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OEMA: Tgyvikég Tpoolaypa@is oo ymvVIGHoD GYETIKA pe TOV TpOmo Kaloyng avayk@v Tov I'N Aptog
o «XYZKEYEX ANOXOAOIIKOQN -IOAOT'IKQN ANAAYXZEQN ANTIAPAXTHPIA
ANOXOAOI'IKQN  -IOAOTI'TKQN  EEETAXEQN (ME  ITAPAXQPHXH  XYNOAOY
EEOITAIZMOY) (CPV:33127000-6)»

e amdvinon oto uraplBu. Mpwt. Ow. 9960/3-5-2022 eyypadou, yla tov Slaywviopo yla
«ZYZKEYEZ ANOZOAOTIKQON —IOAONKQN ANAAYZEQN ANTIAPAXTHPIA ANOZOAOIKQN —IOAOIKQN
EZETAZEQN (ME NAPAXQPHZH ZYNOAOY EZONAIZMOY) (CPV:33127000-6)» , yia £€va (1) £€toc tou I.N.
ApTOC POTEIVOULE TIC EMLOUVATTTOUEVEG TEXVLKECG TIPOSLaYPadEC LE TOUC TIVAKEC ELSWV,TTOCOTHTWYV KAl TOV
nipoUmoAoylopd. H cuvoAikn mpoimoAoyloBeioa damavn yia éva (1) £tog avépyetal o 143.009,07€ xwpig
ONA kat og 177.331,24€ cupuneplhappavopévou OMNA.

H npoUmoloyloBeioca cuvolikr Samavn yla éva (1) £tog cuvoiletal otov KATWOL mivaka:

TMHMA/AA [IEPITPA®H ENAEIKTIKH ENAEIKTIKH
SYSTEMIKOY SYNOAIKH TIMH SYNOAIKH TIMH ME
XQPIT OITA ®TIA 24%
ANTIAPASTHPIA | «SYZKEYES 143.009,07€ 177.331,24€
ANOZOAOTKQN | ANOZOAOTIKQN -
—~OPOAOTIKQN IONOTIKQON ANAAYSEQN
ESETAZEQN ME | ANTIAPAZTHPIA
NAPAXQPHZH ANOZOAOTKQN -
ZYNOAOY IONOTIKQON  ESETAZEQN
EZOMAIZMOY (ME NAPAXQPHZH
IYNOAOY EZOMAIZMOY)
(CPV:33127000-6)»

Ta péAn TG EMLTPOTING
1. KAANIAKATZOZ KONZTANTINOZ (MPOEAPOY)
2. MMNIZKANAKHZ KONZTANTINOZ

3. XAPMMH ®QTEINH



TEXNIKEZ MPOAIATPA®EZ A

«ZYZKEYEZ ANOZOAOTIKON -TOAOTTKQN ANAAYEEQN ANTIAPAXTHPIA
ANOZOAOTIKON -TIOAOTTKOQN EEETALEQN (ME TAPAXQPHEH LYNOAOY
EZOIMAIZMOY) (CPV:33127000-6)»

I'ENIKA XAPAKTHPIXTIKA

1. Ta mpoocpepdeva mpoidvta Tpémel vo ivan motomompéva amd Kovomompévo opyoviopd mov Ppicketon
gyKaTaoTNUEVOS Ko Aettovpyel vopa 6to £80¢og evog amd ta Kpdtn Méin g Evponaikig Evoong kot
va @épovv Gg evkpvi BEoT Tov TEAKOD TTEPIEKTN TOLG TV TtpofArenouevn onpaven CE, n omoia amodetkviet
MV CVUUOPPMGT TOVG HE TG amantioelg TG Oonyiag 93/42/EOK, (AY8S/T .I1.owk. 130648 - Evappovion g
ebvikng vopobesiog mpog tig dratdels g Odnyiag 93/42/EOK «mepi watpoteyvoroyikdv mpoidviovy- OEK
2198/tevy. B/02-10-09). I'a tov A0yo ovtd Ba mpémel pali pe v mpocpopd va katotefodv to avdioyo
TIGTOTOUTIKA TOV GVTIGTOLYOVV GTNV Kotnyopio otnv onoia £xel tagvoundei to ev Adym mtpoiov. Av kdmolo
poidv dev evidoceton ot dtadkacia g onuovong CE, avtd Ba avagépetar pnté oty mpocpopd.

2. Xhomuo dtayeipiong motvtnTog, cOpeova e to Tpotumo 9001 1 13485 1 icodvvapo o€ 16Y0

O K0T00KEVAGTNG TOV TPOIOVTOG Vo SLoBETEL MGTOTOINGT Yl TN SlyElplon TG ToOTNTAG GOUPOVA LUE TO
npdtumo ISO 13485.

O avadoyoc / etolpeio. — avTIIPOGMOTOG TOL TPOIOVTOC Vo, dlabéTel moTomoinon Yy T dayeipion g
TOLOTNTOG GUPP®VO e To TpdTvo ISO 9001.

O avadoyoc / etopeic — avTimpOG®TOG TOV TPOidVTOG va dlabétel Pefaiwon cvppdpe®oNs pe TV
Ynovpywr Amoégacn AY86/T.11.0k/1348/2004.

3.H napddoon tov 0@V Ba yiveTar 6Toug ¥MPOVG TOL avTioTolov TUNLOTOS TOV NOGOKOUEIOV Tov 0pilet
N Avafétovoa Apyn pe €£0da, evBuvT Kot pépva, Tov Tpounfevt /avaddyov .

