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OEMA: Tgyvikéc Tpodraypapés dH1ay@VIGRoy GYeETIKA pe Tov Tpomo Kaloyng avayk®v tov I'N Aptog
o <«XYXKEYEX ANOXOAOTI'IKQN -IOAOT'IKQN ANAAYZEQN ANTIAPAXTHPIA
ANOXOAOI'IKQN —-IOAOT'IKQN EEZEETAXEQN (ME MAPAXQPHXH XYNOAOY
EZOIAIZEMOY) (CPV:33184100-1)»

Ye amavtnon oto ur’apBu. MNpwt. Owk. 32133/20-12-2024 eyypadou, yla Tov Slaywviopd yla
«ZYZKEYEZ ANOZOAOTIKQON —IOAOINKQN ANAAYZEQN ANTIAPAXTHPIA ANOZOAOIIKQN —IOAOIKQN
EZETAZEQN (ME NAPAXQPHZH ZYNOAOY EZONAIZMOY) (CPV:33184100-1)» , yia £va (1) £€toc tou I.N.
ApTOC TIPOTEIVOUE TIC ETILOUVATTTOUEVEG TEXVIKEG TTPOoSLaypadEC LE TOUG TIVAKEG £L6WV, TTOCOTATWY Kol
Tov npoimoAoylopo. H cuvolikr mpolmoloyloBeioa damavn yia €va (1) £tog avépyetal os 200.638 € ywpig
ONA kal os 248.791,12 € cupuneplhappfavousvou OMA.

H mpoUmoAoyloBeioa cuvolikr darmavn yla €va (1) £€tog cuvoiletal otov KATwOL mivaka:

ENAEIKTIKH ENAEIKTIKH
Eghz/l}f{]gﬁ/ﬁﬁoAY IIEPITPA®H YYNOAIKH TIMH YYNOAIKH TIMH ME
XQPIX OITA DITA 24%
ANTIAPAZTHPIA «ZYZKEYEZ 200.638 € 248.791,12 €

ANOZOANOTNIKQN | ANOZOAOTIKQN -
- IONOTIKQN | IONOTIKQON ANAAYZEQN
ESETAZEQN ME | ANTIAPAZTHPIA

NAPAXQPHZH ANOZOAOrIKQN -
2YNOAOY IONOTIKQN EZETAZEQN
EZONAIZMOY (ME NAPAXQPHZH

ZYNOAOY E=OMNAIZMOY)
(CPV:33184100-1)»




TEXNIKEZ MPOAIATPA®EX A

«ZYZKEYEZ ANOZOAOTIKON -TOAOTTKQN ANAAYEEQN ANTIAPAXTHPIA
ANOZOAOTIKON -TOAOTTKOQN EEETALEQN (ME TAPAXQPHEH LYNOAOY
EZOIMAIZMOY) (CPV: 33184100-1)»

I'ENIKA XAPAKTHPIXTIKA

1. Ta mpoocpepdeva mpoidvta Tpémel vo ivan motomompéva amd Kovomompévo opyoviopd mov Ppicketon
eyKaTaoTNUEVOS Ko Agttovpyel voua 6to £d0pog evog and ta Kpdtn Mén g Evponaikng Evoong kot
va Pépovv Ge evkpvi BEom Tov TEAKOV TTePIEkTN Tovg TNV TtpofArendpevn onpaven CE, n omoia amodetkviet
TNV GLUUOPP®GT] TOVG UE TIS amantnogls g Odnylag 93/42/EOK, (AY86/I'.11.ok. 130648 - Evapudvion g
ebvikng vopobesiog mpog tig dratdelc g Odnylag 93/42/EOK «mepi wtpoteyvoroyikdv wpoioviavy- OEK
2198/tevy. B/02-10-09). I'a tov A0yo ovtd Ba mpémel pali pe v mpocpopd va katotefobv to avdioyo
TGTOTOUTIKA TOV AVTIGTOLYOVV GTNV Kotnyopia otnyv onoia £xel Ta&voundei 1o ev Adym mpoidv. Av kdmolo
poidv dev evidoceton ot dadkacio g onpavong CE, avtd Ba avagépetar pntd otnv mpocpopd.

2. Yhomuo dtayeipiong mototntog, cOppova e to Tpotumo 9001 1 13485 1 icodvvapo o€ 16Y0

O KOTOGKEVAGTNG TOV TPOIOVTOG Vo SLaBETEL MOTOTOINON Yo TN SLXEIPLOT TG TOLOTNTOS GUUPOVO. LE TO
npotumo [SO 13485.

O avadoyoc / etopeio. — avTIIPOGMOTOG TOL TPOIOVTOC Vo, dlabéTel moTomoinon Yy T dtayeipion g
TOWOTNTOG GUPP®VE e To TpdTvo ISO 9001.

O avadoyoc / etopeic — avTimpOG®TOG TOV TPOidVTOG va dlabétel Pefaiwon cvppdpe®oNG pe TV
Ynovpywr, Amopacn AY86/T.I1.0uk/1348/2004.

3.H mapddoon tov 0@V Ba yiveTar 6Tovg ¥MPOVG TOL avTioTol oL TUNLOTOS TOV NOGOKOUEIOV Tov 0pilet
N Avafétovoa Apyn pe €£0da, evBuvT Kot pépva, Tov Tpoundevt /avaddyov .

4.H mopddoorn tov avtidpaotpiov Kol avoOAOGCIIOY VAIK®Y TOV €IVOL OTopaitnTo Y10, TNV EKTEAECN TOV
eetdoswv Ba yivetan tunuotkd evtdg mévte (5) nuepdv ond ) dwPifoocr oyetikng Tapayyeiiog omd To
appodto tunpe tov Nocokopeiov.

