA HE ToV
MINAKA 2 Tou MapapTruaTtog A'.

1.2.2.2. EktehoUpeveg e€etdoeic: O1 avapepopeveg oto MNMAPAPTHMA A kal nAéov
auTwVv.

2.1. EminA€ov anaiTOUPEVA OTOIXEIa

2.1.1. Kabe npounBeuTnG unoxpeoUTal va KaTabeoel, ni NOIVI anoppiYewc,

Ta NAPAKATW Padi HE TNV TEXVIKA NPOC(OPd TOU:
2.1.1.1. BeBaIWOEIG:

BeBaiwon Tou 0ikou KaTAOKEUNG TOU UNXavAHaTog oTnv onoia va BeBaimveTal OTi Ta NPoo@ePBEVTA aTOV dIAYWVIOHO
avTaAAakTIKa kal avaAwoiya (nou 8a xpnoiponololvTal oTo UNXAavnua) npoTeivovTal anod Tov v AOyw 0iKo yia
Kavovikn xpnon, OTI ival anoAUTa oupBaTa PE Ta NAEKTPOVIKA Kal UNXAVIKG PEPN TOU PNXavnuaTtog kai oTi dev Ba
£MNPEAcOUV TNV OUAA Kal anpookKonTn A&IToupyia Tou Kal

BeBaiwon Tou 0ikou KATAOKEURG TOU UNXavhpaTog oTnyv onoia va BeBaiwveral 6TI N Npoo@Epouca eTaipeia
(npounBeuTng) eival eE0uaiodoTNHEVN YIa TNV NAPOXT NARPOUG TEXVIKNG KAl ENICTNHOVIKNAG UNOoTAPIENG Kal OTI
OTEAEXN TNC £XOUV EKNAISEUTEI ANO TOV 0IKO KATAGKEUNG.



AnNoJEIKTIKA WG NPOG TNV Napandvw eknaideucn kai Tnv dIApKeIa TNG.

BeBaiwan Apuddiag Apxig TNG XWpag nou BpiokeTal To EpyooTAcio napaywyng avridpacTnpiwy, n onoia Ha Bepaiwvel
OTI TO gpyooTacio diabéTel adeia duvaToTNTAg Napaywyng in vitro avridpacTnpiwy.

MoTonoINTIKG:

MoTonoinTikd CE, oUpgwva pe Tig diata&eig Tng odnyiag 78/79/E.K kai 89/336/EOK yia Tnv nAeKTpOUayvNTIKr
oupBaToTnTa (Koivry Ynoupyikn anogacn 94649/8682/93) yia To cuvodo E0nANIoHO.

MaoTonoinTika ISO TwV KATAOKEUAOTWV TWV NPOTPEPOPEVV EIDWV Kal TOU NPORNOeUTH.
AnA®osig,.

YneUBuvn dnAwon Tou N.1599/86 anod Tov npopnBeuTh nou va dnAwvel 0TI To Pnxdvnua nou 6a napadwaoel wg KUPIo
€€ONNIOPO KATAOKEUAOTNKE TNV TeAeuTaia dleTia, av de anaiTeital pedpIkd UNXAvNKa auTo Ba €ival KATAOKEUAOHEVO
TNV TeAeuTaia nevrasTia.

YneUBuvn AnAwaon Tou N. 1599/86, oTnv onoia 6a avapépeTal 0TI Ta NPooPepdUevVa avTidpacTripia 8a KaAUWouV TIG
anaitioeig Tng 0dnyiag 98/79/EK evtog Tou npoBAenodpevou Xpdvou.

‘Eyypapn dnAwan Tou npounBeuTr 0TI 0€ nepinTwon nou dev Ba €ival PeIdoTNG Kai yia Tov ENOUEVO dlaywvioHo
unoxpeoUTal GTnV anoéoupan TWV avaAuTwv TNV NUEPOpNVia nou Ba opiaTei and To appodio dpyavo Tou
Noaookopgiou,

‘Eyypapn dnAwaon Tou npounBeuTr 0TI 0€ NEPINTWON Mou va KnpuyBei PeioddTNG Kal yia Tov ENOHEVO dIayWVICHO
unoxpeouTal OTNV AvTIKATaoTaon Twv avaluT®v, EPOCOV auToi ungpBaivouv Tnv TETPAETIA anod TNV NUEPOUNvia
KATAOKEUNG TOUG.

'Eyypagn dnAwon Tou npopnBeuTr 0TI Ba NPooKopioel TNV ouokeun o€ U0 (2) WAVEG anod TNV nuepounvia
unoypaeng TNG OXETIKNC aUBAoNC Kai 0TI eyyuaTtal TNV KaAn AEIToupyia TnNG GUGKEUNG yia TO XPOVIKO dIGoTnua
10XUOG TNG OUKBACNG, wg eniong 6T avahauBavel Tnv unoxpéwan va diabéael TeXVIKO 0 onoiog Ba emdeiel aTo
NpoCWNIKO TNG UNNPECiag Tov TPOMo AEIToupyiag kal XEIPIOUOU TNG CUOKEUNG, KABWG kal T NpOOTATEUTIKA HETPA
aopaleiag npoownikoU kal UNIKoU nou anairouvTal kal OTI €X&l TRV duvaToTnTA UNOoTNPIEEWC,

2.1.1.4. AlapnuioTIkO GUANGdIO 1) BIBAIGPIO TNG KATAOKEUAOTPIAG eTaIpeiac (prospectus) yia Tov GUYKEKPIYEVO TUMO,
nou Ba NePIEXEI TA YEVIKA TEXVIKA XAPAKTNPIOTIKA TNG CUOKEUNG.

H emitponn a§loAdynong duvatal va {nTrAoel katd Tnv Kpion TnG and Tov NPopnBeuTr TUXOV JIEUKPIVATEIG,
£Mi TWV avaypaPopEVWV OTNV NPOGPOPa TOU, CUUNANPWHATIKA GTOIXEIA yia TNV NANPEaTEPN dIaTUNWON TWV
TEXVIKOV XAPAKTNPIOTIKWV Kal SUVATOTATWV TNG GUCKEUNC ) akOun Kail enideiEn AsiToupyiag auTng, Xwpic Kkayia
anaitnon Tou npopnoeuTH.

2.2. EAErXoz NOIOTHTAZ-OPOI AINTOAOXHz2.

2.2.1.Ta uno npopndeia avTidpacTripia npenel va nAnpouv OAOUC TOuC OPOUC TNG
napaypdagou 2.2.1.BIOAOIKA KAI XHMIKA ANTIAPAZTHPIA.