4.H mopddoomn tov avtidpaotpiov Kol avoOAOGIHOY DAIK®Y Tov gival amopaitnta yio TNV EKTEAECT] TOV
eetdoewv Ba yivetar tunuotkd evtdg mévte (5) nuepdv ond ™ SwPifoocr oyetikng mapayyeiiog omd To
appodto Tunue tov Nocokopueiov.

5. Oa yivouv deKTEG LOVO 01 TPOGPOPEG TTOL APOPOVY GTO GUVOAD TMV EIOMV KOl GTO GUVOAO TMOV
OITOVUEVOV TTOGOTNTOV OVE OUAOCL.

6. H cuvoAium i 6Aov teov 0@V Kot yio. OAN TV otoOUeEVT TOGOTNTO ava opdde O Aapupdvetot vmoyn
Y10 GOYKPIGT TV TPOGPOPDV

7. Atevkpwviletar 6TL LVTOPAALOVTOL TPOGPOPEC TOV OEGUEVOVY TNV ETALPELDL LE TNV TAPAYDPTOT) GVVOSOL
eEomiiopov, o onoiog Oa mapapeivel 6To YdPo ToL NOGOKOUEIOL £MG EEAVTANCEMG TV 0mOBEUdTOV.

8. H mopddoon tov cvvodov eomAiicpov Bo yivel 6to Ydpo eykotdctacng tov Nocokoueiov péco cg
tpiavta (30) nuépec amd TV MUEPOUNVio, VTOYPOENC TS OYETIKNG ovuPaong pe £€oda kot gvBdvn Tov
npounBevti)/ Avaddyov.

9. Na. 000¢i eedptkdc avaALTNG 1010V SLVOTOTITOVY Kal 010V avVTIOPUcTNPIOY.



8.
9.

10.

11.
12.

ENOTHTA A’
ITPOAIAI'PA®EX ANAAYTH ANOXOAOTI'TKQN-OPOAOI'TKQN ANAAYXEQN

O AvaAuTtng va elval tuyaiag, cuvexolG Kal APECOU POOTIEAACEWC (YLo Ta eMelyovta Selypota).
H toyvmto tov avaivt va gival tovddyiotov 150 eéetdoeig v mpa.

Na £xet tovrhayiotov 30 BEceic avTdpacTnPi®V, TPOKEWEVOD VO EIVOL EPIKTH 1 TOVTOYXPOVN
QOPTOOT TEPIGCOTEPWOV avTIdpacTnpinV yia kébe eEétaon, dote va eEacpaiileTor 1 arpOGKOTTN
Aettovpyia TOL AVOAVTN

Noa d1a0€tel Yyoyeio Yo TV GLVINPNOT TOV AVTIOPASTNPIOV EMTL TOV AVOALTH

Na £xel duvatdtnra aviyvevong otddung vypov ( avTdpacTnPi®V Kot SEIYHATOV) KabdS Kot
THYHATOG

Na éxet duvatdtra avtodpaTng enavainyng e&étaong (Rerun) Kot avtdpatng extéheong véag
e&étaomnc (retest) avdioyo pe T0 amoTtéAeG L

Na éxet duvatdtra avayvoong avtidpactnpiov kot detypdtov pe BAR CODE kafmg kot
duvatodTNTO AUEIdpOUNG EMKOVOVIG e eEMTEPIKO AOYIGLUKO.

No drabétel derypotonmen pe tovddyiotov 90 Bécelg derypatmv

Noa unv anottovvrot cvveyeic faduovounceis.

Ta avtidpactipia, o1 fabpovountég kat ot opoi eAEyyov va gival OOt £TOLOL TPOG XPNOT| YOPIG Vo
OToLTEITOL OVOCVGTOOT).

No d1e0€tel TPOHYPOUUL ECOTEPIKOD EAEYYOVL TOIOTNTOG KOl VoL dtatnpel ta dedopéva

Noa extehei OAeg TIg (NTovuEVEG e&ETAGELS.

ZHTOYMENEZX EZEETAXEIX

ENAEIKTIKO ENAEIKTIKO
AP SYNOAIKO KO$TOS/EETASH KO3TOS/ESETASH
A/A | MEPITPADH | ESET | KOZTOZ / EZETASH | 12MHNOY (XQPIE ®MA) | 12MHNOY (ME ®NA)
1713 1400 2,785 3899 4834,76
2| T4 1200 2,735 3282 4069,68
3| TSH 3400 2,825 9605 11910,2
4|FT3 800 2,94 2352 2916,48
5| FT4 1600 2,79 4464 5535,36
6 | ANTITPO | 600 2,75 1650 2046
7 | ANTITG 600 2,75 1650 2046
8 | TOXO-G 600 3,23 1938 2403,12
9 | TOXO-M 600 4,37 2622 3251,28
TOXO G 1246,2
10 | AVIDITY 200 5,025 1005
11 | CMV-G 600 3,51 2106 2611,44
CMV G 1246,2
12 | AVIDITY 200 5,025 1005




