OEMA: Tgyvikég Tpoolaypa@is oo ymvVIGHOD GYETIKA pe TOV TpOmo kKaloyng avayk®@v Tov I'N Aptog
v «XYXKEYEY ANOXOAOI'IKQN -1I0OAOI'IKQN ANAAYXEQN ANTIAPAXTHPIA
ANOXZOAOI'TKQN  -IOAOT'IKQN EEETAXEQN (ME NAPAXQPHXH XYNOAOY
EZEOIAIZMOY) (CPV:33127000-6)»

Ye amavinon oto uraptOu. Mpwt. Owk. 9960/3-5-2022 syypadou, yla tov Sloaywviopod yia
«ZYZKEYEZ ANOZOAOTIKQON —-IONAOMNKQN ANAAYZEQN ANTIAPAXITHPIA ANOZOAOIIKQN —-IOAOlKQN
ESETAZEQN (ME MAPAXQPHIH ZYNOAOY EZOMAIZMOY) (CPV:33127000-6)» , yio. £va (1) étoc tou I.N.
APTOG TPOTELVOULE TLG ETILOUVATTTOLEVEG TEXVLKEG TIPOSLAYPADEG LLE TOUG TIVAKES ELOWV,TTOCOTHTWY KAl TOV
npoiUmoAoylopo. H cuvolikn mpolmnoAoyloBeioa damavn yla eva (1) €tog avépyetal os 143.009,07€ ywpig
ONA kal og 177.331,24€ cupneplhapBavopévou OMA.

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

TMHMA/AA IIEPITPA®H ENAEIKTIKH ENAEIKTIKH
YYZTEMIKOY YYNOAIKH TIMH YYNOAIKH TIMH ME
XQPIX OITA OITA 24%
ANTIAPAZTHPIA «2YZKEYEZ2 143.009,07€ 177.331,24€
ANOZOAOTIKQN | ANOZOAOTIKQN -
—OPOAOrIKQN IONOTIKQN ANAAYZEQN
EZETAZEQN ME | ANTIAPAZTHPIA
NAPAXQPHZH ANOZOAOrIKQN -
2YNOAOY IONOTIKQN  EZETAZEQN
EZONAIZMOY (ME NAPAXQPHZH
ZYNOAOY E=ONAIZMOY)
(CPV:33127000-6)»




TEXNIKEZ MPOAIATPA®EZ A

«XYEZKEYEX ANOZOAOTTKON -IOAOTTKOQN ANAAYZEQN ANTIAPAXTHPIA
ANOZOAOTITKON -IOAOTTKOQN EEETAZEQN (ME TAPAXQPHEH LYNOAOY
EZOIAIEMOY) (CPV:33127000-6)»

I'ENIKA XAPAKTHPIXTIKA

1. Ta mpocpepdueEVO TPOTOVTA TPETEL VO, EIVOL TIGTOTOMUEVO OO KOWVOTOMUEVO OpYOVIoUO OV PpiokeTal
EYKOTOOTNUEVOC Kot AETovpyel vouua 610 £d0¢og evog amd ta Kpdtn Méln g Evponaikig Evoong kot
va pépovv og eukpvi BEom Tov TeEAKOD TTePLEKTN ToLG TV TpoPrendpevn onpaven CE, n omola amodetkviet
TNV GUUUOPP®GT TOVG pe Tig amattnoelg g Odnyiog 93/42/EOK, (AY8o/T .I1.oik. 130648 - Evappovion g
ebvikn vopobeaiog mpog tig drataelc tng Odnyiag 93/42/EOK «mepi watpoteyvoroyikmv tpoidviovn- OEK
2198/1evy. B/02-10-09). T Tov Adyo avtd Ba mpémer pali pe v mpooeopd va katateBodv to aviioya
TIGTOTONTIKA TTOV OVTIGTOLOVV 6TV Katnyopia otnv onoia &xel Ta&tvounbel 1o ev Adym mpoidv. Av kdmolo
TPOT6V Ogv evtdocetal otn dladikacia tng onuoveng CE, avtd Ba avagépetar pnté otnv mpocepopd.

2. Xhotmpa dayeipiong motdtnTog, cHpeova pe to tpotumo 9001 1 13485 1 icodvvapo o€ 16x0

O KOTOOKEVAGTNHG TOV TPOIOVTOG Vo SLOBETEL MOTOTOINGT Yo TN SLYEIPLOT TNG TOOTNTOAS GOUPDVO LUE TO
npdtumo ISO 13485.

O avadoyos / etopeio. — avTIIPOGMOTOG TOL TPOIOVTOG Vo dlabétel moTomoinon Yo T dayeipion g
moldtTog cOppava e to Tpdtumo ISO 9001.

