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4n AIOIKHEH YTEIONOMIKHE MEPI®EPEIAS INNOKPATEIO

MAKEAONIAY. & ©PAKHX MENIKO NOZOKOMEIO
FENIKO NOZOKOMEIO ©EXXANONIKHE OEZEAAONIKHE
«IMMNOKPATEIO»

www.ippokratio.gr

YMOAIEYOYNSH OIKONOMIKOY @eoocalovikn 26 louviou 2024
TMHMA NPOMHOEIQON

MPOzZKAHZH EKAHAQZHZ ENAIADEPONTOZ
ME APIOM. 99/2024

MA THN NMPOMHOEIA ANTIAPASTHPIQN TIA THN MOPIAKH ANIXNEYZH IQN ME PCR, ME
TAYTOXPONH MAPAXQPHIH QI IYNOAOY EZOMAIZMO, ENOX AYTOMATOMOIHMENOY
IYSTHMATOZ MOPIAKQN EZETAZEQN MOPIAKHE AIATNQSTIKHE TEXNOAOTIAZ REAL-TIME
PCR TIA TO KENTPIKO BIONMA®OAOTIKO EPTAITHPIO, MPOYNOAOTIZOMENHS AAMANHE
28.050,30 XQPIZ ®.M.A KAl 34.782,37 ME @.M.A. 24%, TIA EZI (6) MHNES, ME KPITHPIO
KATAKYPQSZHS THN SYM®EPOTEPH AMO OIKONOMIKH ANOWH MPOI®OPA (XAMHAOTEPH
TIMH)

To levikd Noookopeio OecoaAovikng «IMMOKPATELO», OE CUVEXELOL:

1. Tnc um'aptB.M4p/I.N.owk. 13952/03.03.2023 Ymoupyikng Amodaong (DEK 204/07.03.2023,t.
Y.0.A.A.) nepl Sloplopot tou ANTQONAKH NIKOAAQOY, w¢ Npoowpvd Alolknty oto levikod
Noookopeio O@eooalovikng «IMMOKPATEIO», appodiotntag 4ng Y. Me. Makedoviag Kot
Opadkng, onwg dlopBwbnke pe to GEK 284/t. YOAA/31.03.2023.

2. Tng um'apB.Mr4p/r.N.owk. 2403/15.01.2020 Ymoupytkic Amodacng (PEK 31/t. YOAA) pe
TEPLEXOUEVO ToV Oloplopd tou K. lewpylou Tapaoidn wg AvamAnpwtr Alolknt oto
«IMMOKPATEIO», apuodiotntag 4ng Y.M.E. Makedoviag kat ©OpAkng KalL tnv Ul apLBy.
r4p/r.n.ow. 1978/12.01.2023 Yrnoupywn Anddaocn (@.E.K. 35/t. Y.0.A.A./18.01.2023) mepi
napataong tng Onteiog tou.

3. Tn¢ anddaong mou £laBe To AOKNTIKO TupBoUAlo tou Noocokopeiou kotd 12" Taktiki
ouvebpiaon tnv 22.05.2024 (B£ua 53°) (AAA: 6EWA469067-8IA), avadopikd UE TV pataiwon
tou Slaywviopol tng ur’apdu.: 37/2024 MpdokAnong EkdAAwoncg EvSiadépovtog, ylo thv
npounBela avtibpaotnpiwv yla tv poplokn avixveuon wwv pe PCR, pHe Ttoutoxpovn
mapoaxwpnon w¢ ouvodol efOmMALONO, €VOG QUTOUOTOMOLNUEVOU JUOTHHOTOC Moplakwy
E€etdoswv Moplakng dtayvwotikng texvoloyiag REAL-TIME PC, yia €€L (6) kal tnv emavaAnyn
Tou SlaywviopoU yla Ty mpopunBela avtidpaotnpiwy yla Tnv poplakn aviyveuon wwv pe PCR,
LE TOUTOXPOVN TAPAXWPNon w¢ cuvodol £EOMALOUO, EVOG QUTOUOTOMOLNUEVOU JUOTHUOTOG
Moplakwv E€etdoswv Moplaknig dtayvwaotikng texvohoyiag REAL-TIME PC, yia €€L (6) unveg,
yta to Kevtplkd BlomaBoAoyikod Epyaotrplo, (CPV: 33698100-0, KaAAlEpyeleg HikpoBLloloyiag),
nipoUmnoAoyopevng damadvng 28.050,30 eupw xwpic @.M.A kot 34.782,37 pe ©.M.A.24%

4. Tnc urapB.mpwrt.: 3296/2024 (AAA: PHPK469067-BBQ) Antddaong tou Noookopeiou yla tnv
avainyn umoxpewonc/eykplon Séopguong miotwong otov KAE 1359.01 yla T0 OLKOVOUIKO
£10¢ 2024.

5. Twv dtatdéewv tou N. 4412/2016 kat tou MA 80/2016 drwg tpomomnotiOnkav Kat L.oxlouv.
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NpoknplooelL

Ataywviotikn Stadikacia pe MpdéokAnon EkdnAwong Evéladépovrog — Tuhdoyn Mpoodopwy, yla

NV TPOUNBela TwWV TAPOKATW ovTIdpaoTnplwv ylo TNV Hoplokn aviyveuon wv pe PCR,

e

TOUTOXPOVN Tapaxwpnon wg ouvodol €e€OMALOUO, €VOG OUTOUATOMOLNUEVOU JUOTHUOTOG

Moplakwv E€etdoswv Moplakng Stayvwotikng texvoloyiag REAL-TIME PC, yia €€ (6) unveg, yla

to Kevtpikd BlommaBoAoyikd Epyaotrplo, (CPV: 33698100-0, KaAAlépyeLleg pikpoBLloAoyiag) .

iii. Opada M X ) MNpoimoAoyt-

" o o e | i
H Xpovn , paxwen ,l’] 6 pLOUOC e€e- Twn 'll : pevn damavn oe
OUTOMOTOTOLNEVOU CUOGTHHULATOG , ndvn o€ €vu- ,

opLaknAC SLAYVWOTLKAC TEXVOAO vdoewv/ 6 /reot w XQPIZ gupw ME ONA
pop ':]C % NG Tex MHNO P 24%
viag REAL-TIME PCR DONA

Real-time PCR CMV 180 40 7.200,00 8.928,00
Real-time PCR EBV 180 40 7.200,00 8.928,00
Real-time PCR HSV1/ HSV2 90 40 3.600,00 4.464,00
Real-time PCR VZV a0 40 3.600,00 4.464,00
Real-ti PCR TOXOPLASMA

eatime 90 31,67 2.850,30 3.534,37
GONTI
Real-time PCR CLAMYDIA
TRACHOMATIS 6

, OF OLVOLAGHO He 90 40 3.600,00 4.464,00
oAl oe€ovaAlkwg petadldoueva
naBoyova
2YNOAO OMAAAZ iii 28.050,30 34.782,37

MNpoimoAoywoéuevn damavn: 28.050,30 xwpic O.M.A kat 34.782,37 pue O.MN.A. 24%.

H mpookAnon ekénlwong evdladépovtog Ba eival avaptnuévn oto KHMAHZ kot otnv LotooeAida

tou Noookopeiou pag .

MAnpodopieg Ba Sivovtal OAeC TIG epyAoIUeG NUEPEC amd 08:00mu €wg 14:00pup amd 1o TuAua

MpopnBewwv tou Noookopeiou, TnA. 2313 31 2284, Appodia utaAAnAog EuBupuia NamadomouAou.

Mpoc to OKOMO autd, ameuBlivel mMpPookAnon Tpog KABe evlladepopevo, oUWV LLE TOUG

TAPAKATW OPOUG:
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ZYNTOMH NEPITPAOH
ANTIKEIMENOY TH2
2YMBAZHzZ:

MPOMHOEIA ANTIAPAZTHPIQN A THN MOPIAKH ANIXNEYZH IQN ME
PCR, ME TAYTOXPONH MAPAXQPHXH QX ZYNOAOY E=OIlNAIZMO, ENOZ
AYTOMATOIMOIHMENOQY 2Y2THMATOZ MOPIAKQN EZETAZEQN MOPIAKH2
AIATNQZTIKHZ TEXNOAOTIIAZ REAL-TIME PC.

Katnyopia CPV

33698100-0, KaAALépyeleg pikpoBLloAoyiag

AIAPKEIA 2YMBAZHZ

E=l (6) MHNHZ

NPOYMNOAOTIEMOE

28.050,30 xwpic ®.N.A ka1 34.782,37 pe O.MN.A. 24%.

TPOMNOZ ANOZTOAHZ TQN
NMPOZMOOPQN:

Y& kAeloto dakelo, otov onoio Ba avaypadovrat:

O Ttithog «MNPOZ®OPA TIA TH ZIZYMMETOXH ZXTHN MNPOZKAHZH
EKAHAQZHZ ENAIAQEPONTOZ YN’ APIOM. 37/2024 NPOMHGEIA
ANTIAPAZTHPIQN, TIA THN MOPIAKH ANIXNEYZH IQN ME PCR, ME
TAYTOXPONH [MAPAXQPH:H QX Z2ZYNOAOY E=OIlAIZMO, ENOz
AYTOMATOINOIHMENOY  2YZTHMATOX MOPIAKQN  EZETAZEQN
MOPIAKHZ AIATNQ2TIKHZ TEXNOAOIIAX  REAL-TIME PC Tl1A TO
KENTPIKO BIOMNAGOAOTIKO EPTAZTHPIO, ME KPITHPIO KATAKYPQZHZ
THN ZYMOEPOTEPH AMNO OIKONOMIKH ANOWH MNPOZIQMOPA
(XAMHAOQTEPH TIMH)

e Ta otoleia tng eTapeiag

e H &eukpivion: «NA MHN ANOIXOEI ANO THN TAXYAPOMIKH
YNHPEZIA'H TH TPAMMATEIA»

O ¢dakelog va katatebel oto Mpadeio Mpounbewwv Tou Noookopeiou, emi

¢ 060U KwvotavtivournoAewg 49, TK 546 42 Oscoalovikn.

Me tnv mapadoon tou ¢akélou o mapadidwv tnv mpoodopd Ba
napaAapBavel and to Mpadeio MpounbBewwv amodelén mapalaBng tng
npoodopdg otnv omnoia Ba avaypdadovrol ta otolxeia Tou OLKOVOULKOU
®opéa, n nuepopnvia kat n wpa mapalafng tg mMpoodopdg kal Ba
urmoypadetal amoé Ttov apuodlo umaAnAo tou Noookopegiou ToOU
napaAapBavel tnv npoodopad kat tov mapadidwv auty.

XPONOz YNOBOAHZ TQN
NPOZMOPQON:

H Swadkaoia katdaBeong mpoodopwv Eeklvd HE TNV 0OvVAPTNON TNG
napoloag MPOckAnonc.

‘Oool emBupouv va AdBouv pépog otnv MNpdokAnon mpémet va katabécouy
gyypadn obpaylopévn npoodopd péxpr tnv 11" I0YAIOY 2024 kat wpa
14:00, oto padeio MNpounbewwv tou Noookopueiou.

Mpoodopic mou Tuxov uToBANBo UV ekmpoBeopa Sev Ba yivouv SeKTEG.

H ntpoBsopia untofoAi g Twv npocdopwv TnPeital anapEykAtta.