13 | CMV-M 600 4,55 2730 3385,2
14 | RUBELLA-G | 400 3,23 1292 1602,08
15 | RUBELLA-M | 400 4,37 1748 2167,52
16 | CEA 800 3,23 2584 3204,16
17 | AFP 600 3,23 1938 2403,12
18 | CA125 600 5,13 3078 3816,72
19 | CA15-3 800 5,13 4104 5088,96
20 | CA19-9 800 5,13 4104 5088,96
21 | PSA 1400 6,27 8778 10884,72
22 | F-PSA 600 6,27 3762 4664,88
23 | TESTO 200 3,51 702 870,48
24 | B12 3000 3,805555556 11416.66 14156,65
25 | FOLATE 1600 4,194 6710.4 8320,896
26 | VITAMIN D | 1400 8,93 12502 15502,48
27 | PRG 400 3,51 1404 1740,96
28 | PRL 200 3,51 702 870,48
29 | FSH 400 3,51 1404 1740,96
30 | LH 400 3,51 1404 1740,96
31| E2 400 3,51 1404 1740,96
32 | Intact PTH | 200 4 800 992
33 | B-hCG 400 3,51 1404 1740,96
SYNOAIKO KOZTOZ XQPIZ ®MA 109.549,07 €
SYNOAIKO KOZTOZ ME ®IA 24% 135.840,84 €
ZHTOYMENEZX EZETAZEIX OPOAOTIKOY EAEMX0Y
a/a | NEPIFPAMH EIAOYZ EZETAZHE APIOMOZ | ENAEIKTIKH | SYNOAIKH | ZYNOAIKH
ESETAZEQN | TIMHANA | TIMH TIMH ME
ESETAZH ME | XQPIZ ®NA | ®NA
ANAA. XQPIE
®ONA
1 | Anti-HAV IgG (ANTIZQMATA IgG ENANTI TOY
|OY THE HIATITIAAS A) 600 5,10€ 3.060,00€ | 3.794,40€
2 | Anti-HAV IgM (ANTISOMATA IGM ENANTI TOY
|OY THE HNATITIAAS A) 600 5,10€ 3.060,00€ | 3.794,40€
3 HBsAg (ANIXNEYZH ANTIFONOY ENIQANEIAS
TOY 10Y THS HMNATITIAAS B, (AYSTPAAIANO 1.200 2,10€ 2.520,00€ | 3.124,80€
ANTITONO))
4 Anti-HBs (OAIKA ANTIZQMATA ENANTI TOY
ANTITONOY ENIOANEIAZ TOY IOY THE 800 4,60€ 3.680,00€ | 4.563,20€
HNATITIAAS B)
5 Anti-HBc (OAIKA ANTIZQMATA ENANTI TOY
ANTITONOY TOY MYPHNA TOY IOY THZ 600 4,60€ 2.760,00€ | 3.422,40€
HMATITIAAS B)




6 Anti-HBc IgM (ANTIZQMATA IgM ENANTI TOY
ANTITONOY TOY NYPHNA TOY IOY THZ 200 5,10€ 1.020,00€ | 1.264,80€
HMATITIAAZ B)
7 Anti-HBe (OAIKA ANTIZQMATA ENANTI
ANTIFONOQY E TOY I0Y THZ HNATITIAAZ B) 400 >10¢ 2.040,00¢ | 2.529,60¢
8 HBeAg (ANIXNEYZH TOY ANTITONOY E TOY
IOY THZ HMATITIAAS B) 400 5,10€ 2.040,00€ | 2.529,60€
9 Anti-HCV (OAIKA ANTIZQMATA ENANTI TOY
IOY THZ HNATITIAAS C) 1.200 4,90€ 5.880,00€ | 7.291,20€
10 HIV 1/2 Ag/Ab (ANIXNEYZH
ANTITONOY/ANTIZQMATOZ TOY IOY HIV 1/2) 1.000 4,40¢ 4.400,00€ | 5.456,00¢
11 SYPHILIS (ANTIZQMATA ENANTI TREPONEMA
PALLIDUM (SYO®IAHS)) 600 3,00€ 1.800,00€ | 2.232,00€
12 | Anti-EBV IgG (ANTIZQMATA IgG ENANTI
200 3,00€ 600,00€ 744,00€
EPSTEIN-BARR VIRUS) ’ ' '
13 | Anti-EBV IgM (ANTIZQMATA IgM ENANTI
200 3,00€ 600,00€ 744,00€
EPSTEIN-BARR VIRUS) ’ ' '
2YNOAO 33.460,00€ | 41.490,40€

ZYNOAIKO KO2TOZ XQPIZ ®MNA 33.460,00€

ZYNOAIKO KOx2TOX ME OMNA 24% 41.490,40€

To K60TOG TwV AVTISPACTNPIWY Ba SUPTTEPIAALBAVE KOI TO AVAAWGTILA.

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

AvtidpaoTipia pe Aiyotepa amrd 100 test/unva dev Ba TTapapévouv ETTi TOU avaAuTh.

O1 TpopnBsutéc Ba TTPOCEEPOUV KOl TOUC BUO TTIVAKEC EEETOOEWY UTTOXPEWTIKA.

01 Avoooloyikéc-Opoloyikéc avaAlaogic va SigvepyoUvTal o€ Evav avaAuTh.

AYNATOTHTA XYNTHPHXHX TOY AIATIOEMENOY MHXANHMATOX

1. KaBe mpounBeutrg utoxpeoutal va KataBéoel Ta TAPAKATW EVIUTTA Kal TTIOTOTTOINTIKA padi pe Tnv

TTPOCPOPA TOU.

1.1. Befaiwon Ttou Oikou KOTOOKEUAG TOU HNXavARATOG OTI T TTPOCQEPBEVTA OTOV  dlaywvIoUO

avTidpacTApIa Kal avaAwaoipa (Tou Ba xpnaoidoTrolotvTal amd 10 unxavnua) TpoTeivovTal ammd Tov v Adyw

Oiko yia kavovikr XpAon, 6Tl gival amoAuTa GUPBATA WE T NAEKTPOVIKA KAl UNXaVIKA pépn TOU pnxaviuaTog,

kail 671 Oev Ba eTnpedaouv TNV OJaAr Kail ampdoKOTITN A€IToupyia Tou .

1.2. BeBaiwon Tou OiKou KATAOKEUNS TOU UNXAVAUATOS OTI N TTPOCPEPOUTA ETAIPEI (TTPOUNBEUTAS) €ival

gtouaiodotnuévn w¢ TPOG TV TTapoxn TAApoug TexvikAG kal Emiotnuovikig utoaTApIgng (service,

avtaMakTIKG KAL) Kai 0TI oTeAéExn NG €xouv ekmaudeutei oTta epyooTdoia tou Oikou KATAOKEUAG.