2.2.2. O npounBeUTAC UNOXPEWVETAl va napadwael, JE TNV NpwTn napadoon Twv
avTidpacTnpiwv Kal Ta NapakdTw, Ta onoia NpeEnel va ouvodeUouv Tnv dIaTIBEPEVN
anod auTov CUOKEUN :

2.2.2.1. 'Eyypa®n gyyUunon KaAng Aeiroupyiag yia 1o Xpoviko didotnua ioxuog Tng
oUpBaoncg, anod Tnv nuepopnvia Nnapalapric Tou CUYKEKPIPEVOU PNXAVAKATOC HE TOV
OUYKEKPIJEVO €pyoOTaoiakd apibuyd, o onoio¢ 6a avaypdgerar otn oUppaon
npounGeiag Twv avTidpaocTnpiwy. XTo dIAoTNPA auTd 0 NPoUNBeUTNC unoxpeoUTal va
€MIOKEUACEl 1 va avTikabioTda onolodnnoTe €EApTNUA 1 MEPOC 1} 0OAOKANPO To cUOTNHA
nou €xel unooTei BAAPN o@elAdPevn o ouvhABNG kal opbr xpnon, Xwpic kapia
empapuvon Tou Noookopeiou.

2.2.2.2. To &kTOG AgiToupyiag O1A0TNMA TNG OUOKEUNG, apxifel and Tnv OTIyun
€1donoinong Tou NpounBeuTn yia Tn BAGRN kai Afyel pe TV napadoan TnG CUOKEUNG
o Aerroupyia. To XpovikdO auto diaoTnua Osv npénel va unepPaivel o€ Kappia
nepinTwon TIG dUo (2) nuépec. O TPOMOC MOU MPOTEiVEl 0 MPOUNBEUTAC yia TNV
QVTIMETWONION TWV ENEIYOVTWV MEPIOTATIKWV Of NePIinTwon PAABNg, npenesl va
nepIypagei capwg kal va a&lohoynOei.

Ta aima Tng BAABNG KAl n nIOTOMOINON TWV XPOVIKWV Opiwv TG napouong
napaypdgou 6a npokunTouv and £yypapo 1 OeATiO TeXVIKOU €AEyXOU TOU
npounBeuTn Nou Ba NpoounoypAPETal anod KNPOCWNO TOU TEXVIKOU TUAKATOC 1 TOU
epyaotnpiou Tou Noookopeiou. O npounBeuTAC UNoXpPeoUTAl VA AMNOCTEIAEN
EIOIKEUPEVO TEXVIKO yIa TNV anokatdoTaon kabe BAARNG. To xpovikd auTtd didoTnua
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avtanokpiong oTnv KAnon O0ev npenel va unepPaivel o€ kapia nepinTwaon TIG €ikool
TEOOEPIC (24) WPEC.

O1 WC GV UMOXPEWOEIC TOU NPOPNBeUTH 1I0XUOUV £pOaov n BAGBN nou €00 €KTOG
Aeiroupyiac Tov avaAuTn dev o@eileTal o€ unamoTnTa Tou Noookopeiou (Un ouvnong
Kal opdnc Xprone) n o< yeyovota avwTepag Biac rj BAaBec dikTUwv, yia Ta onoia dev
€UBUVETAI O NPOMNBEUTAC.

2.3. EAEMXO0I - MAPAAABH.

O PaKpooKOMIKOC EAEYXOC TwV avTIOPAoTNPIWV Kal Tou dIaTIBEPUEVOU PNXaviAHaToc,
yiveTal and apupodia enitponry eAéyxou kal napaAapnc oe kabe napadoon kal Ba
anookonei oTn dianioTwon :

2.3.1. Tnc «kaAlg katdotaong and anoyn EPGAVICEWS,  NANPOTNTAC,
AEITOUPYIKOTNTAC, KAKWOEWV 1| pOopAc.

2.3.2. TnC OUMQWVIAC TWV XAPAKTNPIOTIKWY OTOIXEIWV TOU €idOUC KE aUTA nou
npoadiopifovral oTnv napouod ,kabwe Kal TwV TEAIKWV OpwV Kal CUPPWVIOV Mou
oupnepiAayBavovTal oTn cuppaon.

2.3.3. Tnv napadoon eyxelpidiou XpRoews yia kabe avaAuTr atnv EAANVIKN.

2.3.4 Mpiv yivel 0 éAeyxoG, Twv napandvw amno Tnv eniTponn napaAkaBng, o
NPouNBeUTNG €ival unoxpewpévoc va d1abeoel €10IKO 1 €10IKOUC TEXVIKOUC nou 6a
napaygeivouv otn O1d0son TNG eniTponng yia €nideiEn kal €Enynoeic navw oTo
XEIPIOKO, TN AsiToupyia kal Tn Bswpia Tou uno npopndela ouoTAuaTos. H didpkeia
enideigng Ba eivar and 1-6 nuépeg, avaloya PE TNV Anaitnon Tng EMITPONNG, XWPIG
OIKOVOMIKN eniBapuvon Tou Nogokopeiou.

2.4. ®OUAAO GUHHOPPWONG.

O npounBeuTnc unoxpeoUTal, €ni MOV ANOPPIYewS, Madi PE TNV Npoo®opd va
unoBaMAel kar ®YAAO ZYMMOP®QZHS . AuTo ival (PUANO OUOXETIOEWG TNG NPOaPopac
ME TIC anaITnoEIG TNG NapouonG TEXVIKAG NEPIYPAPnC. ZTo GUAAO auTo Ba avagepovTal
HE AeNTOPEPEIa OAEG O1 UNAPXOUOEC OUNPWVIEG I} ANOKAIOEIC TWV XAPAKTNPIOTIKDV TWV
NPOOPEPOPEVWV avTIOPACTNPIWV Kal TOU PNXAVAKATOC OS OXEON ME TA avapepOUeva
oTnV napouca nepiypadr. O npounBeutng Ba npénel va anavrta otnv nepypaen
napaypago npog NapaypaPo cUPPWVA HE TO OXETIKO unoddeyua.

YNOAEITMA ®YAAOY ZYMMOP®QZHZ

glapoypocpm Mapaprnpatog SUPQViIa N Un XapakTnpIioTIKOV NPOCPEPOPEVOU UAIKOU Mapanopnéc oTa eyxeipidia




TEXNIKEZ NMPOAIAIrPA®EZ EEOMNAIZMOY

ANOZOAOI'TKOZ ANAAYTHZ AIMOAOZIAZ
NMOZOTHTA: 1
APIOMOZ ESETAZEQN TI'IA NENTE (5) MHNEZ: 19.126

1) Na ival nAfpw¢G auTopaTonoINUEVOG, avoooAoyIKO avaAuThG TuXaiag EMIAOYNG
(RANDOM ACCESS)

2) Na pnopei va die€ayel TouhayioTov 80 TeoT/wpa (1 avaiuTn)

3) Na 0iabetel olUoTnUa avayvwpiong Ypauuikou kwdika yia deiypaTta  Kai
avTidpacTnpia

4) Na é&xel OuvatotTnTa TAUTOXPOVNG METPNONG OMOIOdANOTE  GUVOUAGHOU
TouAayioTov 20 eEeTaocwv O€ KABE Beiyua.