MNEPIEXOMENO
NMPOZMOPAZ:

O @akelog ¢ npoopopac Ba neptAauBavel:

— Tnv TEXNIKH NPOIMOPA €1 dutdouv ue ta {NTOUUEVH OTOLYE(X TTOU
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TIPEMEL va lval oUUPWVA UE TIC ATTALTHOEL — UTTOXPEWOELS ToU lMapap-
tiuaroc | (TEXNIKES MPOAIATPAMES) kat tou MAPAPTHMATOS Il (DYA-
AO ZYMMOP®QO3IHZ)

— Tnv OIKONOMIKH NPOIMOPA, €15 dutholv, dnAadn ta olkovouLkd oTtot-
Xela g mpoopopds, we e&rg:

> Tuur KOOTOUG TOU TTPOOPEPOUEVOU ELS50UC.

» OL TiUEC TwVY mpoapopwy Ja ekppalovtal o Eupw.

> Ztic Tipég Ja meptdauBavovral ol TUYOV UMEP TPITWV KPATNOELS, WG KAl
kaOe aAAn emiBapuvan, ektog ano tov QIA.

» Je (blaitepn otnAn Ba mpémet va avaypaetal o avaloyouv @FIA. e
niepintwon nou avapéepetal eopadugvos @A, avtog Ba SdtopBwvetat
arto to Noookoueio.

» [a tn ovykpion twv lpoopopwv Sa AauBdvetal uroyn n Tt Ywpic
QrA.

JTNV OLKOVOLKN Tipoadopd Ba mepAaUBAVETAL CUUTIANPWHEVOC O TIVOKOG
¢ Owovoukng Npoodopadg tou Napaptriuatoc lil.

O mivakag Ba cuunmAnpwBel anod toug urtoPndloug avadoyoug XOQPIZ NA
TPOMONOIHGEI H MOP®H TOY, mpokeeévou oL TPoodopeg va
Aappavouv unoyn ta (Sla Sedopéva KATA TNV OLKOVOLKN afloAdynaon.

Ertiong, n mpoopopa Ja npenet va pepel ZOPATIAA THE ETAIPEIAS KAl
YIMOMPA®H tou vouLuUou eKTPOcWIToOU.

*EMIZHMAN ZEIZ:

A) H mpoodopd mpénel va ocuvodelete amd YmeuBuvn SnAwon (Omwg
eKAotote LoyxUeL o edappoyn Kot twv apBpwv 1 & 3 tou N. 4250/26-
03-2014 (DEK74/A/ 2014) tou N. 1599/1986), otnv onoia avoAuTIKA
Ba mpénel va avaypadovral ta TANPN otolxela tou umoyndiou
KoBwg KaL Ta otolyeia Tou SLaywvIoHoU, OTOV OMOL0 CUHETEXOUV OL
olkovouLkol dopeicg, kal otnv omoia Ba mpénel va SnAwvetal OTL:

e MéxpL kal TNV nuEpa utoBoAng Ttng Mpoadopdg SV CUVIPEXEL YL TOUG
npoodépovieg AOyo¢ amokAelopoU amd Toug avadepOUEVOUC OTA
apBpa 73 (slbikd map. 1, 2 kot 4) kat 74 tou N 4412/2016 omwg
TpomonolBnke Kol LoYUEL, yla TOUG OTOlouG OL OLKOVOMULKOL dopeilg
amokAelovtal omd TNV OCUUUETOX TOUC Ot OSLOYWVIOUOUC TOoUu
Anuooiou.

e TnpoUv OAoug¢ TOou¢ EAANVIKOUG NOMOUG, TOUG OXETIKOUC HE TNV
epyaocia (Epyatikn — AopoAiotikr) NopoBeaoia).

e EAafav yvwon Twv Opwv TNG TMPOOKANGCNG KAl TOUG armodéxovral
TARPWC Kal avemnipLAakTa.

e H Mpoodopd cuvtaxbnke ocludwva HE TNG OPOUC TNG TAPOUCAS
MpookAnong Twv omolwv ol mpoodepovieg EAafav MAAPN  Kal
avemipUAaktn yvwon.

e Agv €youv kotadlkaotel yla adiknua mou adopd TNV EMAYYEAUATIKN
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B)

Toug Slaywyn Baocel anddaong mou £xeL oYU SeSIKACUEVOU, Kal OTL
Sev €xouv Slampatel Bapl emayyeALATIKO TOPATTTWHA.

Aev €xouv katadlkaoBel pe apetakAntn anodacn yla KAmoLo adiknua
oo To adlkApaTa Tou AyopavoplkoU KwdLka OXETIKA UE TNV AOKNoN
NG EMAYYEAUATIKAG TOUG Spaotnplotntag edpoocov opiletal otnv
TPOOKANGN 1 KATOLOo amod Ta adlkipata Tng uneaipeong, tTng amatng,
¢ ekBlaong, t™¢ mAaotoypadiag, tng Yeudopkiag kat tng SOAlag
XPEOKOTLaG.

Eilval eyyeypauévol 0TO OLKELO mLPeANTHPLO.

Ta otolyeia ou avadépovtal otnv mpoodopd sivat aAndn kot akpLpn.
Mapattouvtal amo KAbe Sikalwpa anolnuiwong Toug OXETIKA e
omoladnmote amnodaon ™G Ymnpeoiag ywa avoPoAn, pataiwon n
aKUpWoN Tou Alaywviopou.

Aev Ba evepyrnioouv aBEuLta, MOpAvVOUA I KATAXPNOTIKA Kab' OAn tn
Slapkela tnG OSladkaoiag avabeong alld kol Katd To otadlo
€KTEAEONC TNG oUUBaONG epOoOV EMAEYOUV.

AopBdavouv ta KatdAnAa pétpa ywo va  StaduAdaouv  Thv
EUTTLOTEVUTIKOTNTA TWV TANPOdOPLWYV TIOU €XOUV XAPOKTNPLOTEL WG
TETOLEC.

Kata tn Sldpkela ektéAeong tng oUpPaong Seopeleovtal ylo TV
anap£ykAtn tpnon twv dtatdéewy tou pe ap. 2016/679 Kavoviopol
(EE) tou Eupwmaikoly KowoBouliou kat tou SupBouldiou tng 21"
Amnpiliou 2016 yia TNV Mpootacia TwV GUCLKWVY TIPOCWTIWY EVAVTL TNG
enefepyaciog Twv SeS0UEVWY MPOCWTILKOU XOPAKTHPA.
AvoAauBdvouv thnv UTOXPEWOn VO TIPOOKOWPloouv KABe OYeTIKO
SkatoAoyntiko, epooov Toug {ntnbel.

OL owkovopkoi ¢opeig otnv npocdopd Toug va cuUNeEpPAABouV Kat
XwPLoTé PAKeEAO pE Ta SIKOOAOYNTIKA KATAKUPWONG OMWE autd
neplypadovral mapoKaTw.

ANOZ®PATIZH
NMPOZMOOPQN:

H amoodpdyon twv nmpoodopwy Ba yivel tnv Napaokeun 12 I0YAIOY
2024 nuépa kat wpa 13:00, oto Mpadeio Mpounbewwv Tou Nocokopeiou,

evwriov appodlag Emitponng mapoucia Twv TMPoodePOVIWV | Twv
VOUIHWG £€0UCLOSOTNUEVWVY EKTIPOCWTIWV TOUC EHOCOV TO €MLBUUOUV.

Ol olkovoptkol ¢popeic prmopouv va Adfouv yvwon Twv Aomwyv poodopwv
NV NUEPA ATTOOPPAYLONG TOUG £WE KAL TNV EMOPEVN.

AIKAIOAOTHTIKA

KATAKYPQZH2

A) Oocov adopa tnv mapaypado 1 tou apbpou 73, Amoomacpa TOu
OXETIKOU HNTPpwoU, OMWC TOU TOWIKOU pntpwou 1, eAAeldel autou,
loodUvapou eyypddou mou ekbibetal amd appodia SKACTIKA 1
SLOLKNTLKA apXn TOU KPATOUC — MEAOUG h TNG XWPAS KATAYWwYyNnS N tne
XWPOG OTIOU £lval EYKOTECTNUEVOC O €V AOYW OLKOVOULKOG dhopéac, amo
To omolo TpoKUTITEL OTL TMAnpouvtol auTEC ol mpolmoBioelc. H
UTIOXPEWGCN TIPOOKOWLONG TOU WG GVW OImooTacuatog adopd Kal ta
npoowra Tou Seutepou edadiou Tng mapaypadou 1 tou apbpou 73,






24PROCO015013073 2024-06-27

B) Oocov adopa tnv mapaypado 2 Tou ApBpou 73, TLOTOMOLNTIKO TIOU
ekbibetal amd tnv appodla apxr TOU OLKEloU KPAToug — UEAOUC N
XWPAG, amo TO OMOI0 VO TPOKUTITEL OTL EvVaL EVAUEPOL WG TPOG TLIG
UTIOXPEWOELG TOUC TIOU aidpopoUlV TIG EL0DOPEG KOLWVWVIKNG aoPAALong
(kOplag kol EMIKOUPLKAG) KAl WG TPOC TIC HOPOAOYIKEG TOUG

UTIOXPEWOELG.

I Oocov adopd TNV mopaypado 4, nepimtwon B° tou dpbBpou 73,
TILOTOTOLNTIKO TIoU €kdidetal amd tnv appddla apyn Tou olkeiou
KPATOUC - LEAOUC 1) XWPOAC, Ao To OMmoio TPOKUTITEL OTL eV TeAEL UTIO
ntwyevon n €xel umaxPel oe Sadikaoia efuylavong i eldikng
ekkaBaplong, n tehel umo avaykaoTikn Slaxeiplon amnod ekkabaplotn N
ano 1o Olkaotnpo 1 €xel umoxBel oe Sladkooia TTWXEUTLKOU
oupBlBaocpol, 1N €XeL OVOOTEIAEL TIC ETUXELPNMOTIKEG TOU
SpaotnplotTnTEG 1 AV PplokeTal og omoladnmote avaloyn Kataotoon
T(POKUTITOUCO. amd TapopoLla Stadilkaola, TPoBAEnOuevVn og €BVIKEG

Slatagelg vopou.

Av TO KpATOC — HEAOG N N XWPA TOU OLKOVOULKOU dopa dev ekdideL Ta
€yypada 1 TLOTOMOoLNTIKA 1 OTou Ta £yypada I} Ta TLOTOTMOLNTIKA SV
KOAUTITOUV OAEG TIC WG Avw Teputtwoelg A) — ) (onwg auta
avadépovral kat otig mapaypddoug 1 kat 2 Kat otnv nepimtwon B’ tng
napaypadou 4 tou apbpou 73 tou N. 4412/2016), ta éyypada i ta
TILOTOTOLNTIKA PTtopel va avtikaBiotatal and évopkn BeBaiwon 1, ota
KPATN — KUEAN N OTLC XWPEG OTou Sev TipoPAEncetal €vopkn BeBaiwon,
and umebBuvn SnAwon Tou evdladepOUEVOU EVWTILOV OpUOSLaG
SlKaoTkNG N SLOWKNTIKAG apxXnS, oupBolaloypddou 1n opuodlou
EMAYYEALATIKOU ] EUTIOPLIKOU OPYOVIOMOU TOU KPATOUC — HEAOUC ) TNC
XWPOG Kataywyng i tNg Xwpog OMou elval EYKATECTNUEVOC O

OLKOVOULKOC PopEag.

A) Na tnv anddelen tneg anaitnong tne napoaypddou 1°) kat 2 Tou dpbpou
75, Niotomouwntikd/BeBaiwaon Tou olkeiou emayyeAUATIKOU UNTPWOU TOU
MNapaptipatog Xl tou Npocaptipatoc A tou N. 4412/2016, pe to onoio

TioTomoLelTal N eyypadr) Tou olkovoulkoU popEa o AUTO.