5. Oa. yivouv deKTEG [LOVO 01 TPOGPOPEG TTOL UPOPOVY GTO GUVOAD TMV EI0MV KOl GTO GOVOAO TMV
OITOVUEVOV TTOGOTNTOV OVE OUAOCL.

6. H cuvoluc Ty 6Aov tov 0@V Kot yio OAT TNV otoOUEVT] TOGOTNTO ava opado Oa Aapupdvetal vToyn
Y10 GOYKPIGT] TV TPOGPOPDV

7. Atevkpwviletar 0Tt vVTOPAALOVTOL TPOGPOPEC TOV OEGUEVOVY TNV ETALPELN UE TNV TAPUYDPNGT] GLVOSOV
eEomiiopov, o onoiog Oa mapapeivel 6To YdPo ToL NOGOKOUEIOL £MG EEAVTANCEMG TV 0mOBEUdTOV.

8. H mapddoon tov cvvodov eomiicuod 0o yivel oto ydpo eykatdotoong tov Nocokoueiov péca oe
tpuavta (30) nuépec amd TV MUEPOUNVIO, VTTOYPOENS TS OYETIKNG cvuPacnc pue £€o0da Kot evbvuvn Tov
npounBevti)/ Avaddyov.

9. Xe mepintwon mov {ntoel and To epyasthplo, vo dobel pedpicdg avaALTAS 11V dSVVATOTHTOV Kol IOV

avtidpaotnpiov kat evtog (30) nuepmv va £xel tebei oe Aettovpyia.



ENOTHTA A’

ITPOAIAI'PA®EX ANAAYTH ANOXOAOTI'TKQN- IOAOTI'TKQN ANAAYXEQN

1. O AvaAutig va sival tuxaiag, ouvexoUG Kal ApECoU POOTIEAGOEWC (yLo Ta eMelyovta deilypota).
H toyvmto tov avaivt va gival tovddyiotov 150 eéetdoeig v mpa.

3. Na &yet tovidyiotov 30 Béoelg avTidpaotnpiny, TPOKEWEVOL VO EVOL EPIKTH 1] TALTOYPOVY
QOPTOOT TEPIGCOTEPWOV avTIdpacTnpinV yia kébe eEétaon, dote va eEacpaiileTor 1 arpOGKOTTN

Aettovpyia TOL AVOAVTN

4. Na d100€tel Yyoyeio yio TV GLVTHPNOT TOV OVTIOPACTNPIOV ENL TOV AVAAVTNH
5. Na €yet Svvatotnto aviyvevong otaduns vypav ( avtidpactnpiov kot SerypdTov) Kodmg Kot

THYHATOG

6. Na €yet Svvatomto avtopatng enavdinyng eEétaong (Rerun) kot ovtodpatng ektéreons véag
e&étaomnc (retest) avdioyo pe T0 amoTtéAeG L

7. Na €yet Svvatomto avayvaong avidpaotnpiov Kot detypdtov pe BAR CODE kafog kot
duvatodTNTO AUEIdpOUNG EMKOVOVIG e eEMTEPIKO AOYIGLUKO.

8. Na dwabétet derypatoAnmmn pe tovAdyiotov 90 Bécelg derypdtmv

9. Na pnv arortobvtor cuveyels Pabpovounoets.

10. Ta avtidpactipia, ot fabpovountég Kot ot opoi eEAEYYoL va givot GAOL ETOLLOL TPOG YPNOT XOPIG Vo

OToLTEITOL OVOCVGTOOT).

11. No dte0€tel TPOHYPUUUN ECOTEPIKOD EAEYYOL TOLOTNTOG KOl Vo dtortnpel ta dedopéva

12. Na extehei OAeg TIg {nTovueveg e&etdoels.

ZHTOYMENEZX EZEETAXEIX

AP ENAEIKTIKO ENAEIKTIKO ENAEIKTIKO
A/A | MEPITPAQH | _ SYNOAIKO KO3TO3/EZETAZH KOSTO3/EZETAZH 12MHNOY
KOSTO: / EZETASH | 12MHNOY (€ XQPIZ ®A) (€ ME ®IA)
1|13 1800 2,785 5013 6216,12
2| T4 1400 2,735 3829 4747,96
3| TSH 4000 2,825 11300 14012
4|FT3 1400 2,94 4116 5103,84
5| FT4 2400 2,79 6696 8303,04
6 | ANTITPO | 1000 2,75 2750 3410
7 | ANTITG 1000 2,75 2750 3410
8 | TOXO-G 800 3,23 2584 3204,16
9 | TOXO-M 800 4,37 3496 4335,04
Toxo¢ | 0
10 | AVIDITY |- | | e
11 | CMV-G 800 3,51 2808 3481,92
CMV G
12 | AVIDITY | - | | e




13 | CMV-M 800 4,55 3640 4513,60
14 | RUBELLA-G | 800 3,23 2584 3204,16
15 | RUBELLA-M | 800 4,37 3496 4335,04
16 | CEA 1000 3,23 3230 4005,20
17 | AFP 1000 3,23 3230 4005,20
18 | CA125 1000 5,13 5130 6361,20
19 | CA15-3 800 5,13 4104 5088,96
20 | CA19-9 800 5,13 4104 5088,96
21 | PSA 1600 6,27 10032 12439,68
22 | F-PSA 1000 6,27 6270 7774,80
23 | TESTO | = | e
24 | B12 3400 3,80 12920 16020,80
25 | FOLATE 3200 4,194 13420 16640,80
26 | VITAMIN D | 3400 8,93 30362 37648,88
27 | PRG 800 3,51 2808 3481,92
28 | PRL 800 3,51 2808 3481,92
29 | FSH 600 3,51 2106 2611,44
30 | LH 600 3,51 2106 2611,44
31| E2 600 3,51 2106 2611,44
32 | Intact PTH | 600 4,00 2400 2976
33(B-hCG |- | e e