Na dexeTal cwAnvapia Twv 5,7,10 ml kal unodoxeic SelyHaTwV

Na €xel duvaToTNTa EKTEAEONG ENEIYOVTWV JElYHATWV (STAT) Xwpic va diakoNTETAI N
A&IToupyia Tou avaAuTn kal Xwpi¢ va enBpaduveTal n TaxuTnTa Tou.

Ta eneiyovta deiydaTa va TPEXOUV OE XPOVO HIKPOTEPO TwV 45 AenTwv.

O avaAuTnc va d1aBeTel cUOTNKA AUTOPATNG AVIXVEUGNG NNYHATWY, 0TABUNG 0pwVv
Kal avTidpaoTnpiwv Kai va €I00MoIEl TOV XEIPIOTN yia TUXOV EAAEIYN TOUG.

Na &€xel duvaTdTnTa NPoapaiwong SEIYHATWY Kabwg Kal apainong oTa eKTOG
YPAUMIKOTNTAC.

Na unapyel duvaToTNTA AUTONATWY ENAVAANWEWV KABwE Kal auTopaTn enavainyn
o€ dlapopeTikn eEeTaon(reflex testing).

Na d1a6éTel €101kd TPOMNo NAUCEWV Yia TNV anopuyn ENNOAUVOEWV

Na £xel xwpnTIKOTNTA TOUAAXIoTOV 60 SEIYUATWV .

Na J1a6£Tel EVOWHATWHEVO MOIOTIKO EAEYXO HE KPITAPIa TUNou LEVEY JENNIGS.

Na napéxel duvaTtoTnTa evroniopoU BAaBwv.

O avaAuTnc va diabeTel €000 yia oUVOEoN HE KEVTPIKO unoloyioTr). Na ouvodeUeTal
ano unoAoyIoTr), EKTUNWTH, NPOYPAUKa eneEepyaoiac anoTeAEOUATwV aobevav oTa
EANvika, UPS kal oTiIdANOTe GANO anaiTeital yia Tnv eupudun AeIroupyia Tou.

Ta npoo@epopeva avridpacTnpld, ol BaBpovounTES kal Ta NPATUNA EAEYXOU va eival

OAa £ToIha Npog Xpnon kai va pnv anarreital avactoraon. H BaBuovounon yia kabe
€€ETAON va £xel 0TABEPOTNTA TOUAAXIOTOV 28 NUEPV.

Na ekTeAei OAeC TIC €E€TACEIC TOU Nivaka 1 nNou €Xouv XapakTnPIoBEi wG anapaiTnTeS



MpodiaypageEG nou dev TEKKNPIWVOVTAlI O EVTUNA TOU KATAOKEUAOTN (prospectus,
manuals kAn.) 8a anoppinTovTal W¢ TEXVIKG anapadekTEG.

Na d1aB&Tel Wuyeio yia TNV CUVTAPENON TWV avTiIdpacTnpinv Kata Tnv didpkeia
napagovng Toug aTov AvaAuTr).

10



NMAPAPTHMA A

MINAKAZ 1 / ANAAYTIKO ZYNOAIKO KOZTOZ OMAAAZ ESETAZEQN

A. A. ZYNOAIKO
ANTIAPAZTHPIA B. ANAAQEIMA (U)o o0 1y ESOMAIEMOY EMIZKEVH  |[ESETASH IA
ESOMAIZMOY [MENTE (5) MHNES
A/A  [ESETAZH Z‘;ﬁ%ﬂz KozTOz ANA EzeTAsH [KOZTO® ANA o503 ANA E=ETAZH  KOZTOZ ANA
ESETAZEQN
1 HbsAg(HnaTiTida B)
2 HCV Hnatimda C
3 HIV Combo
4 HTLV I + II
5 SYPHILIS TP
6 |HAVAB IgG
7 HAVAB IgM
8 IANTI HBs
9 Core Anti HBc
10  |Core HBc IgM
11 HBe
12 |Anti-HBe

ZYNOAIKO KOZTOZ OMAAAZ I'TA MNMENTE(5) MHNEZ€E




NMAPAPTHMA A

NINAKAZ 1 / NPOZ®EPOMENA EIAH

A/A [EIAOZ KQAIKOZ MPOMHOEYTH  [EYZKEYAZIA TIMH ANA IYSKEYAZIA
1
MINAKAZ 2 / ANMAITOYMENA ANAAQZIMA YAIKA - YAIKA BAOMONOMHZHZ
KQAIKOZ TIMH ANA SYNOAO SYZKEYASIQN [KOSTOZ ANA
A/A EIAOZ MPOMHOEYTH  [sYSKEYAZIA YXNOTHTA XPHZIHZ IIA NENTE (5) MHNEZ |[ESETASH
1
SYNOAIKO KOZTOZ ANA EZETAZH €
MINAKAZ 3 / ANAAYTIKO ZYNOAIKO KOZTOZ OMAAAZ ESETAZEQN
A.
ANTIAPAZTHPIA A
B. r. TYNOAIKO
ANAAQZIMA  KOrTOZ KOZTOZ
MIZOQZHZ |ANA
ESOMAIZMOY ESETAZH
ANA ESETAZH|ITA NENTE
(5) MHNEZ
MHNIAIOZ |MHNIAIOZ MHNIAIO KOZTOZ
A/A ESETAZH APIOMOZ  |APIOMOZ E{I::E‘\\{I:QI A kozTOZ ANA Egg': ‘&zHANA
ESETAZEQN YIKEYAZIQN SYZKEYAZIQN [ESETAZH |-
1

2YNOAIKO ETHZIO KOZTOZ OMAAAZ €




FTENIKOI OPOI AIAKHPYZEQ>

H oikovopikn npooopd va unoPAnOei kal G€ NAEKTPOVIKN HOPPH).
>Tnv napouoa npopnBeia epapudlovTai ol diata&eic Tou MA.118/2007.

H olkovoIkr) Npoa®opd Kal n TEXVIKN Npoo®opd Ba eival og EeXwpIoToUG (PAKEAOUC, Kal
ol 0Uo HEoa o€ Evav (Pakeho e Ta oTolxeia Tou diaywviopoU. Z€ NEPINTWON Mou ol
enmponn diaywviopoU Kpivel OTI O TEXVIKEC NPOOPOPEC  KaBw kal Ta deiyuara (orou
{nrouvTal) OAWV TWV ETAIPEIWV MOU CULKETEXOUV OTO dlaywviopd gival anodekTd , Ba
yiveral napdMnAa v nuépa Jdlevepyelag Tou diaywviopoU anooppayion Kal Twv
OIKOVOUIK(WV MPOCpOPWY MPOKEIEVOU VA EE0IKOVOIETAI XpOVOG Kal va enmayUvovTal ol
dladikaoieg OAOKANPWONG Twv SIaYwVIOHWV.