Itnv mepintwon Evwong Owovoultkwv ¢opéwv, 6mou umoBAaAAouv Kolvi
npoadopd, TA MOPATAVW KATA epimTwon dwaloloyntka umofaAlovtal

yla KAOg olKovoULKO Gopéa IOV CUUETEXEL otnv Evwon.

Metd TNV OAOKANPWON TOU €A€éyXou TwV SLKALOAOYNTIKWY N EMLTPOTN

afloAOynoNg OoUVTACOEL TO OXETIKO [pakTikd afloAdynong Tto ormoio
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ETUKUPWVETOL HE OXETKN Amddaon Ttou AlokntikoU ZupBouAiou Tou

Noookopeiou.

H Anodaon auth poll pe To TPAKTIKA KOLVOTIOLOUVTOL G OAOUG TOUG
OUMETEXOVTEC. TN OUVEXELA, KAAglTal 0 MPOowpPLVOg Avadoxog yla Thv
uroypadn tng ZUUPBACNC KAl TTPOCKOULONG EYYUNTLKAG EMLOTOANCG KOAAG
ekTéAeong TnG oLvuPaong, on pe to 4% tng cupPatikng atiag xwpic O.M.A,,

KPITHPIO KATAKYPQZHZ:

H mAéov ouudépouca amod olKoVOoULKN amoyn mpoodopd, povo Pacel
TLUAG.

AIAPKEIA 12XYO2

OL Mpoodopég WoxUouv Kal SECUEVOUV TOUC CUMMETEXOVIEG YL EKOLTOV
oydovta (180) nuépeg amd TNV EMOMEVN HEPA TNG KATAANKTIKAG

NPOZMOPON: nuepopunviag umoPoAng toug. Mpoodopd mou opilel PLKPOTEPO XPOVO
LoXU0G AMOPPINMTETAL WG AMOPASEKTN.
H mapouoa MNpdokAnon avaptatal:
o  Ztnv lotooeAida tou NGO INMOKPATEIO (www.ippokratio.gr)
AHMOZIEYZH:

o Ito Kevtpkd HAektpovikdé Mntpwo Anpooiwv IupPAcEwv TG
levikng Npapparteiog Epmopiov, KHMAHZ

O AIOIKHTHZ TOY NO2ZOKOMEIOY

NIKOLAOS ANTONAKIS
27/06/2024 10:18
NIKOAAOZ ANTQNAKH2
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NAPAPTHMA |

TEXNIKEZ MPOAIATPAQEE AYTOMATOMOIHMENOY ZY3THMATOX MOPIAKON EZETAZEQN

MOPIAKHZ AIATNQ2TIKHZ TEXNOAOMAZ REAL-TIME PCR KAl ANTIAPAZTHPION MOPIAKQON

EZETAZEQN rIA TO KENTPIKO BIOMAGOAOIKO EPTAZTHPIO

w

10.
11.

12.

13.

14.

15.

16.

17.

18.

MANPWG auTopaToToLNUEVN eviaia MAatdOpuUa, yia Tn Sdle€aywyn OAwWV Twv amapaitntwyv
BNUATWY TWV EEETACEWV ATO TNV €LOAYWYH TOU SelYHATOC £WE TO AMOTEAETUA XWPLG
evllapeon mapéupaon Tou xpnotn (amopovwaon VoukAgivikwy ofwy, die€aywyn Real-time
PCR kat avdAuon anoteAeopdatwy). To cUCTNUO VA ElvaL TILOTOMOLNEVO YLa SLAyVWOTLKN
xprion CE-IVD.

No amatteitot pkpog xpovog yia tn dle€aywyn tng avtidpaong.

Noa prnopel va enefepyaotel tautoxpova 1 €wg 12 Selypata yio amopovwaon YeVETIKOU UALKOU.
To avtidpaotipla anopovwong VoukAgivikwy oféwv kal dte€aywyng tng Real-time PCR va
elval €Toua tpog xprion Kat va tomobetouvral kateuBeiav oTo cuotnua.

No xpnolpomolel (610 avildpaoTPLO AMOUOVWONG YEVETIKOU UAIKOU yLO QTTOPOVWGON
vevwuwkoU DNA, ukoU kat Boaktnptakot DNA/ RNA amd Siadopetikolc TUMOUG op)LKoU
UALKOU, OTtwg aitpa, mAdaoua, opoc,olpa , ENY,Auviako uypo,mtueha, BAL,BA, k.a.

H amopovwon va Baociletal otnv texvoloyia payvntikwv odatptdiwv yla amoktnon vPning
KoBapOTNTOG KAl CUYKEVIPWONG VOUKAEIVIKWYV OEEWV OKOWN KAl OO TIEPLOPLOUEVO OYKO
opxLlkoU Selypatog

Na pmnopel va ektelel anmopovwon yevetikol UALKoU amo dsiypata Siddopwy TUMWY oKOWUN
KOl TAUTOXpOVA.

Na déxetal kateuBeiav Stadpopouc TUTIOUC TPWTOYEVWY CWANVAPLwV GUAAOYNG SELYUATWY
ard OTOU UMOPEL VA TIPOXWPNOEL N ATIOUOVWON YEVETIKOU UALKOU.

Na €xeL tn Suvatotnta ¢pUAAENG TOU ATTOUOVWHEVOU YEVETLKOU UALKOU yLa ETLITAEOV EEETACELG
1 TUXOV EMAVEAEYYO.

Na €xeL tn Suvatotnta die€aywyng tavtoxpova 12 Siadopetikwy PCR MpwTokOAAwWV.

Na €xeL tn Suvartotnta die€aywyng Stadopetikwv PCR mpwTtokOAAwyY and éva deiypa
QUITOLOVWHLEVOU YEVETLKOU UALKOU €ite avefdptntwy eite pe tn popdr multiplex (meplocotepeg
amno 3 efetaoelg ava delypa).

Noa prmopel va xpnotlpomnotnBel yeveTikd UALKO TIou €XEL 6N amopovwBOel pe Tnv dla n
Sladopetikn mAatdpopua.

Na tapéyxovtal amo Tov MPopnBeuTh Ta avaAwoLia KAl avTldpaoTtipla Tou ivat avaykaio
yla tnv Ste€aywyn Twv {INTOUUEVWVY aVAAUCEWV.

H mAatdopua va eivat cuppatni pe ™ xprion aviidpaotnpiwv Real-time PCR kat dAAwv
KOTOOKEUQOTWV 1) yLo Xpron e in-house mpwTtokoAAa

Ma tn die€aywyn tng Real-time PCR avtidpaong va mapExetal MANPEG OET avtidpaotnplwy pe
N popdn eviaiou ETOLHOU TIPOC XPON UELYLATOC OE TUTIOTIOLNUEVN Hopdn Kol cUOTACH WOTE
va e¢aodaliletal n eUKOAN, ypriyopn Kal pe aplota anoteAéoparta SLeknepaiwaon tng
ef€taonc.

To €towo Tpog Xxpron Helypa va mepléxel primers, probes, buffer, hot-start moAuuepdon kot
£€viupo yla TNV aroduyr EMLOAUVOEWVY Kal PeUSWE BETIKWY ATOTEAECUATWVY.

Ta kit va ouvodelovtal eniong amo Betikd control-DNA kot standards omou amatteitol
TLOOOTLKOTIONGN.

Na mepllapBavel avixveuon evboyevoug eowteplkol control ylo €Aeyxo TNG GUVOALKNG
Sladkaaioc.





19.
20.
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EmBupnto elval apKeTa KLt va €XouV To 1810 mpwTtokoAo Sie€aywyng Real-time PCR.

Ta kit va dtatiBevral pe CE mark, eykekpléva yla in vitro dtayvwotikn xpron (IVD).

21.Ta mpoodepOeva KIT va cuvodeUovtal amo Ta avTioTolo avildpaoThipla Kol avOAWoLU

22.

23.

24.

25.

26.

QTITOUOVWONG VOUKAEIVIKWY 0EEWV yla Xpron OTO OUTOUATOTOLNUEVO CUOTNUA, T Omola va
gival £tolpa IPog xprion Kal oTonoLtnUeva yLa in vitro dtayvwaotikn xprion (CE/IVD).

Na tapéyxovral eniong 6Aa to KAtdAAnAa avaAwGoLa yLa T Xpron Twv PoohEPOUEVWV
oavtISpaotnplwv 0TO AUTOUATOMOLNUEVO CUCTN .

MNpoodopd GUUPETOXNG O TPOYPAPUA eEWTEPIKOU SLEPYOOTNPLAKOU TIOLOTLKOU EAEYXOU HE
£€060 NG mpounBelTplag eTaLpEiog.

Na ocuvodeletal pe tpoxnAatn Baon £10L WOTE va UMAPXEL MPOCRAON OTO ToWw HEPOG YL
TEXVIKOUG AOYouG. Na €XeL ULKPEC SLOOTACELG WOTE EVAAAAKTIKA Vo ival emitpamnéllo.

O mpounBeutng Ba OeopeuBel yla tn dlocuvdeon tTou MPoodhepOUEVOU €EOTTALGUOU UE TO
eviaio LIS tou Noookopeiou. To kdotog cuvdeong pe To cvotnua LIS tou epyactnpiou, kabwg
Kat n mpopnBsla twv amopattitwyv H/Y, exktunmwtwv Kot Ot emumAéov amoutnBsi  Oa
emiBapuvel TNV mpounBeltpla etalpeia. OAa ta avalwaotpo (LEAQVOTOLVIES 1) TOVEP Kal XapTtl
eKTUTIWONG) va KaAUTITovtal TARPpWG armd Tnv mpopnBelTpla Talpeia.

O mpopnBeutng avolaupAavel TNV TOMOBETNON KAl €YKATAOTOON TWV avaAUTwy, Kabwg Kat
omolecdnmote TuXOV epyaocieg amattnBolv yla TNV TeAkn dlapopdwon tou xwpou. Emiong
umoxpéwaon Ttou TmpopnBeutr) amotedel n efaocddiion TNG Bepuokpaciag Tou XWPOU
(mapaxwpnon air-condition)

A. TENIKOI OPOI

Amopaitntog¢ 0poG n APLOTN TEXVIKN KOL EMLOTNUOVIKN OTApLn tng etalpelag mou Ba
npounBeloel ta punxavhpata oto Noookopeio kabBwg Kat n ypryopn KGAuUPn Twv avaykwy o
avTLdpaaotrpLla Kat AAAQ avaAwoLa.

Ot mapandavw mpodiaypadég eival anapaitnto va KaAumrtovtal TAHpwS, Kabwc anoteAouv
NV €AdyLotn amnaitnon tou gpyaoctnpiou. Aev Ba e€etaoBolv mpoodopeg mou amokAivouy
OO TO TAPATIAVW XOPOKTNPLOTLKA KAl ELGIKOTEPO WE TTPOG TNV TTAPOYWYLKOTNTA.

Oa npénel va AndBei coPapad to péyebog (Ppuoikég Slaotdoelg) Tou cuvodol e€omAlopou, o
OX£0N UE TNV AELTOUPYLKOTNTA TOU XWPOU TOU EpyacTnpiou.