34 | mTBI 200 22 4400 5456

SYNOAIKO KOZTOZ XQPIZ ®IA 166.598 €
SYNOAIKO KOZTOZ ME ®IA 24% 206.581,52 €

ZHTOYMENEZ EZETAZEIZ IOAOTIKOY EAErXOY

E#&EQKATSZH ENAEIKTIKH | ENAEIKTIKH
- _ SYNOAIKH | SYNOAIKH
o/a NEPITPA®H EIAOYZ ESETAZHE APIOMOZ | EZETASH ME
a TIMH(€ XQPIZ | TIMH( € ME
EZETAZEQN | ANAA. XQPIS OMA) onA)
ONA
1 Anti-HAV IgG (ANTIZQMATA IgG ENANTI
TOY 10Y THE HIATITIAAZ A 600 5,10 3.060,00 | 3.794,40
2 | Anti-HAV IgM (ANTIZQMATA IGM ENANTI
TOY 10Y THE HIATITIAAZ A) 600 5,10 3.060,00 | 3.794,40
3 HBsAg (ANIXNEYZH ANTIFONOY
ENIOANEIAS TOY I0Y THE HNATITIAAS B, 600 2,10 1260 1562,40
(AYZTPAAIANO ANTIFONO))
a Anti-HBs (OAIKA ANTIZQMATA ENANTI
TOY ANTITONOY ENI®ANEIAS TOY IOY THS 800 4,60 3.680,00 | 4.563,20
HNATITIAAS B)
5 Anti-HBc (OAIKA ANTIZQMATA ENANTI
TOY ANTITONOY TOY MYPHNA TOY IOY TH: 600 4,60 2.760,00 | 3.422,40




HOATITIAAZ B)

6 Anti-HBc IgM (ANT|ZQ|\/|ATA IgM ENANTI
TOY ANTITONOY TOY NYPHNA TOY IQY TH2 800 5,10 4080 5059,20
HMATITIAAZ B)
7 Anti-HBe (O/\|KA ANTIZQMATA ENANTI
ANTITONOQY E TOY I0Y THXZ HIMATITIAAZ B) 400 >,10 2.760,00 3.422,40
8 HBeAg (ANlXNEYZH TOY ANTITONOQY E
TOY I0Y THX HMATITIAAZ B) 600 >,10 3060 3794,40
9 Anti-HCV (O/\|KA ANTIZOMATA ENANTI
TOY I0Y THX HMATITIAAX C) 800 4,90 3920 4860,80
10 HIV 1/2 Ag/Ab (ANlXNEYZH
ANTIFTONOY/ANTIZQMATOZ TOY I0Y HIV 800 4,40 3520 4364,80
1/2)
11 SYPHILIS (ANT|ZQ|\/|ATA ENANTI
TREPONEMA PALLIDUM (ZY(Dl/\HZ)) 400 3,00 1200 1488
12 Anti-EBV IgG (ANTlZQMATA IgG ENANTI
EPSTEIN-BARR VIRUS) 400 3,00 1200 1488
13 Anti-EBV IgM (ANT|ZQ|\/|ATA IgM ENANTI
EPSTEIN-BARR VIRUS) 400 3,00 1200 1488
ZYNOAO 34.040 42.209,6

ZYNOAIKO KOZTOZ XQPIZ OINA 34.040 €

ZYNOAIKO KO2TOx ME OINA 24% 42.209,6 €

To K60TOG TV AVTISPACTNPIWY Ba SUPTTEPIAALBAVE KOI TO AVAAWGTIA.

To glvolo Twv g€eTdoswyv epIAapBavel Ta control Kai Ta calibrators.

O1 TpopunBsutéc Ba TTPOCEEPOUV KOl TOUC BUO TTiVAKEC EEETOOEWV UTTOXPEWTIKA.

01 Avoooloyikéc- lohoyikéc avaAUagic va SievepyoUvTal o€ Evav avaAuTh.

AYNATOTHTA XYNTHPHXHX TOY AIATIOEMENOY MHXANHMATOX

1. K&Be tpounBeutic utoxpeoltal va Katabéoel Ta TTOPAKATW EVIUTION KQI TTIOTOTTOINTIKA padi Ye Tnv

PO POPA TOU.

1.1. BePaiwon Ttou Oikou kaTaokeung Tou pnxavAiparog 6Tl 1 Tpoo@epbévia oTov  dlaywviouo

avTIdpacTAPIa KAl avaAwaIya (TTou Ba XpnaIPoTIoIolvTal OTT6 TO UnXAavnua) TrpoTeivovTal amd Tov eV Adyw

Oiko yia kavovikr xpron, 6Tl gival améAuta oupBaTa e T NAEKTPOVIKA KAl UNXAVIKA PEPN TOU UNXaVAPATOG,

kai 611 ev Ba eTnpeAaouV TV opaAf Kal aTTPACKOTITN AEITOUpPYia TOU .

1.2. Befaiwon Tou Oikou KATAOKEUAG TOu pnxavAparog o1 n poogépouca etaipeia (TTpounBeuTg) eival

gtouaiodotnuévn w¢ TPOG TV Tapoxn TAApou¢ TexvikAg Kai EMOTNUOVIKAG utrooThpIgng (service,

avTOAOKTIKG KATT) Kai 0Tl oTeAéxn NG €xouv ekmmaideutei oTta epyooTacia Tou Oikou KATAOKEUNG.