ATTOdEIKTIKA WG TTPOG TNV eTTaideuan kai Tnv didpkeia Ba ouvuttofAnBoulv We T BePaiwan.




1.3. Kar@Beon oToixgiwv Ye v uwnAf TavaAn@ipétTa TOU PNXAVAUOTOC, TEKUNPIWWEVN HE TTICTOTTOINTIKA
Kal ypa@IkéG TTapacTaoeis amd Tov Oiko KAaTaoKeUnS.

1.4. KaraBean mAfpoug ava@opds OXETIKA PE TNV akpiPela Twy PeTPACEWV (T TO PnXavnua) o€ axEon lE
TIG eKAOTOTE PEBOBOUC avaPOopPAC.

1.5. H katdBeon YmeoBuvng 6nAwaong Tou N. 1599/86 611 We Tnv TTapddoon Tou unxavAiuarog Ba mapadwaotel
kal BePaiwaon Tou Oikou KATaoKEUAG OTI TO unxavnua (avagépovtag Tov apiBué oeipdg, SIN) KaTaoKeUAOTNKE
TNV TEAEUTAia DIETiaL

1.6. Z& TIEPITITWON TTOU 0 WEINBOTNG TOU TTAPOVTOG BIAYWVICHOU avaKnpuyxBei PeloddTNg Kal yia Tov ETTOUEVO
dlaywvioud utroxpeoUTal GTNV AVTIKATACTAON TwV AVAAUTWY, EPA0OV auToi UTTEPRAIVOUV TNV TETPAETIA ATTO
TNV NUEPOMNVIO KATAOKEUNG TOUG.

1.7. X& TIEPITITWON TTOU O WEINDATNG TOU TTOPOVTOC dlaywvIoHOU dev €ival PEIOdATNG Kal YIO TOV ETTOEVO
dlaywviopd utroxpeolTal 0TV aTOCUPON TWV AVOAUTWY TNV nuEpounvia Tou 8a opicBei amd Tov apuddio
6pyavo Tou Nogokopeiou.

1.8. Ta mpoo@epdueva €idn Ba Tpémel va Ikavotololv Toug eupwtrdikoUg Kai OieBveic kavoviauoug

ac@aAeiag, va épouv ofjuavon CE

e O avadoxo¢ Ki 0 KATaoKEUOOTAG (epOTOV gival BIOQOPETIKEG ETAIPEIEC) TOU TTPOIGVTOC va dlaBéTouy
moToToinan amd avegdpTnto dIATICTEUPEVO QopEa yia Tn  dlaxeipion TG TTOIGTNTAG OUPPWVA HE TO
diebvéc mpdtutmo EN 1SO 9001:2015, EN ISO 13485:2016 (r) 6tmolo 100d0vayo TTpOTUTTO agopd TNV
TTPOUNBEIN TTOU TTPOKNPUCTETE).

e ETiong o avadoxog va GUUUOPQWVETAI WE TIG ATTAITAOEIS PETOPOPAG, ATTOBrKEUaNS, dIATHPNONG Kal
VEVIKG Olakivnong Twv TIpoo@epduevwy 10wV Kal va diabétel Pefaiwan apuddiag ApxAag 1
Koivotroinuévou OpyaviopoU, amd Tnv omoia va TpokUTTel OTI ouppop@wvetal pe v AY8d/T.M.0IK.
1348 Ymoupyikf Amopacn «ApxEC Kal  KATEUBUVTAPIEG yPaPES 0pONG  TTPAKTIKAG  BIAVOUIS
larpoTteXVoAoyIkwy TPoidvIwvy (PEK 32/16-1-04), kabwg kai v AY8S/T.M.oik. 92334 Ymoupyikn
Amogaon «Tpomomoinon ¢ AY8d/M.Mok. 1348/2004 Ymoupyikag Amoeaons «ApxEc Kai
KOTEUBUVTAPIES YPAUMES OPONE TTPOKTIKAG DIAVOUNS 1aTPOTEXVOAOYIKWY TTPoidvTwVy (PEK 1459/22-9-04).

1.9. OmoiadrjmoTe amOKAION OTT6 TIG TTAPATTIAVW ATTAITACEIS ATTOTEAE] aITia amdppIyng TS TTPOCPOPAC.

110 TMpiv yivel o éAeyxog, Twv Trapamdvw Omé v EMTPOTH| TOPAAABAS, O TTPOUNBEUTAC Eival

uTToxpewuéVog va diaBéael €101kd A €101KOUG TEXVIKOUS wg TTap. 2.3 1.13. Tou Ba Tapaeivouv otnv 81GBeon

NG EMTPOTIAG YIa ETTIOEIEN Kal €ENYAOEIC TTAVW OTO XEIPIGKO, TN AEIToupyia Kai T Bewpia Tou uttd TTpouRBeia

ouoTtAuatog. H didpkeia tng emideigng autic Ba eivar amod yia (1) nuépa éwg €€l (6) To TrEpIoadTEPO avdloya

HE TNV aTTaitnon NG EMITPOTIAG, XWPIG OIKOVOMIKA ETTIBAPUVAN TG YTINPETiag.



1.11  Tpiv yivel n TapahaBr| Tou diamiBéuevou pnxaviuaTtog Ba TpéTel va dokIYaoTEl o€ SoUAEId pouTivag

yia TOUANAXIOTOV TTEVTE (D) MEPES KO IoWG TTEPICOOTEPO av aTTaITNBEi aTmd TV UTINPEETIa.