O QUMPETEXOVTEC unoxpeoUvTal va ONAWOOUV KABE OTOIXEIO OXETIKO WE TNV
avapepdyevn npopnbeia, He nAnpogopiakd €vrund K.Am. (NpooKOMIon
dikalohoynTikou onuavong CE MARK & ISO) Ta onoia Ba eival enikupwyéva
anoé odnuooia apxn kal va unoBdalouv oOnou anaiteital dsiyya Tou
NPOCMEPOPEVOU €IOOUC KAl va ONAWVOUV OTNV TEXVIKN TOUC Npoopopd TO
€PYOOTACIO KATAOKEUNG

270 dIaywvIopO Ogv yivovTal OEKTEC aVTINPOTPOPEC.

Z€ NePINTWON UNOBOANG TOUG anoppinTovTal, WG anapadeKTEC.

EVaAAGKTIKEC NPOOPOPEC OeV YivovTal OEKTEC,

>Tnv NepiNTwaon auTtn 6a anoppinTeTal n NPooPopa oTo CUVOAS TNG.

Mpiv TNV unoypa®n ouuBaonG o HEI0dOTNG UMNOXPEOUTAl VA MPOOCKOWIOE
EYYUNTIKN KAANG ekTeNeoNC ion pe To 10% Tn¢ a&iac TnS npoo@opdc Tou We
O.IM.A.

Baoel Tou apBpou 46 Tou N.3801/09 «Ta £Eoda dnuoaicuong TnG dIaknpPUENG
Ta knpUKela kal Ta Aoind €€0da Tng dnuonpaaciac apxIkNG Kal ENavainnTikng
Ba kataBalovTal o€ kABe nepinTwon anod Tov €pyoAdapo r Tov NPoundeuTnh
Mou avaknpuxdnke avadoxoc pe Tnv 01adIkacia, ME TNV MNPOOKOUION TwV
VOUIMWV NapacTaTikwv>.

O AIOIKHTHZ a/a

OEOAQPOY XPIZTO®OPOZ



YMNOAEIIMA ZYMBAZH MNPOMHOEIAZ

MUTIAAVN ONHEPT ..evveeveeeeeereeeeeveeevens METAEU a@ " evog Tou K. Manadornoulou
MauAou nou napioTaTal kar evepyei we AloiknTng Tou I.N. MuTIAfjvng «BOZTANEIO» (
A/von E. Bootavn 48 TnA.22510-57700 fax:22510-26390) oTnVv NPOKEIUEVN
NEPINTWON , EKNPOCWNEI VOUINA TO TOPUHA GUHPWVA HE TNV .evveveereeeeeereennens
ano@aong Tng A.Y.ME. Bopeiou Alyaiou, kal aQeTEPOU TNG ETAIPEIAC
.............................................................. (cerereveeeieeiieeieenenenn.) TIOU EKMPOCWNEITAI
VOUIHA QMO TOV ..veeviiieeeereeieeete e ereeereeeesveeevesneeeveens Baoel Tou
UN'APIOH. e
KaTaoTaTikoU TNC £TAIPEIAC CUPPWVNONKAV Kal GUVopoAoynenkav Ta napakaTw :

>T0 AnpOaCI0 IaywVIOHO Nou JIEVEPYNBNKE OTIG.................. yla Tnv npopnBeia
.................................................................................................. Tou levikou
Nogokopeiou MuTIAfvNG HETA ouvodou €EONAIOHOU, HE KPITAPIO KAaTakUpwong TNV
OUMQEPOTEPN NPOOPOPA N we avw ETAIPEIA CUPPWVA KE TNV UN'ApIBH. .............
anogaon Tou A.X. avaiauBavel Tnv npouneeia oto NOCOKOWEID Twv NApaKATw
€10WV, avTi GUVONIKOU MOCOU ........cccceeeveeeans € pe ©.M.A. ,oUP@WVA e TOUG NAPAKATW
OpOUC Kal NEPIOPIoHOUC:

I>2XY> 2YMBA2H2

H napoUoa oUpBacn 1oxuel ano ........... .... =00

O oupBaTikog Xpdvog Wnopei va napatabei Povo pe anogacn Tou A.Z. Tou
Noaookopegiou kail 8a ioxUouv ol idlol Opol Kal TIMEC YIa €va €TOC GUVOAIKA.

NAPAAOZH — NAPAAABH

H napadoon Twv €1dwv Ba yivetal oto ®apuakeio Tou NOOOKOUEIOU TUNUATIKA PE
€€oda nou Ba Bapuvouv Tov MPOMHBEYTH, evtoc névTe (5) nuepwv and Tnv nuépa
nou Ba doBei n oxeTikn napayyeAia and Tnv appodia unnpecia Tou NOooKoEIou.

H napaAaBr) noooTikn Kal noloTIKnA Ba yivel and appodia emITponi napouaia Tou
MpounBeuTn €@’0oov To eniBupei. H noloTik napaiaBn Ba yiveTal cuPPwva Pe 6oa
npoBAénovTal ano Ti¢ diata&eic Tou M.A.118/07. & nepinTwon Nou Ta anoTeEAEOUATA
Tou gAéyyou Ogv €ival Ta and Tn oupBaocn npoBAendpeva 1o A.3. Tou NooOKOMEIOU
anogaiveral TeEAeoidIka yia Tnv andppiyn f napaiafn Tou €idouc,.

2€ NEPINTWON MEPIKAG i OAIKAG anoppiyng TNES npouneeiag anod 1o A.X. Tou
Noookopeiou, o MpounBeuTnC UNoxpeoUTal Vva avTIKATACTNOEl TO €id0C 1} Ta €idn Nou
anoppipOnkav To apyoTePO Weoa as dUO (2) NUEPES XWPIG va NPoBAAAE! avTIpPAOEIC
Ol1apopeTIKa £pappolovTal kat’ autoU ol NPoBAENOUEVEC NEPI EKNTWONG KUPWOEIG
nou NePIypagovTal no kKatw oto apdpo 5.

EITYH2EI>



O MpopnBeuTnC yia TNV KaAn EKTEAEON TWV OpwV TNG Napouoag cUuPPBaong kaTebeoe
TNV UNMAPIOM. ..ttt EYYUNTIKN €NIOTOAN TNG

EEO®AHZH TIMOAOIIOQN

H €E6gpAnon Tou npounBeuTn Ba yiveral evroc Tpiwv (3) MNvav Nepinou ano Tnv
napadoon Twv €10wv. H NAnpwuni Tou NnpopndeuTn Ba yiveTal e emiTayn TG
Tpdanelac Baon BewpnuUEVOU TAKTIKOU XPNHATIKOU EVTAAUATOG NANPWHAC apou
NPOCKOWIOE! :

a) TigoAOyIo — AeATio ANOOTOANG

B) MoTonoinTikd AGPAAIGTIKNG EvnuepOTNTAC

y) MioTonoinTikd ®opoAoyikng EvnuepoTnTag

KPATH2EI>

O npopnBeuTnC KaTa TNV NANPWHN €NIBapUVeTal JE TIC NAPAKATW KPATNOEIG :

a) Ynép MTNY 1,5% - XAPT/MO 2% €ni MTIY - OFA XAPT/MOY 20%

B) Ynép AHMOZIOQY 0,25% - XAPT/MO 1% eni AHMOZIOY - OrA XAPT/MOY 20%

y) Ynép TAYYE 0,30% - XAPT/MO eni TAYYE 2% - OF'A XAPT/MOY 20%

0) Ynép Wuyikng Yyeiag 2% eni Tou nooou Tou TIMOAoYiou, JETA TNV agaipean Tou
®.M.A. Kal kGO GAAOU NApPaKpPATOUKEVOU NOCGOU UNEP TPITOU BACEI TOU
N.3580/07, kaBw¢ kai AOINEC VOUIYEG KpaTnoeiG Pacesl Tou N. 2198/94 kai N.