ATTOOEIKTIKG WG TIPOG TNV EKTTAiIdEUON Kal TNV dIApKEIa Ba ouvuTToBANBOUV pe TV BePaiwan.




1.3. Kar@Beon oToixgiwy e v uwnAj mavaAn@ipdtnTa TOU PNXAVAUATOG, TEKUNPIWWEVN PE TTICTOTTOINTIKA
Kal YPaQIkES TTAPACTACEIS atrd Tov OiKO KATOOKEUNA.

1.4. Kar@Bean Afpoug avaopag OXETIKA PE TNV OKpiPela Twy PETPACEWV (T TO Pnxavnua) o€ axEon Le
TIG eKAOTOTE PEBOBOUC OVAPOPAG.

1.5. H katdBean YmeuBuvng dnAwaong Tou N. 1599/86 611 e Tnv TTapadoon Tou unxavAauarog Ba mapadwatel
kail BePaiwaon Tou Oikou KATAOKEUAG OTI TO pnxavnua (avagépovrag Tov apiBué oeipag, S/N) KaTaoKeudoTnke
TV TEAeUTaia dIETiL

1.6. Z& TIEPITITWON TTOU 0 PEINBATNG TOU TTAPOVTOS dIaYWVICHOU avaknpuxbei peioddTng Kal yia ToV ETTOHEVO
dlaywviouo, aAAG kai katd Tnv dIApkEIa NG OUPBACEWS, EQOTOV UTTAPEEI VEATEPO HOVTEAD UTTOXPEOUTAI OTNV
QVTIKATAOTACT) TWV AVOAUTWY.

1.7. Z& TIEPITITWOT TTOU 0 PEIOdOTNG TOU TTAPOVTOS dlaywviopoU Oev €ival PEIOdOTNG KAl YIA TOV ETTOPEVO
dlaywvioud utoxpeoUTal aTnv amdoupaon Twv avaAuTwy TV nuepopnvia ou Ba opioBei amd Tov apuodio
6pyavo Tou Nogokopeiou.

1.8. Ta mpoo@epdueva €idn Ba TPETTEl va IKAVOTIOIOUV TOUG €UPWTTAIKOUG Kal OIEBVEIC KOVOVIOUOUG

ac@akeiag, va eépouv ofjuavon CE

e O avadoxo¢ KI 0 KATAaoKEUOOTAG (€pOTOV gival BIOQOPETIKEG ETAIPEIES) TOU TTPOIGVTOC va dlaBéTouy
maoTotoinan amd avefdpTnto dlamOTEUPEVO Qopéa yia Tn  dlaxeipion ¢ ToIdTNTAS OUPPWVA HE TO
digbvéc mpdtutro EN 1SO 9001:2015, EN ISO 13485:2016 (A 61010 1008UVAUO TTPOTUTTO agopd TV
TTPOUNBEIN TTOU TTPOKNPUCTETE).

e Emiong o avédoxog va cuupop@wveral pe TIC amaimioelg PETapopdg, amobrikeuong, diathpnong Kai
yevikG diakivnong Twv TTpoo@epOuEvwy  €10wv kal va dlaBétel Pefaiwon apuodiag ApxAs A
Koivotroinpévou Opyaviouou, amd Tnv otroia va TPoKUTITEl OTI GUPop@wveTal pe Tnv AY8d/T.I.0Ik.
1348 Ymoupyikp ATOQaon «ApxEG Kal  KATEUBUVTAPIEG YPOMMES OPBAC TIPOKTIKNAG  dIAVOUAS
larpoteXVoAoyIkwy Tpoioviwvy (PEK 32/16-1-04), kabwg kai v AY8S/T.M.oik. 92334 YToupyikr
Amogaon «Tporotroinon Tng  AY8d/M.M.oik. 1348/2004 Ymoupyikig Amoeaong «ApxEG Kal
KOTEUBUVTAPIES YPAMMES OPOIC TTPAKTIKAG SIAVOUNS 1aTPOTEXVOAOYIKWY TTPoidvTwyy (PEK 1459/22-9-04).

1.9. Omoiadrjmote amdkAIon aTmo TIC TTAPATIAVW ATTAITACEIG ATTOTEAET aITia aTTOPPIYNG TG TIPOTPOPAG.

110  Tpiv yivel o €éAeyxog, Twv TAPOTAvw amd v emTpot TapalaBig, o TpounBeuTri¢ cival

uTToxpeWuEVOS va diaBéael €101k i €101KOUC TEXVIKOUC wg Tap. 2.3 1.13. ou Ba Trapapeivouv atnv 61G0ean

NG EMTPOTIAG YIa ETTIOEIGN Kal €ENyAOEIC TTAVW OTO XeIpIoPd, Tn AciToupyia Kai Tn Bewpia Tou uttd TTpopRBeEIa

ouoTAparog. H diapkeia e emideigng autig Ba eivar ammod yia (1) nuépa éwg £¢ (6) To TrepIcodTEPO avaAoya

HE TV aTTaiThoN TNG ETITPOTIAS, XWPIG OIKOVOUIKY ETMIBApUVON TNG YTNpeaiag.



1.11  Tpiv yiver n TapahaBry Tou diamBEpevou Pnyaviparog Ba TEETEN va dOKIPAOTE G€ BOUAEI pouTivag

Y10 TOUNAXIGTOV TTEVTE (D) MEPES KAl I0WG TTEPICOOTEPO av TTAITNBET ATTd TNV UTINPETIAL.