Ot naparnavw npodlaypadEg Ba MPEMEL v TEKNPLWVOVTOL UTIOXPEWTIKA E TIAPATIOUIEG OTA
EMIOUVATITOPEVA  TEXVIKA eyXelpidia n mAnpodoplakd ¢uAhadia, Siadopetika dev Ba
afloloyouvtal

No katatebel pall pe tnv olkovoulkn mpoodopd kol n ofio ava tepdylo tou cuvodou
efomAlopol

O mpounBeutng Ba SeopeuBel yla Tn Sloocuvdeon tou MPoodepOEVOU €EOTALOUOU WE TO
eviaio LIS tou Noookopelou. To kdotog ouvSeon g e To cuotnua LIS tou epyaotnpiou, kabwg
Kat n mpounBela twv amapotthtwy H/Y, sktunmwtwv Kot Ot emutAéov amattnBesi  Ba
emBaplvel Tnv TpounBeuTpla etatpeia. OAa ta avaAwolpo (LeAavoTalvieg ) Tovep Kat xoptl
eKTUTIWONG) va KaAUTITovTal TARPWCE oo Tnv MpounBeuTpla eTalpeia

To olUotnua Ba TpEmel eniong va Slatnpel otoleia yla Tov aplBpo kol To £(60¢ Twv efeTdoewy
Tou Slevepyouvtal (CUVOALKA Kol AVAAUTIKA)
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EGv PETA TNV KOTAKUPWON KOL TNV evepyomoinon tou Alaywviopol o Helodotng Slabéoel otnv
ayopd Vveotepa MOVTEAA, omodedelypéva  LOXUPOTEPA Kol KoAUTepa amd  ekeiva  Tou
nipoodEpOnkav Kat aflohoyriBnkav, tote o npopunBeutrhc/avadoxog Suvartal va ta popndelost
aviikaBlotwvtag ta npoodepbévta, Uotepa amd TNV CUUGWVN YWWHUN Tou AleuBuvtou Ttou
Epyaotnpiou kal tnv €ykplon tng Aloiknong, He Tnv mpolndBeon OTL Sev eMEPYETAL OMOLAdATOTE
TIPOOBETN OLKOVOLLKH EMLBAPUVON YLOL TO VOGOKOELD .

4.2.2 ANNEZ EPTAZIEX

O mnpopnBeutic umoxpeovtal va Slapopdwoel KatdAAnAa Tov Ywpo tou MikpofLloAoytlkoU
Epyaotnpiou pe ¢ppovtida kal Samaveg tou, cUUdwWVA LE TIG VEEC OUVONKEG epyaciog mou Ba
SlapopdwbBolv, av autd amalteitol amo tnv mpotacn tng mpoodopd¢ tou. H ektédeon twv
epyaclwv Ba pEneL va £Xel OAOKANPWOEL TTPLV TNV EYKATACTACN TOU GUCTNUATOC. 2TIG EPYACIES
va cupmnepAndBel n tomoBETNoN KALWATIOTIKWY, Epocov amatteital wote va efaodalilovral ot
QmapALTNTEG CUVBNKEG yLa TN OWOTH AELTOUpyla TWV avOAUTWV.

4.2.3.To service Kal Ta avoAwoLua, TEpav Twv avadepouévwy otnv npoodopad, Ba Bapuvouv Tov
npounBeutr), 0 omoilog Ba €XelL KAL TNV UTIOXPEWON VO EKTTALSEVCEL TOUG XELPLOTEG TOU OPYAVOU
Sdwpeav, otov Ywpo tou Noookoueiou

5. AYNATOTHTA 2YNTHPH2HZ TOY AIATIOEMENOY EZOMNAIZMOY

O mpounBeuThg UTtoXpeoUTAL VO KATOOECEL TO TIOPAKATW EVIUTIAL KOL TILOTOTOLNTIKA Hall pe TtV
npoodopd Tou:

5.1.BeBaiwon Tou 0lkou KATAOKEUNG TWV HNXOVNUATWY OTL Ta ipoodepBEvTa otov Slaywviopd
OVaAWGCLUO Kal OVTOAAQKTIKA (TTou Ba XpnoLomoLloUvTaL amd To UnXAvnLo) poTeivovtal ano
Tov ev Aoyw Oiko yla Kavovikn xprnon, OtL €ivol amoluta cupBatd Pe Ta NAEKTPOVIKA Kal
LNXOVIKA UEPN TWV UNXOVNUATWY, Kol OTL 8ev Ba emMNPEAOOUV TNV OUOAN KAl QrpOCKOTTNH
AelToupylia Tou.

5.2.BeBailwon TOU OIKOU KOTOOKEUNG TWV HUNXAVNUOTWY OTL N TipoodEpouca eTalpeia
(mpounBeutnc) eivalr efovolodotnuévn w¢ TPOG TNV TOPOXA TANPOUG TEXVIKNAG Kol
Emiotnuovikng umootnpléng (service, oVTOAAQKTIKA K.A.TT.) Kal OTL OTEAEXN TNG £XOULV
EKTIOLOEUTEL OE EYKOTOOTACELG TOU TIPOOGHEPOUEVOU OIKOU.

ATOSELKTIKA WG POG TNV ekmaideuon kat Thv Stdpkela Oa cuvumtofAnBoulv e Tnv BePaiwon.
5.3.Ztolxela yla tnv afloAoynon Twv UNXoVNHLATWY oo TOV 0lKO KATAOKEUNG.

5.4.YrevBuvn AnAwon tou N. 1599/86 otL pe tnv mapddoon Twv pnxavnuatwy Ba mapadwosl Kot
BePBaiwon Tou 0iKOU KATAOKEUAC OTL TO pnxavnua (avadépovtag tov aplBuod oespdg S/N)
KOTAOKEUAOTNKE TNV TeAeutaia Sietia.

5.5.Za¢n dnhwon ot

a) e meplnmTwon mou o PEloSOTNG ToU TtapovTog Slaywviopol avaknpuxBel pelodAOTnG Kat yla Tov
EMOUEVO SLOYyWVIOUO UToXpeoUTAL OTNV  OVTIKATAoTAcn Tou efomAlopou, e£dooov  autol
unepBaivouy Tnv TeTpactio amod TNV NUEPOUNVIA KATOOKEUNG TOUC.

B) e nepilmtwon mou o0 PELOSOTNG TOU MOPOVTIOC SLOYWVIoHOU dev elval UELOSOTNG KAl ylol TOV
EMOUEVO SlaywVvIopd umoxpeolTal OTNV AMOCUPCN TWV UNXAVNUATWY TNV nueEpounvio mou Ba
oploBel amno to Noookopeio.
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5.6.Zuppopdwon CE oOpdpwva pe Tt Swatagelg t™g Obnyiog 89/336/EOK vy v
nNAeKTpopayvNTIKY cupBatotnta (kowvn Yrioupyik Artodaon 94649/8682/93).

JHMEIQZH: Omoladnmote amokALon oo TIG MAPATIAVW ATOLTHOELS amoTeAel attia andppudng g
npoodopac.

5.7.Nepypadn twv pnxovnuatwv mou Ba mpoodlopilel akplPwg TOo €l60¢ KAl TOV TPOMO
Aettoupylog kat otnv EAANVIKN. TuXoV acnpavieg mopekkAloelg and ta kabopl{Opeva TEXVIKA
KoL AELTOUPYLKA XOPAKTINPLOTIKA TNG mapaypddou 4.2. tn¢ mapolong, Umopouv va yivouv
amodekTEC amo tnv Emtpomn AfloAdynong edpdoov Sev eival avtiBeteg  Sev uoTtepoLV MPOG
TIC ATALTAOELS TNG Yinpeoiag, aAAd Kal TIG CUUTTANPWVOUV TIPOC TO KAAUTEPO.

H erutponn aflohoynong duvartal Katd tnv kpion tng va {NTAoEL amd Tov MPOUNBeUTH TUXOV
SleukpLVNoELG eml Twv avaypadOUevwY otnv Tpoodopad TOU, CUUMANPWHATIKA oToLXEla yla TNV
TANp£oTePN SLATIIOTWAON TWV TEXVIKWVY XOPOAKTNPLOTIKWY Kal SUVOTOTATWY TNG CUCKEUNG | OKOWN
KoL Tnv enidel€n o Aeltoupyla TNG CUOKEUNG, XwpLlc kauia amaitnon tou mpounbeuth:

5.8.0UAAGSLO TNG eTaLpELAG (prospectus) Lo TO CUYKEKPLUEVO CUOTNLA TTOU Ba TIEPLEXEL TAL YEVIKA
TEXVIKA XOPOKTNPLOTLKA TOU.

5.9.Eyypadn 6nAwon tou mpounBeutr 0tL Ba mMpookopiosl Ta pnxaviuata os Suo (2) uAveg amno
TNV unoypaodr tng cupupaonc.

5.10.Eyypadn SnAwon oOtL eyyuadtal tTnv KaAn Asltoupyia ToU CUCTHMOTOG 1 UNXOVAHOTOG Lo TO
XPOVLKO SlaoTnua TnG IUpPaong wg emiong otL avaAapuPavel tnv umoxpéwon va SLaBEtel
£181KO TeXVIKO 0 omoiog Ba emLdeifel 0TO MPOOWTILKO TNG UTNPECiag Tov TPOTo Aeltoupylag Kat
XEPLOMOU KABWC KoL TO TIPOOTOTEUTIKA UETPA aodaleiag MPoowrmikol Kal UALKOU, OMwWG
avadEpetal Kal otnv mapdypado 5.

5.11. Emi mowvr] amokAELopoU, ol stalpieg va SLaBETouv MANPEG KOL OPYOVWHEVO TEXVLKO TUAUA
KOTAAANAO yla TNV €eyKOoTAoTAcn Kol ouvtipnon twv edwv mou Tmpoodépouv. Na
anodelkvietal pe BeBaiwon tng EmbBswpnong Epyaociag. Oa Bewpnbel coPapd MAEOVEKTNHA
N CUPUETEXOUOO eTALpia va SLABETEL TTANPEG KAL OPYAVWUEVO TEXVIKO TUAUA 0Tn Oscoalovikn
(Ba amobelkvietal pe PBeBaiwon tng EmiBewpnong Epyaciag tou Nopol Osccalovikng)
KOTAAANAO yla TNV EYKATAOTACN KOL CUVTAPNGCN TwV EL6WV TTOU TTPOCHEPOUV.

5.12. Eyypadn eyyunon-6nAwon vy tn duvatotnto umootnplfewg (UE  EMIOKEUEC,
ovtoAAakTika, BaBuovounaon, oxetikn mAnpodopnon K.A.T.)

O mpounBeutng umoxpeolTal va emOeifel Kal va eKMALSEUOEL KAl TO TEXVIKO MPOCWTILKO TOU
VOOOKOUEIOU 0OTn A£lTOupylal Kal ouvtipnon Tou MNXavApotog. Tnv TAApn €uBuvn tng
ouvtnpnong Ba tn pépeL o mpounBeuTC.

6. EAETXO2 NMOIOTHTAZ-OPOI ANOAOXHZ

6.1.Ta umo mpounBela avidpaotipla MPEMEL va TANPOUV OAOUG TOUG OPOUE TNG Tapaypddou
4.1.BIOAOTIKA KAI XHMIKA ANTIAPAZTHPIA.

6.2.0 MpouNnNBeUTAG UTIOXPEWVETAL VA TTAPASWOEL, PE TNV TPWTN Mapadoon Twv avtidpaotnplwv
KOLL TOL TP OKATW, TOL OTIOLOL TIPETIEL VOL 0UVOSEVOUV TO SLATIBEUEVO QT AUTOV XAV L

6.2.1.Eyypadn eyyunon KaAng Asltoupylog yla To XPOVIKO Sldotnua tng ZUpBacng amo tnv
nUeEpopnvia mapaAaprg TOU GUYKEKPLUEVOU HNXOVALOTOC LE TO OUYKEKPLUEVO EpyooTaclako
AplBuo (Serial Number), o omoio¢ Ba avaypdadetalr otnv cUuPacn mpoundelog Twv
avtdpaotnplwv. Méoa o’ autd To XPOVIKO SLAOTNHO, O TPOUNBEUTHG UTIOXPEWVETAL Va
emokevalel N va avtikadlotd omolodnmote €€apTnUA 1 UEPOC TOU, N Kal OAOKANpO TO
ouoTtnua (Knxavnua, 6pyavo, cuokeun) xwpic kapla olkovoulkn empapuvon tng Yrnnpeolag.
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Y oy ot

O Zuvtnpntng Tou TPounOeuTr) UTIOXPEOUTOL VO TIPOCEPXETAL TPOCG ATIOKATAOTACN TNG KABe
eldouc BAAPNG petd amd tnAedwvikn eldomoinon twv apuodiwv tou Noookopeiou mpog Tov
pounBeuTr) evtog SU0 WPWv.