ATA®OPA
Emonuavoeig mopadooewg
2e KOTGMNAnN 6éon Tou pnxavApaTog va eTIKOAANBei ivakida pe pépipva Tou TTpopnBeuT oV
otoia Ba avaypdagovra:
1. H ovopaaia, 1o povtédo kail o SERIAL NUMBER Tou pnxavruarog.
2. Ta oToI¥Eia TOU KATAOKEUAOTR Kal TIPOUNBeuTH).

3. O apiBudg ouupacng yia v TTPOUABEIa Twv avTIOPACTNPIWY KaI TO £T0G UTTOYPAQRS TNG.

T'ENIKEX ATIAITHXZEIX ANAAYTON

1. Na utapyel TpOPAEwn yia guvexion TnG AEIToupyiag Toug o€ TIEPITITWOEIS BIOKOTAG PEUNATOC, Va
utroaTnpiletal dnAadh amd oloTnua aTabepotroinang Taong (UPS ), ue darmavn tou Yeiodomn.

2. Naeival aygidpopn olvdeon e emikoivwvia pe To LIS Tou EpyaoTnpiou, ye darmavn tou Yeiodom.

3. Na umapyxel mpdPAewn yia utoloyIoTA- KTUTIWTH yia €KOOON aTTOTEACOUATWY OF TIEPITITWON
«mrTwong» Tou LIS Tou epyaatnpiou.

4. To service Kal Ta QvOAWOIYA, TTEPAV TWV ava@epopévwy Ba BapUvouv Tov TTpounBeuTr, 0 oToiog Ba
EXEl KAl TNV UTTOXPEWAT va EKTTAIOEUOEI TOUG XEIPIOTEG TOU OPyavou dwpedv OTO XWPO TWV
gpyaotnpiwv Tou Noookopeiou

ENOTHTA B’

TEXNIKEZ MPOAIATPA®EZ ANTIAPAZTHPIQN

1.0poi die§aywyng Tou Siaywviopou.
1.1.Aciypara

Kard 1o 676010 agloAdynong Tou diaywvIGHoU, oI TTPOPNBEUTES TTPETTEN v £XOUV TNV BUVATOTNTA ETTIOEIENS TOU
TPOTTOU BIEVEPYEIOG TWV ECETAOEWV ME TO TIPOOPEPOUEVA UNIKA KOl avOAUTEG, €QOOOV Toug {nmBei amd v
€MTPOTIA agloAdynong.
1.2.01 TTpounBeutég uTToXPEOUVTal VO dnAWaOUY :

0. Xwpa TPOEAEUTNG TV UNIKWV.

B. EpyooTaaio KaTaoKeUng

Y. Xpbvog TTapadoang o€ NUEPONOYIOKEG NUEPES OTTO TV TTapayyeAia.

d. Xpévo {wi¢ (nuepounvia rapaywyns kai AEEw)



€. Tn ouokeuaaoia Tou UAIKOU, N OTToia TIPETTEI VAl €ivall TOU EPYOCTACIOU KOTAOKEUAG.
1.3. O ouppetéxwv oTo dlaywviouo va TTpookopioel BePaiwan Appddiag ApxAG TG XWEag TTou BpickeTal T0
£PY0O0TACI0 TTAPAYWYAS avTidpaaTnpiwy, n omoia Ba Befaiwvel 6TI To EpyoaTaaio diabétel Gdeia duvaTdTTag

TTOPAYWYAG in vitro avTidpaoTnpiwv.

2.Texvikoi TpoadiopIopoi.

2.1 0 diaywviopog Ba yivel pe paon Tig Texvikég Meprypagég mou avagépovtal atnv ENOTHTA A.

2.2.0 ap1Buog avahutwy Trou TTRETEl va 81a6éael 0To KABe Noookoueio O TTPOUNBEUTAC avagépeTal aTnV
ENOTHTA A «kai avrarmokpivetal oTig avaykeg Tou kGBe Noookopeiou, waTe va utdpxel duvarotnta
d1egaywyng Twv CETACEWV OTO TTPWIVO WPAPIO.

2.3. O1 TTPOCQEPOVTEG TTPETTEI VA AVOYPAPOUV OTIC TTPOCPOPES TOUG (OIKOVOUIKA KOl TEXVIKT), OTI TO €id0G TTOU
TTPOCPEPOUV EKTTANPWVEI TIG (NTOUHEVEG TEXVIKEG TTPODIAYPAPES TNG UTTNPETTAG.

2.4, ZTnV TIEPITITWON TTOU TO TIPOCPEPOUEVO UAIKG TTOpOUCIAlEl atmokNIOEIS 1) SIaQOPOTIOIRCEIS aTTd AUTA TTOU
kaBopilovtal aTmo TIG TEXVIKES TTpodIaypagéC TG dlakApugng dev Ba amoppitrrovral uttd v TTpolTdBean 6Tl ol
atrokAioEIC auTéEC Bev avaPEPOVTAI GTOUS OTTOPARATOUS OPOUS KAl KpivovTal aTTd TV EMITPOTT £TOUCIWAEIS. Ta

10 Adyo autd Tpémel ATTAPAITHTA va ava@épovtal e AeTopépeieg yia va agiohoynBouv atrod Ty ETITPOT.

3.LuoKeuaaia.

3.1. H ouokeuaaia Ba givar 6w autr Tou epyooTaciou Tapaywyng, Xwpic aAAn xpnuaTiky mpapuven Twv
OXETIKWV UAIKWV GUOKEUATTIAg, TToU dev ETTIOTPEPOVTAI OTOV TTPONBEUTA.