2286/95.

KYPQ3EI> — NOINIKE> PHTPE>

O MNpopnBeuTnG KNPUOOETAI EKNTWTOG O€ NEPINTWON MOU KATAd Tnv dIAPKEIQ TOU
oupBaTikoU XpOVoU €ival ACUVENNC OTNV EKTEAEON TwV NApayyeNIwV Kat’ enavainyn
nou 6a anodelkvUETAl HE avapopeC TNG appodiac YNNpeaiag rj o€ pn eKNANpwon
kanolou dpou TN Nnapouaoac.

O MNpopnBeuTng 0ev KNPUOOETAI EKNTWTOC OTAV N KABUOTEPNGN NApadoong oPeiAeTal
oe Adyouc avwTEPAc Biag . To OTI CUVTPEXOUV oI napanavw Adyol o MpopunBeuTng
o®eilel va anodei&el péoa oe €ikool (20) NUEPEC anod TOTE NOU avekuyav, aANImG
OTEPEITAI TOU JIKAIWKATOC VA TOUG ENIKAAEOOEI. 2 KABE NEPINTWON YIA TNV CUVOPOWN
TV AOYywV auTwv anogaivetal To A.Z.

Y€ nepinTwon nou o MpounBeuTnc kNpuxBei EKNTwTOC eniBaAAovTal and 1o A.Z. Tou
Noookopegiou We Tnv idla andpaacn, abpoloTika 1 d1IaleukTikd, ol NAPAKATW KUPWOEIC

Katantwon oAIKNG 1 MEPIKN TNG EYYUNTIKNAG EMIGTOANC.

MpounBeia Tou €idouc o€ BAPOC Tou EKNTWTOU MPounBeuTn €iTE and TOug UNOAOINOUG
nou €Aapav PEPOC aTo SIaywVIOUO, €iTe pe dievepyela VEOU diaywviopou, €iTe Ye an’
€uBeiac ayopa. Kabe apeoa ) Eupeoa npokaloUpevn (npia Ba kataAoyileTal o€ BApog
TOU EKNTwTOU MpopnBeuTh.

MpoowpIvog 1 dlIapknc anokAEIoPOC Tou MpounBeuTr anod TIC NPOPRBEIEC TOu
NOOOKOWEIOU.



OmidnnoTe aMo npoBAéneTal oTo apbpo 34 Tou M.A.394/96.

Ma Tnv gionpa&n kade kataloyI{oPEVoOU NPOaTiHou epapuoleTal n NpoBAENOUEVN
nepi dnpooiwv €00dwv diadikaaia.

EIAIKOI OPOI

O MpopnBeuTnc unoxpeoUTal va NPOCKOMIOE!I TO PNXAVNHA TO apyoTEPO O 0APAvVTA
(40) nuépec anod Tnv évapén Tng cupBacng.

O MpounBeuTnc unoxpeoUTal va KaTabéael Pe TV NApadocon Tou PNXavhipaToc,
£yypagn yyunon KaAnc Asiroupyiag Tou PNXavnuaToc yia OA0 To Xpovikd diaoTnua
NG oUPBAONG UE TO OUYKEKPIPEVO EpYOOTATIaKO apliBuo (serial number). € auTtd To
XPOVIKO dIAoTNa, 0 NPOPNBEUTAC UNOXPEWVETAI VA ENIOKEUALE! 1) va avTikabioTd
onolodnnoTe EAPTNHA 1 HEPOC TOU N KAl OAOKANPO To cuoTnua (unxavnua, opyavo,
OUOKEUN) XWPig kapia oikovopikn eniBdpuvon Tou Noookop€iou péoa o 5

HEPEC TO APYOTEPO. T€ aduvayia ENICKEUNG TOU UNXAvAHATOG népav Twv 10
NUEP®YV, N ETAIPEIA UNOYXPEOUTAI VA TO AVTIKATACTIOEL.

O npopnBeuTng avaAauBavel TNV UNOXPEWON €KNAIOEUCGNC TOU NPOCWIKOU TOU
Noookopegiou Navw oTn AEIToupyia Tou PNXavnHaTog, opyavou ) OUCKEUNG dwPeav.

O npounBeuTAC HETA TNV NApAdoon TOU PNXAvAHAToC 8a niKOAANOEl o€ KATAAANAN
B€on mivakida atnv onoia 6a avaypagovTai:

a) H nuepopnvia unoypagng TG ouppaong
B) H ovopaoia, To govTéAo Kal To S/N Tou pnxaviuaTog
y) Ta oToIXEia TOU KATAOKEUAOTN Kal NPOPNOEUTH.

BIOAOI'TKA KAI XHMIKA ANTIAPAZTHPIA

Ta avmidpaoTripia 6a nAnpoUv Toug NAapakaTw OPouG:

©a ouvodeUovTal and cageic odnyieg XpHoswc,.
©a €xouv ToV KaTd To duvaTdv HakpIOTEPO XPOVo AREEWC.
©a £xouv TnV KatarlnAn ouokeuaoia.

IAIAITEPEZ ANAITHZEI>

To avTidpaoTrplo Ba ival npéoPpaTnG NApaywyng Kai KaTa Tnv nUepounvia
napadoong Tou, va Unv €xel napeNBel To 1/3 TouAdaxIoTov TNG oUVOAIKNG JIAPKEIac
{wnc Tou.

>e nepinTwon nou 6a napaTtnenBei aAoiwon Tou avTidpacTnpiou NPo TNG ANEEWS
TOU Kal EVW £XOUV TNPNOEi o1 NpoBAENOUEVEC ANO TOV KATAOKEUAOTN OUVORKEC



OUVTNPNOEWG TOU, unoxpeoUTal 0 NPOUNBEUTAG OTNV aVTIKATAOTACN TNG
aAhoiwBeioag noooTnTAC.

2Y2KEYAZIA

H ouokeuaaia Ba gival onwg auTr} ToU £pyO0TACIOU NAPAYWYNG, XWPIG AAAN
XPNHATIKA ENIBAPUVON TWV OXETIKWV UAKWV OUOKEUATIAc, Nou Jev ENIOTPEPOVTAI
OTOV NMPOPNBEUTH.