Ta aitia tn¢ BAaBnc¢ kat n motoroinon Twv xpovikwy oplwv Jda TpoKUITOUV:

o. anod 1o BBAlo cuvtripnong mou Ba mapapével 0To epyacthplo SimAa amd KABE pnxavnuo Kot
Ba avnkel oto TuRua Bloiatplkng omou o xprHotng neplypddel to (6o¢ Tou mMPofARUATOG R TNG
BAGBNG, TNV NUEpPOUNVLO Kal TNV akplBi wpo cUPBAVTOC KAl 0 TEXVIKOC atnv SimAa oeAida amovta
yla to £i60¢ Twv evepyelwyv ol £ylvav Kal TNV akpLpn wpa amokotaotoong Kot mapadoong Tou
HUNXoVAUATOC O AELlTOUpYLO KalL

B. amnod 1o deAtio TEXVIKOU €AEYXOU TOU TPpoUNBeUTH mou Ba mpooumnoypadeTal ATO EKMPOCWIIO
TOU TUHOTOG Blolatpikng Kal tou epyactnpiou Tou Noookopeiou.

To eKto¢ Aettoupyiag xpoviko Siactnua, apxilel amo tn oTyun Tng TNAedwVIKAG eldomoinong Twv
oppodiwv Tou Noookopeiou Ttpog tov mpounBeuth yia tn BAABN kat AnyeL Ye Tnv mapddocn Tou
OuUOTAUATOG o€ AstToupyla.

To péyloto SldoTnua eKTOC Asttoupylog dev pmopel va eival peyoltepo amd 6 wpeg, GAAWG o
npounBeut)c Oa umoxpsoUtal ot KataBoAn TOWLIKAG pATPac 60 supw/wpa  emuTA£oV
KaBuotépnong, wg TG TPWTEG 24 WPEC. AV TO HNXAVNLO TIOPAPEVEL EKTOG AELTOUPYLAG LETA TNV
mapelevon to MpWwtou 24wpou, N ok pAtpa duthactaletal (120 supw/wpa kabuotépnong).
Mépav TNE TOLWVIKAG PATPAC, O TTPOUNBEUTAC UTIOXPEOUTAL VA KATABAAEL KAL TO TTOGOV TIOU TUXOV TO
Noookopeio Ba emiPapuvBel yla TNV eKTEAECN TwWV €EETACEWV O GAAO €pPYOCTHPLO, EVAVIL TWV
QVTLOTOLYWV TAPACTATIKWY XPEWONG.

Ol WG AVw UTIOXPEWOELG TOU TIpoNBeuTH oxUouv edbooov n PAAPN Tou £€Be0e KTOG AslToupylag
TO pnxavnua dev odeiletal og unattiotnta tou Noookopeiou.

O TPOMOG MOU TPOTELVEL 0 TTPOUNOEUTHC YL TNV AVTLUETWIILON TWV EMELYOVIWY TIEPLOTATIKWY OE
nepintwon BAGPNG npenel va neplypadel cadwc.

6.2.2.Eyypadn SnAwon otL avaAapBavel TNV UTIOXPEWOHN EKMAISEUONG TOU TPOOCWIILKOU TOU
Noookopelou mavw otn Aeltoupyiad TwV HUNXAVNUATWY, OPYAVOU N OUOCKEUNG, XWwpi¢ tnv
emiBapuvon g unnpeaiag.

6.2.3. O mpounBeutng umoxpeolTal va eTLOELEEL KAl var EKTTALSEVTEL €vaV TOUAGXLOTOV TEXVLKO TOU
Noookopelou atnv AslToupyla Kal cUVTAPNON TWV HNXOVNUATWY, cUUPWVO LE TA EPYOCTACLAKA
TLPOYPAUUOTO EKTTALSEUONG TEXVLKWV.

Tnv mAnpn euBuvn Tng cuvtnpnong Ba tnv d€pet o NMpopunbeuTng.

7. EAEMXOI - NAPAAABH

O HAKPOOKOTILKOG EAEYXOG TWV AVTLSPACTNPLlWY KOl TOU SLATIBEUEVOU NXOVALATOC YIVETAL Ao
NV oppodla emitpomnny eAéyxou kol mapalaPrg oes kdbBe mapddoon kot Ba amookomel otn
Slamiotwon :

7.1.Tng kaAng katdotaong amd amoyn euddaviong, MANPOTNTOC, AELTOUPYLKOTNTOC, KOKWOEWV N
dBopac.

7.2.TnG oupdwviag Twv XapaKTNPLOTIKWY oTolXelwv Tou eidouc e autd mou npoaodlopilovtal otnv
mapoloa KaBwe Kol TwV TEAIKWY 0wV Kol CUUPWVLWY TIOU cuTepAapBavovtal otn cupBaocn.
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7.3.Tnv napadoon eyxelpldiou xprioswg yla kaBe avaAuth ota EAANVIKA.

7.4.MNpwv yivel 0 €AeyX0OG, TWV TMOPANMAVW ATO TNV emitpont mapalaPrg, o mpounbeutng sival
UTIOXPEWHEVOG va SlaBgoel ldIkd f el8LKoUC TEXVLKOUC w¢ Ttapayp. 5.12. mou Ba moapapeivouv
otn 61dBeon NG emiTpomnnq yla emidel€n kal eEnynoeLg mMAVW OTO XELPLOWO, TN AELToupyla Kot Tn
Bewpla Tou UTO TpounBela cuotnuatog. H dldpkela tng enibeléng avtng Ba sival ano pia (1)
nUépa £wg €EL (6) To meplocOTEPO avaAoya LLE TNV amaitnon Tng EMLTPONNG, XWPLG OLKOVOULKNA
enmiBapuvon tn¢ Yrnnpeoiog.

7.5.Mpuv yivel n mapalapn tou SiatiBEpevou pnyavnuatog Ba npémel va SokluacBel oe Souleld
pouTivac yLo TouAdxLoTtov MEVTE (5) HEPEG KaL lowg MEPLOCOTEPEC av amaltnBel amo tnv umnpeaoia.

8 .AIAOOPA
8.1. Emonuavoelg mapadOoewS

8.1.1. Je Kkat@AAnAn B6£on Twv pNXaAvNUATwWY vo €mMIKOAANBesl mvakida pe pépluva Tou
npopnBeutn tnv omoia Ba avaypddovral:

8.1.1.1. H ovopaoia, to povtélo kat o SERIAL NUMBER Twv pnxavnuatwv.
8.1.1.2. Ta otolyela TOU KOTOOKEVAOTA KaL TPopNBeuTH.

8.1.1.3. O aplBuog cupPBacng ya TNV MPopnBela Twv avtdépaoTnpiwy Kat To £T0G TNG UTIOYPOPNG
ne.

8.1.2. Ooov adopd TNV ektéAeon tng ZUPPBaong, ekmpoBeoun mapadoon, akaTaAAnAOTNTA TWV
£16Wv, amoppun autwy Kal avtikotdotaon K.A.1. toxUouv ot Statdéelg tou M.A. 118/07.

9. DYAAO 2 YMMOPODQ3H2

9.1.0 mpopnBeutng uTtoxpeoUTal, £l TOowN anoppudng, pall pe v npoodopd va UTTOBAAEL Kal
OYAAO ZYMMOP®DOQIHE. Auto eivat ¢UANO CUOXETIOEWS TNG TIPOOPOPAG HE TIG QUMALTHTELS TNG
napovoag meplypadnc. Ito pUAN0 autod Ba avadépovtal e AEMTOPEPELA OAEC OL UTIAPXOUOCEC
OUUOWVIEG 1 ATOKALOEL] TWV XOPAKTNPLOTIKWY TWV TPOOHEPOUEVWV avTLOpaoTNPlwy Kal Twv
UNXovNUATwy o oxéon Ke Ta avadepOUeva oTnv napovoa neptypadr. O mpounbeutng Ba mpemel
va amavtd otnv meplypadn mapaypado mpog mapdaypado. H amavrtnon kotda mapaypado Oa
eMIBEPALWVETAL LE TIAPATIOUTIN O TIPOTUTIA TEXVLKA PUANASLA. (prospect, K.A.TT.)
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MAPAPTHMA I
YNOAEIrMA OYAAQY 2YMMOPOQQ3IHE

Texvikéc Mpodiaypadég Autopatonoinpévou fuotiuatog Moplakwv Efstdoswv Moplokig
SwayvwoTtikAg texvoloyioc REAL-TIME PCR Kot avtidpootnpiwv HOPLUKWV EEETACEWV YLl TO
Kevtpik6 BlionaBoloywkd Epyaotrplo

NAPANOMIH
ANANTHZH
FENIKEZ MPOAIATPADE: ANAITHZH 2E TEXNIKA
YOOWH®IOY
DYANAALIA

1.NANpw¢ auToUATOMOLNUEVN EViaia
mAatdopua, yia t Ste€aywyn OAwv Twv
anapaitnTwy BUATWY Twy eEETACEWY amd
NV eLcoywyn Tou Seilypatog £wg To
amoTéAEoUA XWPLG evllapeon napéupaon Tou NAI
XPNotn (amouovwon VOUKAEIVIKWY 0EEwv,
Sie€aywyn Real-time PCR kat avaAucn
anotele-opdtwy). To cuoTNUA va eivat
miotonolnpévo yla Stayvwotikn xprion CE-1VD.

2.Na amaltteital pkpog xpovog yla t NAI
Sie€aywyn g avtidpaong.

3.Na pmnopei va enefepyoaotel tautoxpova 1
£w¢ 12 Selypota yLol Amopovwaon YEVETIKOU
UALKOU.

NAI

4.Ta avildpacTtpLa Amopovwaong
VOUKAEIVIKwV 0wV Kal te€aywyng tng Real- NAI
time PCR va gival €tolua mpog xprion Kot va
tonoBetolvtal kateuBeiav oTo cuoTNUA.

5.Na  ypnowlomotet 6o avidpaotiplo
anopdvweong YEVETIKOU UALKOU yla
amouovwon  yevwuitkou DNA, ukol  kal
Baktnplakol DNA/ RNA amnd Siadopetikolg
TUmoucg opxLKOU UALKOU, OMwCe
aipa,mAacpa,0pog,00pa, ENY, Apviako uypd,
Mtoela, BAL,BA, k.a.

NAI

6.H amopovwon va Baciletat otnv texvoloyia
payvntikwv odatpldiwv yla anoktnon vPnAng
KaBapOTNTAC KOl CUYKEVTPWONG VOUKAEIVIKWY
oféwv aKOun KoL amd TEPLOPLOUEVO OYKO
apxLlkoU Seiypatog

NAI

7.Na urmopetl va ekteAel amopdvwaon YeVETIKOU
UALKOU aro Sslypota Stadopwv TUMWV akopn NAI
Kall TauTOXpova.

14
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2E TEXNIKA
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8.Na 6€xetal kateuBeiav Siadopoug TuMouG
TIPWTOYEVWV cwANvapiwv cUAOYAG
SELYUATWY QIO OTOU UITOPEL val TTPOXWPNOEL h
AMopUdVWon YeVETIKOU UALKOU.