3.2. Ze eupavéG onueio TG ouokeuaoiag, KaBwg Kal ot KABE povada Tou TTEPIEXOUEVOU TG, TTPETTEI va
avaypagovtai ol Tapakdrw ENAEIZEIX, ota EMnviké 1) AyyAikd, ekT0¢ v n YTroupyikr) ATrégaacn evapudviong
¢ 0dnyiag 98/79/E K. opidel SIOQOPETIKA

3.2.1. Emwvupia kai d1eUBuvan KATOOKEUOOTH.

Edv o karaokeuaoTng edpelel o€ Xwpa ekTdC Eupwraikig Evwang, Tpémel va avaypa@eTal n EwvUlia Kai n
d1E0BuVON TOU EYKATEOTNEVOU OTNV KOIVOTNTA £E0UCTOD0TNHEVOU QVTITIPOCWTTOU TOU KATOOKEUQDTH.

3.2.2.Ta gToixeia Tou gival amoAUTwS avaykaia, TPOKEIMEVOU 0 XpAOTNG va gival ae BEan va avayvwpioel 10
d1ayVWaTIKG TTP0idV, TNV TTOGOTNTA TOU KAl TO TIEPIEXOUEVO TNG CUTKEUATIAG.

3.2.3. Kard mepitrrwon my évdeign ZTEIPO A GAAn évoeign, e Tnv otoia emonuaiveral n €101KA JIKPoRIOAOYIKA
Kar@oTaon i n karaoTtaon amo TAEUpAg kaBapdTnTag.

3.2.4. Tov kwdiko TG TrapTidag, perd amod m Aéen MAPTIAA 1 Tov augovta apiBuo.

3.2.5. H nuepopunvia uéxpl TV otroia 1o TPOIdV UTTopEi va xpnaluomoinBei ac@aiwg, xwpi¢ utofiBacud me
emidoang.



3.2.6. Kara Trepitrtwon, €vaeign, pe v otroia Ba emanuaiverar 611 TPOKEITAI YIA « TIPOIGVY TTOU XPNOIWOTIOIEITAl
in vitro 1) JOvo yia TV agloAdynon Twv TMIO6TEWV.
3.2.7. Tig €181KEC OUVORAKEC aTTOBAKEUANS A KAl XEIPIOHOU.
3.2.8. Tig evOedelypéves TIPOEIDOTIOIRTEIS A KOl TIPOQUAGEEIC.
3.2.9. Z& kB ouokeuaoia Ba TpEmel va epidaupavovtal OAHIMEL XPHZEQZ ota EMnvikd, ektdg €dv n
UTTOUPYIKY aTroQaon evapuoviang g odnyia 98/79/E.K opilel d1a@opeTIkG wg 4G
a. Ta oToIxgia e eTIKETAC, TTANV Twv 4.2.4 ka1 4.2.5.
B. Tnv TToI0TIKA KaI TTOOOTIKA GUVBEDT TOU QVTIOPWVTOG TIPOIOVTOS KAl TV TTO0OTNTA ) TN GUYKEVTPWOT TOU 1
TWV OPACTIKWY CUCTATIKWY TOU A Twv avTidpactpiwy i Tou auvoAou (kit).
y. ARAwaon 611 To dlayvwaTIKG TTPOoIdV TrEPIEXEI GAA TA GUOTATIKA TTOU ATTaiToUvTal yid TN UETPNON.
0. Tic ouvenKe¢ ammobrkeuang kai 1o Xpdvo diatpnong HETA ammd TV TTPWTN aToaPEAyIoN TNG TIPWTOYEVOUG
OUOKEUAOiag, KaBwg Kal TIc cuvBnkes amoBrkeuang kal oTaBepdTNTAC Twv avVTIOPACTNPIWY EPYATiag.
€. TIg €mMOGOEIC TOU TTPOIOVTOC AvaPOPIKA e TNV avaAUTIKA euaioBnaia , Tnv eEIdikeuan, v akpifela, Ty
ETAVAANWINOTNTA, TV QVATTOPAYWYIKOTNTA, TA OPIA aViXVEUTNS Kal TIG YVWOTEC OAMNAETIOPACEIC.
ot. "Evdeign Tou Tuxv amaitoupevou €1dikou eEOTTAIGOU Kal TTANPOYOPIES YIa TV avayvwpian Tou €181KOU
auToU €EOTTAIOHOU, TTPOKEILEVOU Va XPnaIoTIoINBEi 0pBwG.
(. Tov 10TO TOU OEiyUaTOG TTOU TIPETTEI VO XPNOIWOTIOIETAN, TIC EIDIKEC TUXOV GUVONKEG OUANOYAG, TTPO-
ETTECEPYATiag Kal Kata TTEPITITWAT, TIC OUVBNAKES aTTOBrKEUONG KOl 0dnyieg yIa TV TIPOETOINATIO TOU a0BeVOUC.
n. A\eTrTopePng TrepIypa@r] Tng akoAoudntéag diadikaaiag yia Tn xerion Tou TTPoIGVTOC.
8. Tn diadikacia PeTprioewg Tou TPETel Vol akoAoubeiTal Pe 10 diayvwaTikd TPOIGV, CUPTIEPIAAUBAVOUEVIIV
KATA TIEPITITWOT
e Tng apxIkAg PeBddou.
e  Twv TANPOQOpIWV , TTOU aPopoUV KABE eTTITTAEOV BIadIKaaia A XEIPIONS, O OTT0I0G aTTaITETal, TTPIV ATTO
TN XPNO1HOTToINGN Tou B1ayvwoTIKOU TTPOIGVTOG (TT.X. avaoUaTaoT, ETTWACT, EAEYX0G 0pYAVWY K.A.TT)
o Evdeitewv yia o Kard TOooV aTraiTeiTal EI0IKY EKTTAIOEUTN TWV XPNOTWV.
. Tn paBnuartiki péBodo, e v otmoia utroAoyiovTal Ta PobnuarTikG amoteAéopara Kai GTrou aTTauTeiTal n
HEBOBOG TTPOOBIOPITHOU TwV BETIKWY ATTOTEAETUATWY.
0. Ta pétpa Tou Tpétel va AapBdavovtal , o€ TepITwaon aAAaywv OTIC avaAUTIKEG EIBOTEIG TOU TTPOIOVTOG.
IB. Tig KOTAAANAEG yia TOUG XPAOTES TTANPOPOPIES, TXETIKA E:
e Tov eowTepikd EAeyxo TTOIOTNTAG, GUNTTEPIAUBAVOUEVWY Kl TwV dIaBIKOTIWY ETIKUPWATC.
e Avagopd aTov TpOTTO BaBovOuNong Tou TTPOIOVTOG.
e Ta pecodiaoTiuaTta ava@opds yia TIC TPoadiopildueve TTOOOTNTEG, CuUNTTEPIAUBAVOUEVNG NG