ATA®OPA
Emonudavoeig mapaddoewg
Ze KaTGMNAN Béon Tou pnxavruaTog va ETTIKOANBE Tivakida ue pépiuva Tou TTpounBeuT oy
otoia Ba avaypdagovrta:
1. H ovoyaaia, 1o povtéAo kal 0 SERIAL NUMBER Tou pnxavruarog.
2. Ta gTolxEia TOU KATAOKEUOOTH KOl TIPOUNOEUTH.

3. O apiBudg auupacng yia TNV TTPOABEIa Twv avTIOPACTNPIWY Kal TO £T0¢ UTTOYPAPAS TNG.

T'ENIKEX ATIAITHXZEIX ANAAYTON

1. Na utapyel TpOPAewn yia guvexion TnG AeIToupyiag Toug e TIEPITITWOEIS BIOKOTTAG PEUNATOC, va
utroaTnpiletal dnAadh amd oloTnua aTabepotoinang Taong (UPS ), ye darmavn tou Yeiodom.

2. Na gival aygidpoun olvdeon ot emikoivwvia We To LIS Tou EpyacTnpiou, We darmavn Tou eiodom.

3. Na umdpyel TPOBAEWN yia UTTOAOYIOTH- €KTUTTWTH YIa €KOOON OTTOTEAEOMATWY O€ TIEPITITWON
«TrTwong» Tou LIS Tou epyaaTnpiou.

4. To service Kal Ta QVOAWOIYA, TTEPAV TWV aAvAPEPOpEVWY Ba BapUvouv Tov TTpounBeuTr, 0 oTToiog Ba
EXEl KAl TNV UTTOXPEWOT VA eKTTAIOEUOEI TOUG XEIPIOTEG TOU OPYyAvou dwpedv OTO XWPO Twv
epyaoTnpiwv Tou Noookouegiou

ENOTHTA B’

TEXNIKEZ MPOAIATPA®EZ ANTIAPAZTHPIQN

1.0poi di§aywyng Tou Siaywviopou.
1.1.Aciypara

Kard 10 014810 agloAdynang Tou diaywviouou, ol TIPOUNBEUTES TIPETTEN va £XOUV TV BUVATATNTA ETTIBEIENG TOU
TPOTIOU IEVEPYEIAG TWV EEETAOEWY HE TO TTPOCPEPOUEVA UAIKA Kal avaAutég, £pooov Toug (nmBei amd v
EMITPOTI AgIOAGYNOTG.
1.2.01 TTpounBeuTtég uTToXPEOUVTAI VO dnAWCOUV :

0. Xwpa TPOEAEUTNS TV UNIKWV.

B. EpyooTa010 KOTAOKEUAS

Y. Xpdvog TTapadoang o€ NUEPOAOYIKES NUEPES attd Tnv TrapayyeAia.

0. Xpdvo {wng (nuepounvia Trapaywyng kar AEEwe)



€. Tn ouokeuaaia Tou UAIKOU, n OTToia TIPETTE VA €ival TOU EPYOCTACIOU KOTAOKEUAG.
1.3. O ouppetéxwv 01O dlaywvIoUO va TTpookopioel BePaiwarn Appodiag ApxAG NG XWpPag TTou BpickeTal T0
£PY00TACI0 TTApaYWYAS avTidpacTnpiwy, n omoia Ba Befaiwvel 611 To epyoaTdcio diabétel adela duvatdnTag

Trapaywyng in vitro avridpaotnpiwv.

2.Texvikoi TpoadiopIopoi.

2.1 O diaywviopog Ba yivel pe Baon Tig Texvikég Mepiypagés mou avagépovtal atnv ENOTHTA A.

2.2.0 ap1Buég avahutwy Trou Trpémel va dlabéael aTo KaBe Noookoueio o TTpopnBeutic avagéperal aTnv
ENOTHTA A «kai avrarmokpivetal oTig avdaykeg Tou kdBe Noookopgiou, waTe va umdpxel duvarotnta
d1egaywyng Twv EETACEWV OTO TTPWIVO WPAPIO.

2.3. O1 TPOCQEPOVTEG TTPETTEI VA avaYPAPOUV OTIC TTPOOPOPES TOUG (OIKOVOUIKA Kal TEXVIKR), OTI To €id0¢ TTou
TTPOCPEPOUV EKTTANPWVEI TIG (NTOULEVES TEXVIKEC TTPODIAYPAPES TG UTTNPETIAG.

2.4, 2V TIEPITITWAT TTOU TO TTIPOCQPEPOUEVO UNIKO TTOPOUCIAlel atToKAIOEIS i dIAQOPOTIOINCEIS OTTO AUTA TTOU
kaBopidovtal aTmo TIG TEXVIKEG TTPOdIaYPAPES TNG dlaKAPUENS dev Ba ammoppitrrovTal uttd TV TPoUTdBean OTi O
aTToKAIOEIG AUTEG BEV avaPEPOVTAI GTOUG aTTOPABATOUS OPOUG Kal KpivovTal aTrd TV EMITPOTT TOUCIWAEIC. MNa

10 Adyo autd Tpémel ATTAPAITHTA va avagépovtal pe AeTTopépeieg yia va agiohoynBouv atrod Ty ETTITPOTTH.

3.LuoKeuaaia.

3.1. H ouokeuaaia Ba givar dTrwg auTr Tou epyoaTaciou TTapaywyrg, Xwpic GAn xpnuatikh empBdpuvon Twv
OXETIKWVY UNIKWV OUCKEUOTTIAG, TTOU OV ETTIOTPEPOVTAI OTOV TIPOUNBEUTH.