NAI

9.Na €xeL tn duvartotnta ¢uAagng Tou
QUITOOVWHEVOU YEVETLKOU UALKOU yLa ETIUTAEOV
€€TAOELG 1] TUXOV EMOVEAEYXO.

NAI

10.Na €xel tn duvatotnta Steaywyng
tavtoxpova 12 Stadopetikwv PCR
TIPWTOKOAAWV.

NAI

11.Na €xet tn Suvatotnta Ste€aywyng
Stadopetikwv PCR mpwTokOAAWYV amo €va
Selypo amopovwpévou yevetikol UALKOU eite
avefdptntwy ite pe Tn popdr multiplex
(meplocotepeg amod 3 e€eTdoelg ava delyua).

NAI

12.Na pmopet va xpnoomnotnBel yevetiko
UALKO Ttou £XeL 6N amopovwBel pe tnv dla
Stadopetikn mAathopua.

NAI

13.Na mapéyovtal amo tov npoundeutn ta
avaAwoLpa Kol avtidpaothpLa ou lvait
avaykaia yla tnv Ste€aywyn Twv INToUeEVWY
AVOAUCEWV.

NAI

14.H mhatdoppa va sivatl cuppartr He Tn
xpron avtdpaotnpiwv Real-time PCR kat
GAAWV KOTALOKEVAOTWV A ylo Xprion We in-
house mpwtokoAa

NAI

15.Ma tn Sie€aywyn ¢ Real-time PCR
avtibpaonc va mapEXeTaL ANPEG OET
avtiSpaoTnNPLwy HE T Hopdr eviaiou £TOLHOU
TPOG XPNon UElyUOTOG 08 TUTTOTIOLNEVN
popdn kal cuotacn wote va e€aadaliletal n
€UKOAN, ypryopn Kol e ApLOTA AMOTEAEGHATA
Sleknepaiwon tng e€€taonc.

NAI

16.To €TOlO TIPOG XPron Melypo va mepléxet
primers, probes, buffer, hot-start moAupepdon
Kol €vIupo yla TNV anoduyr] EMUOAUVOEWY Kal
Peubdwg BETIKWY AMOTEAECUATWVY.

NAI

17.Ta kit va ouvodelovtal emiong amo BeTko
control-DNA kat standards omou armotteitot
TogoTiKomoinan.

NAI
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18.Na mepllappavel avixveuon evdoyevoulg
€0WTEPLKOL control yio €AeyxXo TNC GUVOALKNG
Swadikaoiag.

NAI

19.EmBupnTO €lval 0pKETA KLT va €Xouv To (6Lo
npwtokoAo Sle€aywyng Real-time PCR.

NAI

20.Ta kit va OwotiBevtar pe CE  mark,
EYKEKPLUEVO Ylo in vitro Slayvwaotikn xpron
(IVD).

NAI

21.Ta mpoodepdueva Kt va cuvodevovtal
amd ta aviiotolya  avtibpootipla  Kal
QVOAWOLUA QTIOUOVWONG VOUKAEIVIKWY 0EEWV
yla Xprion oTo QUTOLOTOTOLNUEVO GUOTNUA, TO
omolo va elval €tolyo TPOG Xpnon  Kat
Tiotonolnpéva yla in vitro dlayvwaotikr) xprion
(CE/IVD).

NAI

22.Na nmapéyovtal eniong oAa ta KatdAAnAa
QVAAWGLULA YLOL TN XPHON TWV TPOohEPOUEVWY
avTLISpaoTNPLWY OTO AUTOUATONMOLNUEVO
ouotnua.

NAI

23. Mpoodopd GCUUUETOXNG OE TPOYPAUUA
eEwTtePLKOU Slepyaotnplakol TIOLOTLKOU
eNéyyou pe €€oda TG TmpounBeltplag
eTalpeiag.

NAI

24.Na ouvobeUetal pe tpoxnhatn Baon €tol
WOTE va UTIAPXEL pocPaocn oTo Tiiow WEPOG
yla  TEXVIKoUC AdyouG. Na  €xeL  UIKPEG
Slaotdoel wote  eVOANOKTIKA va  eivat
emLTpamneLo.

NAI

25.0 mpounBeuti¢ Ba  decpeuBel yo TN
Slacuvdeon tou mpoodepopevou e€omALoUOU
He To evialo LIS tou Nocokopeiou. To KOOTOG
ouvdeong e to cuotnua LIS tou epyaotnpiou,
KaBwg kal n mpopunBela twv amapattitwy H/Y,
EKTUTIWTWY Kal OTL erumAéov amottnBel  Ba
emBaplvel tnv mpounOeltpla etatpeia. Oha
To avaAwolpa (Jehavotalvieg ] tovep Kol
xopti ekTUMwong) va kahumtovral MARPWE and
v mpopunBelTpLa eTalpEia.

NAI

26.0 mpounBeutig  avohaufavel TV
TOOBETNON KOl EYKATAOTAON TWV OVOAUTWY,
KaBwe Kal OmoleobAMOTE TUXOV EPYAOLES
amattnBolv yla tnv tehkn Stapopdwaon tou

NAI
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Xwpou. Emiong umoxpéwaon tou mpopnBeuti
anotelel n e€aodpalion tng Beppokpaciag tou
Xwpou (rnapaxwpnaon air-condition)

TENIKOI OPOI

1.Anapaitntog O6po¢ n GPLOTN TEXVIKA Ko
ETLOTNHOVIKA OTAPLEN TNG €Talpeiag Tou Ba
npopnBevoel Ta pnxavApato oto
Noookopeio kabwg kat n ypnyopn KaAuyn
TWV avaykwv oe avildpaotipla kot AAAa
avaAwoLpa.

NAI

2.0t mapamavw  mpodlaypadeg  eival
amapaitnTo va KaAUTTovtal MANPWE, KaBwg
armoteloVV TNV €Adxlotn amaitnon Ttou
epyacotnpiou. Acv Ba e€etacBolv poodopEg
ToU  amokAlvouv amé TO  TMOPOMAvVW
XOPAKTNPLOTIKA KAl €LSLKOTEPA WG TPOG TNV
TAPAYWYLKOTNTA.

NAI

3.0a mpemnel va AndOel cofapa to péEyeBog
(puoikéc Slaotaoelg) ToU cuvobou
efomALlopou, os oxéon ue ™mv
AettoupylkéTnTa Tou XWpou Tou
epyactnplou.

NAI

4.0L mopamndavw mpodlaypadec Ba mpEmel va
TEKUNPLWVOVTOL UTIOXPEWTLKA e
TIOPOTIOUTEG OTA EMLOUVATITOUEVA  TEXVIKA
eyxewpibla n  mAnpodoplakd PuAladia,
Stadopetika ev Ba aflohoyouvrtat

NAI

5. Na katatefel pall Pe TNV OLKOVOUIKN
npoodopd  Kal n ofia avd TEPAYLo Tou
ouvodou e€omALlopoU

NAI

6. O mpounBeutng Ba SeoueuBel ya ™
Slaouvbeaon tou mpoadepoEVOU EEOTALOUOU
Le To eviaio LIS tou Noookopeiou. To kGGTOG
ouvéeong Me TO ovotnua LIS tou
epyaotnpiou, kKabBwg KalL n mpoundbela Twv
arapattitwv  H/Y, ektumwtwv  Kat  otL
ermutAéov amautnBel  Ba emPaplvel TV
npopnBeutpla etatlpeia. OAa Ta avalwolua
(uehavotalvieg ) Tovep Kat XapTi eKTUTIWGONG)
va  KoAUmTovtal  TAAPWG  amd  ThV
mpounBeuTpLa eTOLPELQ.

NAI
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, . , , NAI
To clotnua Ba mpenel eniong va Slatnpet

oToleia yla tov aplBuo kal 1o €idog Twv
efetdoewv mou Slevepyolvtal (CUVOALKA Kall
QVOAUTLKA)

Eqv petd tnv  katakUpwon kot tnv | NAI
€vepyomoinon Tou Alaywviopol o Hedotng
Sl00écel otV ayopd VveOTEpO  MOVTEAQ,
amodebelypéva  LOXUPOTEPA Kol KOoAUTEpQ
and  ekeiva  mou  mpoodépOnkav Kol
aflohoyribnkav, TOte o0 TpounBeutic/
avadoxog OlUvatat va To mpounBevosl
avtikablotwvtag Ta mpoodepOévta, Lotepa
and v cuudwvn yvwun tou AleuBuvtou
Tou Epyaotnpiou kat TNV €ykplon NG
Awoiknong, He tnv mpolmoBeon ot ev
EMEPYETAL ormoladnmote npoobetn
OLKOVOLLLKN ETLRAPUVON YLO TO VOOOKOUELOD.

4.2.2 ANNEZ EPTAZIEZ

O mnpounBeutng umoxpeoutal va Slapo-
pbwoel  KATGAANAa. TOV  XWPO  TOU
MuwkpoBLlohoylkoU Epyaotnpiouv pe ¢ppovtida
KalL 6amdavec Tou, oUUPwWvVA WE TIG VEEC
ouvlnkeg epyaciag mou Ba SiapopdwOouy,
oV OUTO amatteital omd TNV TPOTAcn TNg
nPoodopAg Tou. H eKTEAECNH TWV EPYACLWV NAI
Ba mpénel va €xel ohokAnpwBel mpwv TNV
€YKATAOTOON TOU CUCTNUATOC. ITIG EPYAOLEC
va cupnepAndBel n tomoBEtnon KALLOTLOTL-
Kwv, &dooov amalteital  wote  va
efaodalifovral ol amapaitnteg cuvOnKeg yla
TN owoTr AslToupyia Twv avoAuTwy

4.2.3.To service Kal T aVaAWoLa, TEPAV TWV
avadepopévwy  otnv  mpoodopd, Ba
Baplvouv tov mpounBeuTh, o omolog Ba £xeL
KAl TNV UTMOXPEWON va eKMolSeVOEL TOUG
XELPLOTEG TOU OpyAvou Swpedv, oToV XWPO
tou Nocokopeiou .

NAI

5. AYNATOTHTA ZYNTHPHZHZ TOY AIATIOGEMENOY E=OlAIZMOY

KaBe mpopnBeutrc umoxpeoltal va KATADECEL TA MAPAKATW EVIUTIA KAL TILOTOTOLNTIKA Hall Je TNV
npoodopd tou:

5.1.Befaiwon TOU OIKOU KOTAOKEUNG TWV
pnxovnuatwyv ot Ta mnpoodepbivia  otov NAI
SLaywvIoUO avaAwoLpa Kol ovTaAAAKTLKA (TTou
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Ba xpnowomoloUvtal omd TO  UNXAvNUO)
npoteivovtal amdé tov &v Adyw Oiko yla
KOVOVLKN Xpnon, OtL €ival amdiuta cuppatd
HE TA NAEKTPOVIKA KOl MNXOVIKA HEPN TwV
HUNXavnuATwy, kot otL 8ev Ba emnpedoouv TV
OMOAA KoL OTPOOKOTTN AELTOUPYLA TOU.

5.2. Befalwon TOU OIKOU KOTAOKEUNG TWV
pnxovnuatwyv OtL n mpoodEpouca ETALPELQ
(mpounBeutng) eivat efouclodotnuévn WG
MPOG TNV TapoX TANPOUC TEXVIKAG Kol

EMLOTNUOVLKAG UTOCTAPLENG (service,
QVTAANAKTLIKA K.A.TT.) KL OTL OTEAEXN TNG £XOUV
ekmaldeutel oe EYKOTOOTAOELG Tou

NPoodePOUEVOU OiKOU. ATOSELKTIKA WG TPOG
v eknaidevon kat TtV Sdpkela  Ba
ouvuntofAnBouv pe tnv BePaiwon.