2€ EUPAVEC ONEi0 TNG OUOKeUaaoiag, kabwg Kal o€ KABE ovada Tou MEPIEXOPEVOU
TNG, NPENEI va avaypagovTal ol napakaTtw ENAEIZEIZ ota EAAnvika i AyyAIKG €KTOC
€av n Ynoupyikn Andgaocn evappoviong Tng Odnyiag 98/79/EK opilel diapopeTika:

Enwvupia kai 8ieUBuvon kaTaokeuaoTn. EQv 0 kaTaokeuaoTnG e0peUEl O€ XWPA EKTOC
Eupwnaikng 'Evwong npenel va avaypapeTal n ENwvuia kal n dieubuvon Tou
gykataoTnuevou oTnv Koivotnta e€0uciodoTnPEVOU avTINPOoWoU ToU
KATAOKEUAOTH.

Ta oToixeia nou €ival anoAUTwWE avaykaia, NPOKEINEVOU 0 XPNOTNG va €ival o€ BEon
va avayvwpioel To diayvwaoTIKO Npoiov, TNV NocdTNTA ToU KAl TO NEPIEXOMEVO TNG
OUOKEUAoiac.

Katd nepintwon, Tnv €vOeIEn «ZTEIPO» i GAAn €VOEIEN, KE TNV OMoia ENICNMAIVETAI N
€10IKr MIKPOBIOAOYIKN KATAOTACN 1) n KataoTaon anod nAeupdag kabapioTnTac.

Tov kwdIkd TNG napTidag, Yeta and Tn AeEn «MAPTIAA», ) Tov au&ovta apiBuo.

H nuepounvia pEXpI TNV onoia To Npoidv Pnopei va Xpnoidonoindei acpaiwg Xwpig
unoBIBacpod TnG enidoong.

KaTa nepintwon, n évoeiEn, e Tnv onoia Ba emignuaivetal 0TI NPOKEITAl YIa «MPOoiov»
Mou xpnaoldonolgiTal in vitro i povo yia Tnv a&loAdynon endOCEwV.

Tic €10IKEC OUVONKEC anoBrKeuong ) Kal Xeipiopou.

Tig evOedEIYUEVECG NPOEIBONOINTEIC I} KAl NMPOPUAAEEIC.

Y€ kABe ouokeuaoia Ba npenel va nepidappavovtal OAHIIEZ XPHZEQS ota EAAnvika
€KTOG €av n Ynoupyikn Andgaacn evapuoviong Tng 0dny.98/79/EK opilel S1apopeTIKA
WG €ENG:

Ta oToIxeia TNG TIKETAC NANV TwV 4 Kal 5 nou avagEpovTal napanavaw.
Tnv NOIOTIKN KAl NOOOTIKA oUVOE0N TOU avTIOPWVTOG NPOIOVTOC Kal TNV
noodTNTA N TN CUYKEVTPWON TOU i TWV dPACTIKWY CUCTATIKWV TOU N

Twv avTidpaoTtnpiwv 1 Tou ouvohou (kit).

ARAwon OTI To dIayvwaTIKO NPoidv NepIEXEl OAA Ta CUOTATIKA MOU
anarrouvTal yia Tn JETpNonN.

Tig ouvOnKeg anoBRKeUoNG kal To Xpovo dIaTAPNONG KETA TNV NPWTN
anoo@payion TG NPWTOTAyoUC CUOKEUACIAC, Kabwe Kal TIC GUVONKEC

anoBnkeuong Kal oTabepoTNTAC TWV avTIdPAoTNPiwV Epyaaciac.

Tic emOOOEIC TOU NPOIOVTOC avapopIka e TNV avaAuTikn guaiodnoia, Tnv
€€eIdikeuon, TNV akpiBeia, TNV enavaanyigoTnTa, TNV avanapaywylgoTnTd, Ta opia
avixveuong Kai TIC YVwOTEG aAANAeMIOPATEIC.

'EvOeIEn Tou TUXOV anaitoUpevou €1dIkoU EonAIoHoU Kal NANPOQOPIEG yia TV
avayvwpion Tou €10IkoU auTou E0MAIGHOU, NPOKEIPEVOU Va XPpNOILONoIEiTal 0pOwC,.



Tov TUNO Tou JeiypaTog Nou NPENEl va XPNOIKONOIEITAl, TIC TUXOV EIDIKEG OUVONKEG
OUAAOYNG, NPOENeEEPYAOiac Kal KATA NEPINTWON, TIC OUVONKEC anoBrKeuoncg Kal
odnyiec yia Tnv npoeToipacia Tou acBevouc.

AenTOPEPNC NEPIYPAPN TNG akoAoubnTeag diadikaaoiag yia Tn XPRon Tou NpoiovToc.
Tn diadikacia HETPAOEWC MOU NPENEI VA aKOAOUBEITal Y TO SIAyVWOTIKO Npoiov
OUMNEPIAAKBAVOEVWY, KATA NEPINTWON:

Tnc apxnc TngG pebddou.

Twv €10IKWV avaAUTIK@V XapakTnpIoTIKwV eNd0osw (euaiodnaia, €Eeidikeuan,
akpiBeia, enavaAnyigoTnTa, avanapaywylkoTnTa, opla avixveuong, ¢pacua
METPNOEWY, NANPOPOPIEC NOU anaiToUVTal YId TOV EAEYXO TWV YVWOTWV OXETIKWY
NAapeUBOAWV) TWV NEPIOPICHWV TNEC HEBODOU Kal TwV NANPOPOPI®Y, OGOV apopd T
XPNOIKOoMoinan, €K HEPOUC TOU XPROoTN, TwV 3IadIkaoiwv Kal UNIKWV HETPHOEWV
avageopdc.

Twv nAnpopopIwv, NOU apopouv Kabe sninAéov diadikaaia r XEIPIOHO, 0 onoiog
anarteital, NpIv anod Tn Xpnoigonoinan Tou d1ayvwoTIKoU NpoiovTog (M.X.
avaocloTaon, Enwaoc, EAeyXog opyavwy K.d.)

EvOeiewv yia To kaTad NOCO anaiTeiTal eknaideucn TwV XpnoTwV.

I) Tn padnuatiki PEBodo, Pe TRV onoia unoloyidovTtal Ta HabnuaTika
anoTeAéopaTa kai Ornou anaiteital n YEBodoc NPoadIoPIoHOU TwV BETIKWV
aNOTEAEOUATWV.