3.2. X& gUQavéC Onueio TN ouokeuaaoiag, kabBwg Kal o€ KABe povada Tou TrEpIEXOMEVOU NG, TTPETTEI val
avaypagovtai ol Tapakarw ENAEIZEIY, ata EMnvika r) AyyAik@, ekT0¢ €av n YTroupyikr) ATro@acn evapuoviang
g 0dnyiag 98/79/E.K. opilel SIaPOPETIKA

3.2.1. Emwvupia kar d1€0Buvon KOTAOKEUOOTH).

Edv o karaokeuaoTng edpelel o€ Xwpa eKTOG Eupwraikrg Evwang, Tpémel va avaypagetal n emwvupia Kai n
d1EUBUVON TOU EYKOTEGTNUEVOU OTNV KOIVOTNTA £GOUTTIODOTNEVOU QVTITIPOCWTTOU TOU KATOOKEUAOTH.

3.2.2.Ta oToixeia TTou €ival amoAUTwg avaykaia, TTPOKEIPEVOU O XpAOTNG va ival og BEon va avayvwpicel T0
d1ayvVwaTIKO TIPOIGV, TNV TTOGOTNTA TOU KAl TO TIEPIEXOUEVO TNG OCUTKEUATIAG.

3.2.3. Kara mepitrrwan mv évdeitn TEIPO /| GMn €vdeign, pe v omoia emonuaiveral n 18Ik pIKPoBIOAOYIKN
KaTaoTaon i n karaoTaon oo TTAEUpAg kabapdTnTag.

3.2.4. Tov kwdiko TG TapTidag, perd amod m Aéen MAPTIAA 1 Tov augovta apiBud.

3.2.5. H nuepopnvia Wéxpl TNV 0TT0ial TO TTPOIGV UTTOPET va XpnoiuoTroinBei ac@aiwg, xwpi¢ utofiBacud me

emidoong.



3.2.6. Kara Trepitrrwon, €vOeien, pe v otroia Ba emanuaiverar 6t TPOKEITAI yIA « TIPOIGVY TTOU XPNOIUOTIOIEITAl
in vitro ) JOVO yIa TV agloAdynaon Twv ETIOOTEWV.
3.2.7. Tig €101KEG OUVONKES aTTOBAKEUDNG 1) KA XEIPITHOU.
3.2.8. Tig evOedelypéVeS TIPOEIDOTIOINTEIC A KOl TIPOQUAGEEIC.
3.2.9. X& kB ouokeuaoia Ba mpEmel va mepidaupavovtal OAHMEL XPHXEQY ota EAnvikG, €kTO¢ €av n
UTTOUPYIK amré@aon evapuoviong g odnyia 98/79/E.K opilel d1a@opeTIké wg €4AE
a. Ta aToixeia g TIKETAG, TTANV Twv 4.2.4 kai 4.2.5.
B. Tnv TToIOTIKA KaI TTOOOTIKA GUVBEDT TOU QVTIOPWVTOS TTPOIOVTOC Kal TV TTOOOTNTA ) TN CUYKEVTPWOT| TOU
TWV OPACTIKWY CUCTATIKWY TOU A Twv avTidpactpiwy A Tou auvdAou (kit).
y. AfAwan 611 70 dlayvwaTIKG TTPOIOV TrEPIEXEI OAX TA GUOTATIKA TTOU ATTITOUVTAI YIA TN UETPNOTN.
0. Tic ouvBnkeg amobrikeuang Kai 1o Xpdvo diarpnong HETA ammd TV TTPWTN ATooPPAYION TNG TTPWTOYEVOUG
OuoKeuaaoiag, kabBwg Kai TiIg cuvBnkes ammoBrkeuang kal oTabepdTNTag Twv avVTIOPACTNPIWY EPYATiag.
€. Ti¢ emdbOEIC TOU TTPOIOVTOC AvaPOPIKA e TNV avOAUTIKA euaioBnaia , Tnv e&e1dikeuan, v akpifeia, Ty
ETaVaANYINOTNTA, TV avaTTapaywyIkotnTa, Ta OpIa aviXveuong Kal TIG YWWOTEG AANAETTIOPATEIC.
oT. "Evdeign Tou TuxOv amaitoupevou €181Kou €COTTAICHOU Kal TTANPOQYOPIES YIa TV avayvwpIoT ToU €10IKOU
auToU €EOTTAIOHOU, TTPOKEILEVOU VA XPnaIoTIoINBEi 0pBwg.
¢. Tov T10TO TOU OEiyUATOG TTOU TIPETTEI VA XPNOILOTIOIEITAI, TIG EIDIKEC TUXOV GUVOrKEG OUANOYAG, TTPO-
ETECEPYATiag Kal KATA TTEPITITWOT, TIG OUVBRAKES OTTOBIKEUONG KOl 0dNYiES yIa TNV TIPOETOINACIA TOU A0BEVOUC.
n. AeTTTopePng Treplypa@ri Tng akoAoudntéag diadikaaiag yia T xerion Tou TTPoIOVTOC.
8. Tn di0dIkacoia PETPATEWS TTOU TIPETTEI VO AKOAOUBEITAI WE TO BIayVWGOTIKG TTPOIOV, GUMTTEPIAOUBAVOUEVWY
KQT@ TTEQITITWON :
e Tng apxIkng HeBddou.
e Twv TTANPOPOPIWV , TIOU APOPOUV KABE eTTITTA OV diIadIKaTia 1) XEIPIONG, O OTTOIOG ATTAITEITAI, TIPIV ATTO
TN XPNOILOTIOINGN TOU dIayVWOTIKOU TIPOIGVTOC (TT.X. avaCUaTACT, ETTWACT), EAEYXOG OpYAvWY K.A.TT)
o Evdeitewv yia 1o kaTd TTOCOV aTTaITEITAN EIDIKA EKTTAIEUTT TWV XPNOTWV.
I. Tn yaBnuarikr pébodo, pe v omoia utroAoyidovtal Ta YaBnUATIKG aTroTeAEGUATA KOl OTTOU OTTQITEITaI N
HEB0OG TTPOCBIOPICHOU TwV BETIKWV OTTOTEAETUATWV.
Ia. Ta pétpa Tou TPETEl val AauBavovTal , O TIEPITITWON aAAaywv 0TI AVOAUTIKEC ETTIOACEIC TOU TTPOIOVTOG.
IB. Tig KATAANAES Y10 TOUG XPAOTEC TTANPOPOPIES, OXETIKA HE:
e ToveowTepikd EAeyxo TTOIOTNTAG, GUNTTEPIAUBAVOPEVWY Kl TWV SIOBIKOTIWY ETTIKUPWOTG.
e Avagopd aTov TpOTIO FaBUOVOUNCNG TOU TTPOIGVTOC.
e Ta pecodiaoTiuaTta ava@opds yia TIG TIPOCBIOPICOUEVEG TTOOOTNTEG, CUMTTEPIAOUBAVOUEVNS TNG