TIEQIYPAQPS Tou TTANBUCHOU avapopdg TTou TTPETTEN va AauBavetar utroyn.



1y.

Av 10 TTpOidV TTPETTEI VO XPNOIWOTIOIEITAI O GUVOUAOUO 1) va eykaBioTaral 1 va guvdéetal pe GAAa
1aTPOTEXVOAOYIKA TIPOIOVTA ) EEOTTAIONO, TIPOKEIPEVOU VOl ASITOUPYATEI, TUUQWVA E TOV TIPOOPITHO TOU,
ETTAPKI OTOIXEIO YIO TO XOPOKTNPIOTIKA TOU, WOTE va gival duvarr n €mAoyR Twv eVOEDEIYUEVWV
TTPOIOVTWV 1 €COTTAICUOU TTOU TTPETTEI VOl XPNCIUOTTOIOUVTAI, TIPOKEIUEVOU VA ETTITUYXAVETAI A0QAAAG Kal
KATAAANAOG oUVOUAOHOC.

OAeg TIG TTANPOPOPIES TTOU aTTaITOUVTaI YIa TOV EAEYXO TNG 0pBAG EYKOTAGTOONG TOU TTPOIGVTOG KAl TNG
0pBA¢ kal aoPaAolG AcIToupyiag Tou, KaBWG Kal ASTITOPEPR TTOIXEIT YIa TN GUCT Kl T oUXVOTNTA TNG
OUuVTAPNONG Kal BaBuovounong TTou aTraITouvTal, yia va ecao@aliCeTal n opbr| kal aoc@aArg Asitoupyia
TOU TTPOIGVTOG.

[MAnpo@opieg yia Tn dIGBECN Twv ATTOBAATWV.

[MAnpo@opicc OXETIKA e KGBE TTPOOBETN ETTECEPYaTia f XEIPIOKA TTOU ATTAITEITAI, TIPOTOU XPnalUoTToINBE
TO TTPOIOV (TT.X. ATTOCTEIPWAT, TEAIKH) GUVOPUOAGYNOT K.A.TT.)

Tig amapaitnTeg 0dnyieg yia 10 EVOEXOUEVO PBOPAG TNG TIPOCTATEUTIKAG CUCKEUATIAG.

AetrTopepr| aToixeia yia Tig KataAAnAe¢ peBddoug eavaTmoaTeipwang ) amoAUavong.

Tic TPOQUAALEIG TTou TTPETEl va AauBAvovTal yia Toug TUXOV €I8IKOUG Kal aouVABEIS KIVOUVOUS TTOU

oXeTiCovtal We TN Xpnolyotoinon fi T d1G0e0n TwWv dIAYVWOTIKWY TTPOIOVTWY, CUUTIEQIAABAVOPEVIIV TWV

€I0IKWV PETPWV TTPOCTACIAC, AV TO BIAYVWAOTIKG TTPOIOV TTEPIEXEI OUTiES avBpwTTIVNG 1) (WIKAS TTPoéAEUONG

TIPETTEN VA EQIOTATAI 1) TIPOGOXI TWV XPNOTWV GTr dUVNTIKI) JOAUGUATIKA QUCN TNG.

10. TRV nuepounvia ekdOTEWS f NG TTAEOV TTPOCPATNG AvVABEWPNCNG TWV 0dNYIWV XPHOEWS.

3.2.10. Metd TV KaTaKUpWOT, 0 PEI0BOTNG UTTOXPEOUTAI VA ETTIONUAIVE! ETTITTAEOV KABE povada cuoKeuaaiag

TWV UNIKWV TTou TrapadidovTal e

arria.

a. Ta gToixeia Tou TTpopnBeuT)

B. ApiBu6 olppaong.
y. Tnv évoeign « KPATIKO EIAOZ»

4.ANo1 Opol.
4.1. H utnpeoia dev Ba dextei oudepia diagopotroinan oTig TIWES, avd e¢Etaan, Tou Ba KarakupwBolv aTmd Ta

amoteAéopaTa Tou dlaywviopoU, yia oAdkAnpo To xpovikd didotnua 10x00¢ TG aUBaoNS Kal yia OTToI0dATIOTE

4.2. Tnv avrigTolkia avridpaotnpiwv kai AoImwyv avaAwaipwy yia v dievépyeia G KaBe gEtaong.
4.3. AhAwan Tou oUPlETEXOVTOG OTI pTTopei va AdBel OAa Ta avaykaia péTpa amdoupang Tou TTPOIGVToS aTmd T
ayopd, o€ TEPITITWON ToU N XPAon Tou BETel o€ Kivduvo Tnv uyeia fi kai v ao@dAeia Twv aoBevwy, Twv

XPNOTWV 1} EVOEXOUEVWGS AWV TTPOCWTTWY, KABWG Kal TNV Ao QAAEI TTPAYHATWVY.
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4.4. AvaBaBuion Tou Aoyiouikou Tou €&OTTAIONOU Kai n oUVOEDr Tou e TO TTANPo@opiakd cUoTNHa Tou
Noaokopeiou yia 6An v didpkeia 10xuog TG auuBacng EINAI YTIOXPEQEH TOY NMPOMHOEYTH.