Ia) Ta péTpa nou npénel va AauBavovTal, o€ nNepinTwaon alkaywv
OTIC aQVAAUTIKEG €MIDOCEIC TOU NPOIOVTOG,.
IB) Tic KATAANAEG yIa TOUG XPAOTEC NANPOPOPIEG OXETIKA LE :

Tov e0WTEPIKO EAEYXO NOIOTNTAC, CUUNEPIANAMPBAVOUEVWY Kal TwV O1adIKAoIwV
ENIKUPWONG.
Avapopa oTov Tpdno Babuovounong Tou NPoiovToc.
Ta yeoodiaoTrnPaTa avagopdac yia TIG NpoadIopI{OPEVEC NOOOTNTEG
oupnepIAaPBavopEVNG TNG NEPIYPAPnG Tou NANBUCKHoU avapopdg nou npenel va
AapBaverar unoyn.
Av TO npoidv npénel va xpnoidonolgital og ouvduaopo i va eykabioTaral i va
ouvOEeTal Je AAAA 1aTPOTEXVOAOYIKA NPOIOVTA 1} EEONAICHO, NPOKEILEVOU va
AEITOUPYROEI, CUUPWVA KE TOV NPOOPICHO TOU, ENAPKNA OTOIXEIA yIa Td
XapakTNPIOTIKG TOU, WOTE va €ival duvaTr n emAoyn TwV eVOEDEIYHEVWV NPOIOVTWV I
€€oNAIOOU Nou NpEnel va XpnoidonoloUvTal, NPOKEIPEVOU Va ENITUYXAVETAl aOPAAnC
Kal kaTaAAnAog ouvouaopoc.
'OAeC oI NANPOPOpPIEC MOU anaITOUVTaAl yia ToV EAEYX0 TNG 0pBNRG ykaTaoTacng Tou
NpoidVTOG Kal TNG opOnG kal ao@alouc AsiITroupyiac Tou, KabBwg Kal AenTopepn
OTOIXEIa yIa TN GUON Kal Tn ouxXvoTnTa TNnG CUVTNHPNONG Kal TnG Baduovounong nou
anarrouvTal yia va eEac@alileTal n opdn kal ao@aing AeIroupyia Tou NpoidvToc,.
MAnpogopiec yia Tn d1aBeon Twv anoBARTwWV.
MANPOPOPIEC OXETIKA HE KABE NPOOBETN eneepyaania 1 XEIPIOKO Nou anaiTeital
npoToU Xpnoiyonoindei To npoidv (n.X. anooTeipwaon, TEAIKN guvappoAdynon K.a).
Tic anapaiTnTeg odnyiec yia To evOEXOPEVO POBOPAC TNG NPOCTATEUTIKNG CUCKEUAOIAC.
AENTOWEPN OTOIXEIA YIA TIC KATAMNAEC HEBOdOUC EnavanoaTeipwong i anoAUpavonc.
Iy)Tic NnpoUAGEEIC Nou Npenel va AauBavovTal yia Toug TUXOV €101KoUG



Kal aouvnBeIg KIvOUVOUG Nou OXETICovVTal PE T XpNnolJonoinan n
0130g0n TwV dIAYVWOTIKWY MPOIOVTWV CUKNEPIAAUBAVOUEVWV TV
€I0IKWV PETPWYV NpoaTaaiac, av To diayvwaTiKO NPoidv NePIEXEI
ouaoiec avBpwnivng ) wIKNG NPOEAEUONG NOU NPENEI va €(IOTATal N
NPOCOXM TWV XPNOTWV 0TN dUVNTIKI HOAUCHATIKR UOT TNG.
I18)Tnv nuepopnvia ekdO0EWC 1 TNG NAEOV NPOCPATNC Avabewpnong

TV 0dNYIWV XPHOEWC,.

AOINOI OPOI

O MpopnBeuTic OnAwvel OTI EAABE yvwon Twv N0 NAvw OpwV Kal
NEPIOPICHMV Kal OTI BACEI QUTWV Kal Hovo Ba AUsTal kaBe diapopd n aggiopnTnon
Kal kGBe BIEVeEN ano onolovdnnoTe AOyo Kal aiTia.

H oupBaon Bswpeital 0TI EKTEAEGONKE OTAV :

KaAUu@pbnke n kaTakupwOeioa nocoTNTa.

Me Tn Af€n Tou oupBaTikou Xpdvou £xel napadobei oAOkAnNpn n napayyeABeioa

noodTNTa MEXP!I TN OTIYHNA EKEIVN 1 HEXPI TO TEAOC TNG NApACTACNC.

MapaAnponke opIoTIKA (NOIOTIKA — NOCOTIKA)KAI N TEAEUTAIQ NOoOTNTA €idOUC nou

napayyéABNKe EvTOc ToOu UPBATIKOU XpOVouU.

‘Eyive n anonAnpwpn 0Awv Tw TIHoAoyiwv Tou MpopunBeuTr apou NPonyoUHEVKG

eMPBANBnkav Tuxov KUPWOEIC.

EknAnpwOnke kaBe cUPBATIKI) UMNOXPEWON KAl ANOJECPEUTNKE N EYYUNTIKN EMIOTOAN.
H w¢ avw oUpBaon dignsTal and Touc 6poug Tou M.A.394/96 Tou
N.3021/02 Tou N.2955/01 kai Tov N.2286/95.

AapBavopevwy unown TwV Opwv Kal CUPP®VIWV NMOU NEPIEXOVTAl OTNV
un‘apiBy.11/2006 diaknpuén Tou diaywviopoU n onoia padi Ye Tnv and 19/6/2006
NpPoc(pOopa TOU avwTEPOU avadelxBeEVTOC HEIODOTN Kal Tn dNAwaon OTI EAaBe nAnpn
YyV@on Twv 0pwv TNE SIaknpuéng Tou diaywviopou, Twv diaTa&ewv Tou NOpou Kai
TWV OUVONKWV EKTEAEONC TNG oUPBaonc, anotehouv yadi €va sviaio adidipeTo Kai
avanoonaocTo gUvoho TnG ouppBaonc.

O NpopunBeuTnc 6a npookopioel oto Noookopeio AQPEAN npog xprion kad’ oAn Tnv
dldpkeia TNG oUPBaong

EVA(1) QVAAUTI) oottt

To kdoTOC MiIoBwOoNG Kal cuVTAPNONG Tou £EONAICHOU £XEl CUMNEPIANPOEI oTNV TIKA
TOU avTIdpaacTnpiou.



AvTi oUuVvOAIKAG danavng HE D.MLA. .....cccoveiireninnns €

EKMAIAEYZH NPOZQNIKOY: H eTaipeia avahappavel dwpeav Tnv eknaideuon
TEXVIKOU - 1aTPIKOU npoownikoU nou Ba unodeixbei and To Noookopeio, 0TO
XEIPIOPO, AEITOUPYIa Kal GUVTNPNON TWV HNXAVNHATOV .

H napouoa ouvTaxBnke o duo avTiypaga Kai unoypagpeTal.

OI 2YMBAAAOMENOI

O AIOIKHTHZ F'TA THN ETAIPEIA
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NAPAPTHMA A
YNOAEIMMATA EITYHZEQN

YNOAEIMNMA 1 - 3XEAIO EIMMYHTIKHZ EMNIZTOAHZ 2YMMETOXHZ
Ovopaaoia
Tpanelac:
KatdoTtnua:
(A/von 0d0¢- apiBuocg T.K. — FAX)
Huepopnvia ‘Ekdoong:
Mpog

EFMYHTIKH ENIZTOAH YMMETOXHZ Y’ APIOMON ....TIA .............. EYPQ.