NAI

5.3.3toxela yia tnv  afloAoynon Ttwv
LNXOVNUATWY OTTO TOV OIKO KATAOKEUNC.

NAI

5.4.YnevOuvn AfAwon tou N. 1599/86 o1l pe
v Tmapadoon Twv  pnxavnhudtwv  Ba
napadwoel  Kat  PePaiwon  TOU  oikou
KATOOKEUNG OTL TO unxavnua (avadépovrag
Tov aplOuo oelpdg S/N) KATAOKEUAOTNKE TV
teAevtaia Sietia.

NAI

5.5.2aén 6nAwon ot

a) e mepimtwon TOU O HEWSOTNG TOU
TapOVTOG Slaywviopou avaknpuyBet
HELOSAOTNG KAl yla TOV EMOMEVO SLAYWVIOUO
UTIOXPEOUTOL  OTNV  QVILKOTAOTAChH  TOU
efomAlopoyl, ebooov autol umepPaivouv TV
TETPAETi amO TNV NUEPOUNVIAL KATAOKEUNG
TOUG.

B) e mepimtwon TOU O MELOSOTNG TOUL
napovrtog Slaywviopolu Oev eival peLodotng
KOl yLa ToV €MOUEVO SLOYWVIOUO umtoxpeolTalL
oTnNV  AQmoOcUPon  TWV  UNXAVNUATWY TNV
nuepounvia mou Ba opwbel amd TO
Noookopeio.

NAI

NAI

NAI

5.6.2upupopdwon CE cupdpwva pe Tig Slatdlelg
™mg Obényiog 89/336/EOK  ywa Vv
NAEKTPOUAYVNTLKNA cuppartotnta (kowvn
Yrioupytk Artddpaon 94649/8682/93).

NAI

JHMEIQZH: Onowadrmote amokAlon omnd TG
MapAmavw  aQmaltiosl  amoteAel  autia

NAI
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andppuPng TG Mpoodopdas.

5.7.Nepypadn Twv pnxavnuatwv mou Ba
npoodlopilel akplpwe to €l60¢ KaL TOV TPOMO
Aewtoupylag  kat  otnv  EA\nvikr).  Tuxov
QOAUAVTEG TTAPEKKALOELG amo ta kaBoplldopeva
TEXVIKA KOL AELTOUPYLKA XOPOKTNPLOTIKA TNG
napaypddou 4.2. tng mapolong, Unopolv va
yivouv  amodektég amd tnv  Emutponn)
A€loAoynong epocov Sev sival avtibeteg ) Sev
UOTEPOUV TPOG TIC ATIALTAOELS TG YINpeoiag,
aAAQ KL TLG CUMTITANPWVOUV TIPOC TO KAAUTEPO.

NAI

H emtpony afloAdynong Suvatal katd tnv
kplon ™G va Intiosl amdé Tov mpopnBesuth
TUXOV SleUKpLVAOELG €Tl Twv avaypadOuevwy
otnv  mpoodopd  TOU, GUUMANPWUOTIKA
oTolxela yla tnv mAnpéotepn Slamiotwon twv
TEXVIKWV XOPAKTNPLOTIKWY Kal Suvatotitwyv
NG OUOKEUNG 1 akOun kot tnv emidel€n oe
Aewtoupyla  TNC  OUOKEUNRG, Xwpig Kaplo
amnaitnon tou mpounBeuTh:

NAI

5.8.QuAAadlo tng etaipeiog (prospectus) ya
TO GUYKEKPLUEVO cUoTnpa Tou Ba TtepLEXEL Ta
YEVIKA TEXVIKA XOPOKTNPLOTIKA TOU.

NAI

5.9.Eyypadn &nhwon tou mpounbeutr oOtL Ba
TIPOOKOWIOEL Ta pnxavnuata o Vo (2) pRveg
ano tnv unoypadr g cupfacnc.

NAI

5.10.Eyypadn dnAwaon OTL gyyuatal tnv KaAn
AelTtoupyla TOU OUGTAMATOG N UNXOVHALOTOG
yla To XPoviko didotnua tng IUpPacng wg
eniong otL avoAauBAavel tnv umoxpéwon va
Sl00£teL el8IKO TEXVIKO 0 omoiog Ba emideiel
OTO TPOCWTILKO TNG UMNpPeciag tov Tpomo
Aewtoupylag kol XEPLOHOU KoOBwg Kal Ta
TIPOOTATEVUTIKA UETPA acdaleiag MPOoWILKOU
KoL UAKOU, Omw¢ avadEpetal Kkal otnv
napaypado 5.

NAI

5.11. Eni mown amokAelwopol, ot gtalpieg va
Sl00£touv TMANPEG KAl OPYAVWUEVO TEXVIKO
TUAMA KATAAANAO yla TNV €YKATACTAOn Kal
ouvtrpnon twv sdwv mou mpoodépouv. Na
amodelkvuetal pe BePaiwon tng EmBeswpnong
Epyoociag. Oa BswpnOel cofapd mMAeovEKTNUQ
N CUUUETEXOUOQ eTaLpia va SLaBEtel TANPEG
KOL  OPYOVWHEVO  TEXVIKO  TUAMO  OTN
Oeoocalovikn (Ba amodelkvietal pe Bepaiwon

NAI
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™m¢ EmBewpnong Epyaciag tou Nopou

OeooaAovikng) KaTtaAAnAo yla ™mv
€YKATAOTAON KAl OUVTINPNoN Twv 6wV Tou
TPoohEPOUV.

5.12. Eyypadn eyyvnon-6nAwon vy TN
Suvatdtnta umootnpléewg (Ue EMLOKEUES,
QVTAANAKTLKA, BaBuovounaon, OXETLKNA
nAnpodopnon K.A.T)

NAI

O mpounBeutr¢ umoyxpeouTtal va emtdeifel Kat
va eKMLSEVOEL KOL TO TEXVIKO TIPOCWITILKO TOU
VOOOKOpElOU ot Aeltoupyla Kal cuvtrpnon NAI
TOu unxavipatog. Tnv mARpn euBlvn g
ouvtipnong Ba t pEpeL o mpounBeuTAC.

6. EAEIXOZ NOIOTHTAZ-OPOI A[IOAOXHZ

6.1.Ta untd mpounBela avidpaotipla MPEMEL
va TmAnpoUV OAoug Toug Opoug NG
napaypddou  4.1.BIOAOTIKA KAl XHMIKA
ANTIAPAZTHPIA.

NAI

6.2.0 TPOUNOEUTAC  UTIOXPEWVETAL VO
napadwoel, UE TNV MPWTIN Tapddocn Twv
avtISpaoTnpiwy Kol Ta MAPAKATW, Ta omnola NAI
TpEmeL va. cuvodelouv To SlatiBépevo ar’
QUTOV pnYavnua:

6.2.1.Eyypadn eyyunon KaAng Asttoupylog
yla To XPOVIKO dldctnua tng Tuppacng and
™mv nUepounvia napaAafng ToU
OUYKEKPLUEVOU UNXOVALLOTOG UE T0
OUYKeKPLUEVO Epyootactako AplBuod (Serial
Number), o omolo¢ Ba avaypadetat otnv
oluuBaon mpounBelag Twv avtdpaoctnpiwy. NAI
Méca o autd TO XpovikO 6Sldotnua, o
TPOUNBEVUTAC UTIOXPEWVETAL VO EMLOKEUATEL
N va aviikoBlotd omolodnmote efaptnua n
HEPOG TOU, N KAl OAOKANpo TtO cuoThuA
(unxavnua, 6pyavo, cuokeun) xwpic kaulo
OLKOVOLLKN eTBapuvon tng Yrnpeoiag.

Y oYwv 6t:0 Tuvtnpntng tou mpounBesuth
UTIOXPEOUTOL VO TIPOOEPXETAL  TIPOG
anokataotacn tng kabe eidoug BAAPNC petd
and tnAedwvikn edonoinon twv appodiwv
tou Noookopeiovu mpog TOV TmMpopnBeutn
€VTOG 6U0 WPWV.

NAI
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Ta aitia ™ng BAaBn¢ kat n mLOTONOINGN TWV XPOVIKWYV 0piwV Ja MPOKUTTTOUV:

A. ando to PPAo ouvtipnong mou Ba
TOPOUEVEL OTO €epyacthplo SimAa amod kabe
pnxavnua kat Ba  avAkel oto TuAuo
Blolatplkg Omou o XpHotng meplypddel To
elbo¢ tou mpoPAfuatog 1 tng PAABng, v
nUepounvia Kat tThv okplpn wpa cupBavtog
KOL O TEXVIKOG otnv Simha oeAida amavtd ylo
TO €160GC TwV evepyelwv TOU EyvOov Kol TV
akpLBr wpa amokataotacng Kol mapddoong
TOU UNXavNUAToC g AELToupyia Kal

NAI

B. amo 1o &ehtio TEXVIKOU €A€yXou TOU
npopnBeuty mou Ba mpooumoypddeTal anod
EKTIPOOWTTO TOU TUAUOTOG BlolaTplkng Kot Tou
epyacotnpiou Tou Nocokopeiou.

NAI

To eKtd¢ Aewtoupyiag Xpovikd Sldothua,
apxilet amdé Tt oTyun NG TNAEPWVIKAC
eldomnoinong twv apuodiwv tou Nocokopeiou
TPOG Tov TpopnBeuTh yla t BAGBN Kot Anyel
HE TNV TmopAadoon TOU GCUCTAUOTOG Of
Aettoupyia.

NAI

To péyloto Sldotnua e€kto¢ Asttoupyiag Sev
urmopel va eivalt peyaAltepo amd 6 WpEC,
GAMwc o mpounBeutng Ba umoxpeoUTal oF
kataBoArl TOWLIKAC pAtpag 60 supw/wpa
emuumAéov kaBuotépnong, wg TG TPpWTeg 24
WPEC. AV TO HNXAVNUO TIOPOUEVEL EKTOC
Aettoupylag petd tnv mMopéAeucn TO MPWTOU
24wpou, n MoK pATpa Sduthactaletal (120
supw/wpa kabuatépnaong). Mépav TNG MOLWIKAG
pAtpag, o TmpounBeutic umoxpeoUTOL va
KOTaBAAEL KAl TO TOOOV TIOU TUXOV TO
Nocokopeio Ba emiBapuvOel yla tnv ektéAeon
Twv £€eT@OswWV 0t AANO €pyooTrplo, €vavtl
TWV aVTLOTOLXWV TAPACTATIKWY XPEWGCNG.

NAI

Ol w¢ Avw UTIOXPEWOELG TOU TpopnBeutn
Loxvouv edpooov n PAAPn mou €Beoce ekTdOG
Aettoupyiag to pnxavnua Sev odeiletal oe
unattioétnta tou Noocokopeiou.

NAI

O TPOMOC TOoU TIPOTEIVEL 0 TPOUNBEeUTAC yLla
™mv OVTLUETWIILON Twv EMELYOVIWVY
TIEPLOTATLIKWY o€ mepimtwon BAABNG mpémet va

neplypadel cadwg.

NAI
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NAPANOMIMH
AMNANTHZH
FENIKEZ MPOAIATPADEZ ANAITHZH 2E TEXNIKA
YNOWHO®IOY
ODOYANAAIA

6.2.2.Eyypadn 6nAwon ot avoAapPavel tnv
UTIOXPEWGN €KMaiSEUONG TOU TPOCWTILKOU TOU
Nocokopeiov mavw otn Asttoupyla  Twv NAI
HUNXOQVNUATWY, 0OpyAvoU ] CUCKEUNG, XwpLg TNV
emPapuveon g UTNPESLAG.