TEPIYPAPAS Tou TTANBUCHOU avagopdg TTou TTPETEN va AauBavetal uroyn.



1y.

Av 10 TIpOIGV TTPETTEI VO XPNOIWOTIOIEITANI O GUVOUAOUO 1) va eykaBioTaral fj va guvdéetal pe GAAa
IaTPOTEXVOAOYIKG TIPOIOVTA 1| EE0TTAIONG, TTPOKEIUEVOU VO AEITOUPYATEL, GUPPUWVA LE TOV TIPOOPITHG TOU,
ETTOPKA OTOIXEIO yIO TA XOPOKTNPIOTIKA TOU, WOTE va €ival duvar n €mAoyR Twv evOEDEIYUEVWV
TTPOIOVTWV 1 €EOTTAIOUOU TTOU TTPETTEI VO XPNCIUOTTOIOUVTAI, TIPOKEIUEVOU VA ETTITUYXAVETAI A0QAAAG Kal
KOTAANAOG OUVOUOTHOG.

OAeg TIC TTANPOPOpIEC TTOU amraitouvTal yia Tov EAeyX0 TNG 0pBA¢ eykaTdoTaong ToU TTPOIGVTOC Kal TNG
0pBA¢ kal aoPaAoUg AciToupyiag Tou, KaBWG KAl ASTITOPEPR GTOIXEIT YIO TN QUON KAl T GUXVOTNTA TNG
OuVTAPNONG Kal Babuovounong Tou amaitouvTal, yia va ecac@alileTal n opdr Kai ac@aAig Asiroupyia
TOU TTPOIOVTOG.

[MAnpo@opieg yia Tn dIGBECN Twv ATTOBAATWY.

[MAnpo@opicg OXETIKA e KOBE TTPOOBETN £TTECEPYATIia A XEIPIOWO TTOU ATTQITEITAI, TIPOTOU XPNaloTToINBEi
TO TTPOIGV (TT.X. atToaTEipwarn, TEAIK ) GUVOPUOAGYNaT K.A.TT.)

Tic amapaitnTeg 0dnyieg yia 10 eVOEXOUEVO PBOPAG TNG TIPOCTATEUTIKAG CUCKEUATIAC.

AetrTopepr| aToIxEIa yia TIG KATAANAES peBOdOUC ETTavVOTTOOTEIPWONG ) ATTOAUAVONG.

Tic TPOQUAGLEIS TTou TTPETEl va AauBdavovTal yia Toug Tux6v €181KoUS Kal aouvABEIS KIVOUVOUS TTou

oxeTiCovtal We Tn Xpnolyotoinon 1 T d166e0n Twv dIAYVWOTIKWY TTPOIOVTWY, CUUTIEQIAAMBAVOUEVWV TWV

€I0IKWV PETPWV TTpOaTaCiag, av T0 SlIayvwaTIKG TTPOIOV TTEPIEXEI oUTies avBpwTIvng 1) {wIKAS TPOEAEUONG

TIPETTEI VO EQIOTATAI N TIPOCOXN TWV XPNOTWV GTN dUVNTIKKA HOAUCHATIKF GUCT) TNG.

18. TV nuepounvia ekdOaEWS f TN TTAEOV TTPOOPATNG AVABEWPNONG TWV 0dNYIWV XPHOEWS.

3.2.10. MeTd v KatakUpwar, 0 PEIOBOTNG UTTOXPEOUTAI VAl ETTIONUaIVEI ETTITTAéOV KABE ovada ouokeuaaiag

TwV UAIKWV TTou TrapadidovTal e :

airia.