Me Tnv napouoa eyyuouaoTe, aveKKANTA Kal avenipUAAKTA NapaiTouevol Tou
OIKaIWKATOG TNG OIAIPECEWC Kal DICNOEWC, UNEP [Z€ NEPINTWON PHEHOVOUEVNG

eraipiag: Tn¢ Eraipiag ........ 000G ..vues apiBuog ... TK........... /]

[ o€ nepinrwon Evworg nj Koivonpaéiag: Twv ETaipiav

[ ) S— OO0O0G....cssssssssssssssssnnnnssns APIOUOG. . sseersssrnns 7, AR
) S OO0OG.csesesssssssssssssnnnnnnssns APIOUOG . ccssssseessssas 7, S
77 - O00G...csssssssssssssssssnnsssnes APIOUOG. ... ssseessssnns 7, AR

HEAwV Tn¢ Evworg nj Koivonpaéiag, arouikd yia kdBe pia ano auTeg Kal wg
aAAnAéyyua kai €1 0AOKANPO UNOXPewV HETAEU TOUG EK TG I0IOTNTAS TOUG
w¢ peAwv Tne Evworng np Koivonpaéiag, |

KAl MEXP! TOU MOCOU TWV EUPM..urrrrrrrrrrrerrereeenns , YIO TN GUPPETOXN OTO
OIEVEPYOUHEVO JIAYWVIOHO TNG................. yla EKTENECN TUAUATOG TOU
EPYOUL..uenrnnnnnes » KAl OUYKEKPIUEVA YIa TO TUAKA TOU €pYOU Nou agopd oTnv
UNEPNEPIPEPEIQ.......verreerenns OUVONIKNG QEIAC1uuuueurrnnriirereeeeeeeeereeenns , OUPQWVa PE TN
ME APIBHO..ccvvrereeennnnn. Alaknpugn oac.

H napolaoa gyyunon kaAunTtel kad’ 6Ao To XpOvo 10XU0G TNG HOVO TIC anod Tn
OUMMETOXN OTOV QVWTEPW OIAYWVIONO anopPEOUCEG UNOXPEWDEIG [ Z€ nepinTwon
HELOVWUEVING ETAIPIAg: Tng v Aoyw Etaipiag]n [o€ nepintwon Evwong i
Koivonpaéiag: Twv Eraipiov tng Evwong nj Koivonpaéiac arouixd yia kdBs
HIa ano auTeg kal ws dAAnAEyyua kai €1 0AOKANPO UMNOXPEwV LHETAEU TOUG
EK TIIG 1010TNTAG TOUG WG UEA@V TG Evworng ij Koivonpaéiag]

To avwTEpw Nood Tng eyyunong Tnpeital otn d1dbeaor) oac, To onoio Kai
unoxpeoUAcTE VA 0ac KAaTaBAAOUKE ONIKA ) HEPIKA XWPIC Kapia and PEPOUC HAG
avTippnon r €voTaon Kal Xwpic va epeuvnBei To BAcipo ) Pn TNG anaitnong oag,
hEoa og TpeIC (3) NUEPEC anod TNV yypagn €1domnoinar) odc.

H napoUaoa 10XVl HEXP! KAl TNV susssrrssrssrsnens (Znueiwon npog tnv Tpaneda : o
XPOVOG IOXUOG MNPETIEI va Eival HEYAAUTEPOG TOUAdYIOTOV kard gva (1) uijva
TOU XPOvou 10xUocg TG lMpoo@opdc).

AnodexONaoTe va NAPATEIVOUKE TNV 10XU TNG Eyyunong, UoTepa yypagn dnAwon
0ac, e TNV NpolnoBeon OTI TO OXETIKO aiTnua oag 6a pag unoBAndei npiv anod Tnv
nUepopnvia AnRgne Tng.

Y€ NEPINTWON KATANTWONG TNG £yyUNONG, TO NOCO TNG KATANTWONG UNOKEITAI OTO
€KAOTOTE I0XUOV NAYIO TENOG XAPTOOTOU.
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YNOAEITMA EIMTYHTIKHZ ENISTOAHZ KAAHZ EKTEAEZH>

Ovopaoia Tpanelac:
Katdotnua : ( A/von-0006¢-ApIBuoOC-TK-FAX):
Huepopnvia ‘Ekdoonc:

Mpog
(6a avaypagei n dielBuvon TnG avabeTouoac apxnc)

EMMYHTIKH ENIZTOAH KAAHZ EKTEAEZHZ AP.............. EYPQ (€)

'EXOUME TNV TIUN VA 04¢ YVWPICOUUE OTI eyyuwpeda dla TNG Napoucong €yyuNnTIKNG
EMIOTOANG AVEKKANTA Kal QVEMIPUAAKTA , NAPAITOUMEVOI TOU OJIKAIWPATOC TNG
OlaipEoews Kal OI{NOEWC HEXP! TOU NogoU Twv EYPQ# € # unép TNG
ETaipiac A/NZH

Ala TNV KaAf €KTEAEON TwWV OpwV TNG UMNOYPAPNOOMEVNG CUMBACEWC yia Tnv
npoundeia oUMQpWva e TNV un’ apiby. A/En oac.

To napanavw noco Tnpoupe oTtn didBeor) oag kal 6a kataBAndei pe povn Tn dNAwoN
0ac, oAIka N PEPIKA XWPIC Kapia and WPEPOC Pag avTippnaon r €voTacn Kal Xwpig va
gpeuvnBei To BACIYO N} YN TNC anaitnong pEoa o€ TpeIC (3) NUEPEG anod anAr €yypaen
€1donoinor) oac.

Y€ NEPINTWON KATANTWONG TNG €yyunong To nocd TN KATANTwong UnOKeITalr oTo
EKAOTOTE I0XUOV TEAOG XAPTOOTHOU.

AnodexOPaAoTE va NAPATEIVOUPE TNV 10XU TNG €yyUnong UoTepa and anio £yypago
NG YNnpeoiag oag pe Tnv npoindbeon OTI TO OXETIKO aiTnud oag 6a pag unoPAndei
npiv and Tnv nuepopnvia Angng Tne.

H napoUaoa 1oxUel pEXPI Kal TNV

BeBaloUTal unguBuva OTI TO NOCO TWV EYYUNTIKWV HAC EMICTOA®V Mou £Xouv JoBEi
(oto Anudoio kai NMAA), ocuvunoloyifovtac kai To nood Tn¢ napouoac, Oev
unepBaivel To OPIO TWV EYYUNCEWV NOU EXOUKE TO OIKAIWHA va eKOIOOULE.

(ZHMEIQZH I'TA THN TPAMNEZA: O xpdvog IoxUog TnG yyUnong Npenel va eivai
MEyaAUTepOC and Tov ouppaTikd Xpdvo popTwoNnG fj napadoons, KaTta Tov XpOvo nou
ME Baon Tn oUpBacn o ayopaoTng unoxpeoUTal va napaiapel Ta uAika nAgov duo (2)
HAVEG.
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