Ymoxpéwaon Tpnong eAAyI0Tou aTroBEuATOS avTAAAGKTIKWY Kal avOAWGCTHwWY UAIKWV EvTac Tou NogoKouEiou.

5. 'EAeyxol — Amoppiyn YAIKwv- AvTIKaTOOTAON.
9.1. To Noookopegio diatnpei 1o dikaiwa va TTpofei o€ dEYUATOANTITIKG EAEYXO e EpyaaTnPIaKA dedopEVa
OAWV TWV TTAPTIdWV TwV TTPOIGVTWY TOGO KATA TNV OPIOTIKI TTApaAapn, 600 Kai Katd Tnv dIdpkela XPROEWC,
META aTmd OXETIKA avagopd Tou A/vTou Tou EpyaaTnpiou, apkoUVTWG TEKUNPIWHEVN.
5.2. X& TIEPITITWON TTOU aTropPIPBei aTTO TNV ETTITPOTTT TTAPAAAPS OPIOTIKG OAOKANPN N OUMBATIKA TTOCOTNTA )
MEPOG AUTAG, O TIPOUNBEUTAG Eival UTTOXPEWWEVOG UECT OE TTPOBETIa TIEVTE (5) NUEPWY, VA AVTIKATACTACEI TV
TTO0GTNTA TTOU ATTOPPIPONKE e AAAN, TTOU KOAUTITEI TOUS 6POUG TG OUMBACTG.
Edqv 1eAikG o TpopnBeutric dev Tpofei 0TV avTIKATAOTAOT TWv €10WV TTOU OTToppiginkav péoa oTnv
TPoBeaia TTou Tou HOBNKE, KNPUCTETAI EKTTITWTOG.
5.3. Ta €idn 1Tou amoppi@Bnkav emoTpéPOVTal GTOV TIPOUNBEUTH UE PPOVTIDA Kal dATTAVES TOU, MECA E

1NUEPQ,QTTO TNV NUEPOUNVIA TIPOCKOUIONS TWV VEWV EIBWV.

l'a 10 €T TTAEOV XPOVIKG d1G0TNWA TToU aTraiteiTal amd T Afén Tou ouppatikou xpovou Trapddoang i pdptwan,
0 TTpounBeuTAS AoyileTal eKTTPOBECHOG KaI UTTOKEITAI OTIC KUPWOEIS TTou TTpofAéTovTal amé 1o M.A. 394/96
(KMM.A)

OYAAO ZYMMOPOQIEQZ

O mpounBeutAg utoxpeolTal, padi pe Tnv TPOCPoOPd va cuvtagel kal va umoBaiel kar 10 GYAAO
LYMMOPO®QZEQY. (MAPAPTHMA Il AiakApugng). Auté eival UANO GUOXETIOEWS TNG TTPOCPOPAS ME TIG
ATQITAOEIS TG TTAPOUCAG TTEPIYPAPAS. LTO QUANO auTd Ba avapépovTal e AETITOUEPEID OAEG OI UTTAPXOUOEG
OUPQWViEG ) aTTOKAITEIG TwV XAPAKTNPIOTIKWY TWV TTPOTPEPOUEVWV AVTIOPATTNPIWY KAl TOU UNXavAUaTog o€
oxéon pe Ta ava@epoueva oty apoloa TepIypagn. Mpog amodeIgn 8 Twv I0XUPICHWY AUTWV(OUPPWVIES-
atokAioeIg), Ba TPETTEl va yivovTal TTAPATTOUTTEG O¢ amooTrdoyaTa amd operators manual -service manual,
prospectus Tou TIPOOQEPAUEVOU OpyAvou TTOU Ba TTPOEPXOVTAI OTTO TOV KATAOKEUOOTIKG Oiko (Kai Ol
TANUUEAWG PETAPPaOEVA QUANGDIQ) KOBWG ETTIONG KAl OE ETTIOTNHOVIKESG EKDOTEIG Kal AOITT ETTIOTNPOVIKG
éviutta Tou Ba TTPoEPXOVTal TG TOV KATAOKEUAOTIKG oiko Tou unxavAuarog. O mpounBeutic Ba pémel va
ammavr@ oty TEPIyPaPn Tapdypao TPog Tapaypa@o Kai n kae maparmout) Ba Exel évav apiBuéd (kara

augouoa oelpd) Kal OTO AVTIOTOIXO GNUEI0 TNG TTAPATIOUTIAG Ba UTTAPXEI O AVTIGTOIXOG APIBUOS OE KUKAO.
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H Emrpot) 20viagng Texvikwv Tpodiaypd@wy yid «XYEKEYEYX ANOXOAOTIKOQN -I0AOTTKQN
ANAAYZEQN ANTIAPAXTHPIA ANOXOAOITKQN -TIOAOI'TKQN EEETAXEQN (ME
MMAPAXQPHXH XYNOAOY EEOITAIXMOY) (CPV:33127000-6)»

Apta 1/12/2022

1. KAAIAKATZOZ KONZTANTINOZ (NMPOEAPOZ)
2. MMIZKANAKHZ KONZTANTINOZ

3. XAPMMH ®QTEINH
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