0. Ta gToixgia Tou TTpounBeuT

B. Ap1Bu6 oUpBaong.
y. Tnv évdeign « KPATIKO EIAOZ»

4.ANo1 Opol.
4.1. H utmpeoia dev Ba dextei oudepia diagopoTroinon aTIg TIREG, avd e¢ETaaon, TTou Ba karakupwBoUv aTé Ta

armroteAéaparTa Tou dlaywviopou, yia 0AGKAnpPo 1o xpovikd dIdoTnua 10%00G NG oUKBACNS Kal YIa OTTOI00NTTOTE

4.2. Tnv avrigTolxia avridpaotnpiwv Kai AoImwv avaAwaoipwy yia v dlevépyeia TG KaBe gtaong.
4.3. AhAwan Tou GuPETEXOVTOG OTI pTTopEi va AdRel OAa Ta avaykaia péTpa amdoupang Tou TTIPOIGVTOS aTtd T
ayopd, O€ TIEPITITWON TIOU N Xpron Tou BETel g€ Kivduvo Tnv uyeia A kai v ao@AAEia Twv aoBevwy, Twy

XPNOTWV 1} EVOEXOUEVWGS AAAWY TTPOCWTTWY, KABWG Kal TNV Ao QAAEIa TTPAYHATwWY.
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4.4, AvoBaBuion Tou AoyioUIKOU Tou €EOTTAIOMOU Kai n GUVOECT) Tou We TO TTANPOQopIokd GUCTNUA TOU
Noagokopeiou yia 6An v didpkeia 10x0og Ts auuBacng EINAI YTIOXPEQZH TOY NMPOMHOEYTH.

Ymoypéwaon Tpnong eAAI0TOU aTTOBEUATOS AVIAAAKTIKWY Kal avOAWGTiHWY UAIKWV €vTag Tou NoGOKOUEIOU.

5. 'EAeyxol — Amoppiyn YAIKwv- AvTIKaTOOTAON.
5.1. To Noookopeio diatnpei 1o dikaiwya va TpoBei ae delypatoAnTITIKG EAeyX0 pE EpyaaTnplakd dedouéva
AWV TwV TTapPTIdWV Twv TTPOIGVTWY TGO KATA TNV 0PICTIKA TTapaAaBn, 600 Kal Katd Tnv OIApKEIa XPAOEWC,
META aTTO OXETIKA avagopd Tou A/vTou Tou EpyacTnpiou, apkoUVTWG TEKUNPIWHEVN.
5.2. X& TIEPITITWON TToU aToppIPBei aTTd TV ETTITPOTT TTAPAAABRAS 0pIoTIKG 0AOKANEN N oupBATIKA TTOCOTNTA R
HEPOC aUTAG, O TIPOUNBEUTAG Eival UTTOXPEWWEVOG ETa OE TTPOBeaia TéVTE (5) NUEPWYV, VA AVTIKOTAOTACEI TNV
TTO0GTNTA TTOU ATTOPPIPONKE e GAAN, TTOU KOAUTITEI TOUS 6POUS TG OUMBACTC.
Edv TeAikG o TpopnBeutic dev Tpofei otV avTiKatdoTaon Twv €I6Wv TToU aTroppigbnkav péoa atnv
TTpoBeaia TTou Tou HOBNKE, KNPUCTETAI EKTTTWTOC.
5.3. Ta €idn 1ou amoppi@Bnkav moTPEPOVTAI GTOV TIPOUNBEUTY UE PPOVTIDA KAl dATTAVEG TOU, MECA HE

1NUEPQ,OTTO TNV NUEPOUNVIO TIPOTKOMIONG TWV VEWV EIBWV.

['a 10 €I TTAEOV XPOVIKG dIACTNA TTou aTraiTeiTal ammd Tn ARgn Tou ouppatikou xpovou Tapddoong fi edpTwaong,
0 TTPoUNBeuTAS AoyileTal EKTTPOBECHOG KaI UTTOKEITAI OTIG KUPWOEIG TTou TrpoBAETovTal amé 1o M.A. 394/96
(KN.A)

OYAAO ZYMMOPOQIEQZ

O TpounBeuthc utoxpeolTal, Yali pe TNV TPOoPopd va ouvtagel kal va umoBaAel kai 10 @YAAO
LYMMOPOQZEQZ. (MAPAPTHMA Il AiakAhpung). Autd eival QUANO GUOXETIOEWS TNG TTPOTQOPAG E TIG
QTAITACEIS TNG TTAPOUCAG TTEPIYPAQRG. T0 QUANO auTd Ba avagépovTal pe AeTITopépeia OAEC o1 UTTAPXOUOES
OUPQWViEG 1) aTTOKAITEIG TwV XAPAKTNPIOTIKWY TWV TTPOTPEPOUEVWV aVTIOPACTNPIWY Kal TOU UNXAVAUATOS O€
oxéon Je Ta avagepdueva oty Tapoloa TEPIYPAPR. MNpog amddeign de Twv I0XUPIoHWY AUTWV(CUUQWVIES-
armokAioeIg), Ba TPETEN va yivovTal TTAPATTOUTIEG O€ aTmooTTacuaTa amd operators manual -service manual,
prospectus Tou TPOC@PEPAUEVOU opyavou TTou Ba TIpoépxovTal amd Tov KATAOKEUAOoTIKG oiko (Kai Oyl
TANUUEAWS PETappaopéva UANGDIa) KaBWE €TTIONG KaI O ETTIOTNPOVIKES EKOOEIG KAl AOITTA ETTIOTNUOVIKA
€vIuTTa TIoU Ba TTPOEPXOVTaI TG TOV KATAOKEUAOTIKS oiko Tou unxavAuarog. O mpounBeutic Ba Tpémel va
amavta otV TEPIYpaQr Tapdypago Tpog Tapdypa®o kai n Kabe mapatopth Ba £xel vav apiBud (kard

auéouoa oeipd) kal T avTiOTOIXO ONUEI0 TNG TTAPATIOTIAG Ba UTTAPXE! O avTIOTOIKOG apPIBUGS a€ KUKAO.
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