6.2.3. O mpounBeutig¢ umoyxpeoUTAl Vva
erubeiel Kat va ekmaldeVoel £vav TOUAAXLOTOV
Texvikd tou NocOKOUELOU OTnV AsLToUpyia Kal

oUVTHPNON TWV HNXaVNUAtwy, cuudwva PE Ta NAI
€PYOOTACLAKA TPOYyPAUHATA  eKmaldeuong
TEXVLKWV.

Tnv mARpn €uBlvn tng ouvtipnong Ba tnv NAI

dEépeL o NpounBeutng.

7.EAETXOI - NAPAAABH

O UOKPOOKOTILKOG EAEYXOG TWV aVTLSpaoTnpiwy Kal Tou SlatlBéuevou unxavipatog yivetal anod tnv
apuodLa emitpornr] eAéyxou kat mapalaprg os kaBe mapddoon kat Ba anockomnel otn Stamiotwon:

7.1.Tn¢ kaAA¢ katdotaong omd amoyn
eudaviong, TANPOTNTAG, AELTOUPYLKOTN- NAI
TOG, KAKWOEWV 1 ¢Bopac.

7.2.Tn¢ oupdwviag Twv XapOKTNPLOTIKWY
oTOlXElwv Tou €ldou¢ HE aQuTd TOU
npoacdlopifovtal otnv mapoloa Kabwg Kot NAI
TWV TEAKKWV OpwV Kol CUUPWVLWV TIoU
oupumneplapuBavovral otn cUpuPaacn.

7.3.Tnv mapadoaon eyxelpldiov xproswg yla

KaBe avalutr ota EAANVIKA. NAI

7.4.Mpwv ylvel 0 €AeyxoC, TWV TOPATIAVW
amd TNV erutponn  mapaAaPfng, o
npounBeutng elval  umoxpewpévog  va
SlaBéoel el8kO 1 €l6IKOUG TEXVIKOUG WC
napayp. 5.12. mou Ba TMopapeivouv OTh
81a0egon TG emtponmig yla emidelEn kat
efnynoelg mMAvw  OTO  XELPLOWO, TN NAI
Aewtoupyla koL ™) Bswpio TOU UMO
npounBela cuvotiuatog. H Sildpkela ng
enidelnc avtn¢ Ba eivatl anod pia (1) nuépa
£w¢ €L (6) To MeplocOTEPO avaloya pE TNV
analtnon tng EMTPONAC, XWPLG OLKOVOULKN
empapuvon ¢ Yrnnpeoiag.

7.5.MNpwv yivel n mapalafr tou SlatiBéuesvou NAI
pnxavipatog Ba mpémel va SokiuacBel ot
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FENIKEZ MPOAIATPADEZ

ANAITHzH

ANANTHZH
YNOWHO®IOY

NAPANOMIMH

2E TEXNIKA
DYANAAIA

Soulela poutivag yla touldylotov mévte (5)
HEPEC KOl lowg Teploodtepeg av amattnBel
ano TNV unnpecia.

8.AIAOOPA

8.1.Emionuavoelg mopadooewg

8.1.1.3e kat@AAnAn Béon Twv UNXavnUATWY
va emikoAnBel mwvakida pe pépluva Tou
npopnBeutn tnv onola Ba avaypddovrtal:

NAI

8.1.1.1.H ovopoaoia, To povtého kat o SERIAL
NUMBER Twv pnxavnuatwv.

NAI

8.1.1.2.Ta oTolXEld TOU KOATOOKEUQOTH Kol
npounBevTh.

NAI

8.1.1.3. O oaplBudégc ovuPacng vy TNV
mpounBela Twv avtibpaotnpiwv Kol To £10G

NG unoypadng ™.

NAI

8.1.2.0c0ov adopd TNV ektéAeon ING
JuuBaong, ekTpOBeouUn napadoon,
okatoAAnAdtnTa  Twv  eldwv, amoppudn
QUTWV KOl OVTLKOTAOTAoN KA. LoYUouv oL
Siatdéelg tou M.A. 118/07.

NAI
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YNOAEITMA OIKONOMIKHZ NPOX®OPAZ

NAPAPTHMA I

Nivakac 1
) ) ) STAAN
2TAAn 2TAAn 2tAAn 7=
1 5 ZtAAn3 | ZtnAn4 | ZTAAN 5 ZTAAN 6 (5x6):2 2tAAN 8 ZtAAn 9 10= tAAn 11
X6):
7+8+9
AplOu Twn
Avtidp Anat-
) 0¢ ) ) ) ) TN controls )
Ovopa aotnpt | Eeta- ToUpe-veG | Twun avtidp- JUVOALKNA
e€eta- avoAw- & JUVOALKA
e€éta- o Tou oeLg/ T /Kt | ouokeu- aotnpiov / i /
CEWV ) . olpwv / calibra- ) Twur / étog
ong omoLto | KT ooleg/ ggéraon gtétaon
gtnot g&étaon tors /
vvtal £T0G
WG e€étaon

((avaAuon k6otoug e€étaonc)

NEPIAHNTIKEZ OAHTIIEZ ZYMNAHPQZHZ NMINAKA 1

1.

MNeplypadete avaluTika TNV HEB0SO TG e€€taong e OAEG TIG TOAVOTNTEG AMOTEAECUATWY KAL TA O~
vtiotowa avidpaotipla, adol éxouv AndBel umoYn Kat oL BLALTEPOTNTEG TOU TUAKATOC HETA Ao
nAnpodopnon tou AlteuBuvt Tou TunRpatog.

JUMITANPWVETE oTnV oTAN 1 Tou Tivaka avaAuong KOOTOUC TO OVopa TG e€€Taong £T0L OMWG avadE-
peTaL otnv otnAn 1 Tou mapaptTuaTog A.

JUMITANPWVETE GTNV OTHAN 2 TOU TVOKA TOV ETAGLO aplOUo TnG £€€taong £T0L OMwe avadépetal oTny
otAAn 1 tou mapaptiuatog A

JUMITANPWVETE 0TNV 0THAN 3 TOU Ttivaka Ol T avTLSpaoTHpLa VLol TNV CUYKEKPLUEVN eEETaon.
JUUMANPWVETE 0TNV OTAAN 4 Tou Tivaka tov aplBuo e€etdoswy NG cuokevaoiag, yla Kabe eidog a-
vudpaotnpiov tg otAAng 3

JUUMANPWVETE GTNV OTAAN 5 TOU MivaKa TO AVTIOTOLXO KOOTOC TNG CUCKEUAOLOC yla KABe avtidpaoth-
plo.

JUMITANPWVETE 0TV OTAAN 6 ToV amattolpevo aplOpd ocuokevaolwy / €To¢ yla Kabe idog avtidpa-
otnplou tnG otAng 3

JUMITANPWVETE otnV oTHAN 7 TNV TN avtdpaotnpiouv / e€€taon n onoia kabopiletal we eEAG:

T / kit ( otAAN 5) X amottoUpeveg cuokevaoieg / €tog ( oTAAN 6) : Tov €ToLo aplBud tng e€étaong
(otiAn 2)

9. JuPMANpPWVETE otnv oTAAN 8 TNV TIUA avalwaoipou / e€étaon

10. JupMANPWVETE otV othAn 9 tnv Tur controls & calibrators / e€€taon

11. JupmAnpwvete otnv otAAn 10 tnv cuvoAiki Twun / e€€taon n omolia kabopiletal wg £€n¢:

T avtdpaotnpiov / e€étaon ( othAn 7) + tipn avalwoipou / €€€taon ( otiAn 8) + Twur controls &
calibrators / e€étaon ( otiAn 9).

12. SJupmAnpwvete otnv othAn 11 tn cuvoAwkn Twur / £€tog n omoia kabopilstal we eEAC:

OUVOALKN TN / €€€tacn (otnAn 10) x eTiolo apBuo tng e€€taong (otnAn 2)
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NINAKAZ 2

( avaAvon K6OTOUG Kal TOCOTNTEG AVAAWOiLWY yLa KAOe avaiuth)

JtiAn 1 JTAAN 2 TAAN 3 JtAAn 4 3TAAN 5 THAN 6
Kw61Kko¢ Eiog E€etdoelg / Twn / Juokevaoia/ Kdéotocg / £€toc
gumopiou ocuokevaoia ocuokevaoia £10¢

NEPIAHNTIKEZ OAHTIIEZ ZYMNAHPQZHZ NINAKA 2

1. ZupmAnpwvete otnv oTHAN 1 Tou Tivaka avaluong KOGTOUC KAl TTOGOTATWY aVOAWGCIHwWY yLa KABe

avaAutr) Tov KwbLKO epmopiou tou mpoodepopevou eidoug

2. JUUTIANPWVETE OTNV OTAAN 2 TOU TivoKa OAd T AIALTOU UEVA OVOAWGCLUAL.

3. JUMMANPWVETE otV oTNAN 3 TOU Mivaka tov aplBud eeTdoswy TNG cUoKevaoiag, yla KABe eid0g

avaAwaoipou thg oTtRANG 2
4. SUUITANPWVETE 0TV 0TAAN 4 TOU Ttivaka tnVv Tur/cuokevaacia, yio KaBe eido¢ avalwoipou tg othAng 2
5. JUMMANPWVETE 0TV OTAAN 5 Tov amattoVpevo aplBud cuokevaolwyv / £€tog yla kKabe £i6og avalwaoipou
™G otnANG 2.
6. JUUTIANPWVETE OTNV OTAAN 6 TN oUVOALKA Twn / €to¢ yla kaBe eidog avaAwaoipou tng oTtAANG 2.

MNINAKAZ 3
( avalvon k6otoug Kal moootnteg controls & calibrators yia tig {ntolpeveg e€etdoslg kabe avalutn)

StAn 1 JtAn 2 3tAn 3 JtHAn 4 StAn 5 StAn 6
Kw61Kko¢ Eiog ouokevooia Twn / Juokevaoia/ Kdéotocg / £€toc
gumopiov ouokevaoia £10G

NEPINHMOTIKEZ OAHTIEZ YMMNAHPQZHZ NMINAKA 3

1. ZupmAnpwvete otnv othAn 1 Tou mivaka avaAuong kdotoug controls & calibrators yia tig {ntol Peveg
e€etdoeLg KABe avaAuTh Tov KwOLKO epmopiou Tou mpoodepoevou eidoug

2. JUUTANPWVETE 0TNV 6TAAN 2 Tou Tivaka OAa Ta anattoupeva controls & calibrators yla tig {ntoUpeveg
efetdoelg KABe avaAuTh.

3. JUUTANPWVETE OTNV GTAAN 3 TOU MiVOKA TV CUCKELOGIO KO TNV TIEPLEKTIKOTNTA AUTNG, Yla KABe £(6og
control & calibrator tng otnAng 2

4. SUUMANPWVETE 0TV OTAAN 4 Tou Ttivaka tnv Tun/cuokevacia, yla kdbe eldog avaAwaoipou Tng otANG 2

5. SUMIMANPWVETE 0TNV OTAAN 5 TOV amottoUHeVo aplOpd CUOKELAOLWV/ETOC yia KABe £i6o¢ avalwaoipou
™G otNANG 2.

6. SJUUTANPWVETE otnV 0TAAN 6 TN cuvoAikA Twun / €tog yila kdBe eidog avalwaoipou tng otAANG 2.
OL mapamdvw Tmivakeg 1,2,3 amapaltitwg, va KatateBolUv oe £vtumn Kol NAEKTPOVIKA popdn

(6lokéta, exel) kal otnv texvikn Mpoodopd oag (XwpLg TIUEG) KAl OTNV OLKOVOULKH).

Huepounvia, ......... YA /2023

(Zppayida kal unoypaPr) VOUIHOU EKNPOCWMNOU)
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