O avadoyoc / etaipeic — avTIIpOGMTOG TOV TPOIOVTOC va dlabétel Pefaimon cvuudpemong upe v
Ynrovpywr, Anoepoon AY86/T.I1.ouk/1348/2004.

3.H rapddoon tov 0@V Ba yiveTor 6Toug ¥®POVG TOV avTioTolov TUAUATOS TOV NOCOKOUEIOV Tov 0pilel
1N AvaBétovoa Apyn pe ££0da, evBuvn Kot pépva Tov Tpounfevt /ovaddyov .

4.H mopdadoon tov avtidpacstnpiov Kol ovoAOGIHoY DAIK®Y Tov givol aropaitnta yio TNV eKTELECT] TOV
eetdoev Oo yivetar Tunuotikd evtdg mévte (5) nuepdv omd ™ dwPifoocr oyetikng Topayyeriog omd To
appodto Tunque tov Nocokopegiov.

5. O yivouv deKTEG LOVO OL TPOCPOPES IOV OPOPOVY GTO GUVOLO TMV ELODV KUl GTO GUVOAO TMOV
OITOOUEVOV TTOGOTNTOV 0VE, OUAOaL.

6. H cvuvoiikn Ty 6Aov tov 0oV Kot yio OAN TV otoOUeVn TocoTnTo v opddo Ba Aappdvetotl vmoyn
Y10 GOYKPIGT TV TPOGPOPDY

7. Atevkpwviletar 0TL VTOPAALOVTOL TPOGPOPES TOV SEGUEVOVY TNV ETALPELN LLE TV TAPAYDPTOT GVVOOOL
eEomhiouov, o omoiog Oa mapapeivel 6To YOPo ToL NoGOKOUEIOV £MC EEAVTANGENMG TV 0mOOEUATOV.

8. H mapddoon tov cvvodov eomAicpov Bo yivel oto Ydpo €yKoTdotaons tov Nocokoueiov péso GE
tpravia  (30) nuépeg amd TV MUEPOUNVia VITOYPOUENS TNG OXETIKNG ovpPaocng pe €€oda kol gvBdvn tov
wpounfevty/ Avadodoyov.

9. Na 600¢i epedpikdc avaAvTig 1010V SLVOTOTATOV Kol 010V aVTIOpACTNPiOV.



ENOTHTA A’

INPOAIATPA®EX ANAAYTH ANOXOAOTI'IKQN-OPOAOTTKQN ANAAYXEQN

1. O AvaAutng va sivat tuxaiag, cuvexoUg Kol apéoou mpooneAdoswd (yla Ta enelyovra delypatay).

2. H taybdmra tov avaiot) va eivar TovAdyiotov 150 e€etdoelg v dpa.

3. Na éxet tovidyiotov 30 Béoelg avtidpactnpiov, TPOKEWEVOL va givarl EPUKT 1) TALTOYPOV
(POPTOOT) TEPIGCOTEPOV AVTIOPACTNPiMY Yia kdbe eE€taon, dote va eEacpaiileTol | arpOGKOTTN
Aettovpyia TOV avoAvTy

4. No owBétel yoyeio ylo TNV GLVINPNCT TOV OVTIOPAGTNPI®V ETL TOL OVOALTH

5. Na €xet Svvatomto aviyvevons 6tafuns vypdv ( avtdpaoctnpiov kot SerypdTov) Kabmg Kot

TYHOTOG

6. Na &yel Suvatotnto avtopatng eravainyng e&étaong (Rerun) kot ovtopOTNG EKTEAEONG VEAG
e&étaonc (retest) avaAoya LLE TO ATOTEAEG O
7. Na €yetl Suvatotnto avayvaong avidpaotnpiov kot detypdtov pe BAR CODE kabog kot

duvatotnta apeidpoung emkovoviag pe eEmteptkd LoyiouKo.
8. Na draBétet derypatoAnmn pe tovAdyiotov 90 Béoelg derypdtov

9. Na pnv amartodbvtor cuveyeic Pabpovounoers.
10. Ta avtidpacthpia, ot faduovountég Kot ol opoi EAEYYOL Va gival OAOL ETOLLOL TPOG YPTIOT XMPIC Vo

amoTEITOL AVOGVOTOOT).
11. No dweBétel TpdypaLo ECOTEPIKOL EAEYYOL TOLOTNTOG KOt va Statnpel ta dedopéva

12. Na extehel OAeg Tig {ntovueveg e&etdoels.

ZHTOYMENEX EEETAXEIX

ENAEIKTIKO ENAEIKTIKO
AP SYNOAIKO KOXTO3/EZETASH KO3TO3/EZETASH
A/A | NEPIFPAGH | EZET KO3ITOZ / ESETAZH | 12MHNOY (XQPIE ®MA) 12MHNOY (ME ®A)
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 | TOX0-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 600 351 2106 2611,44
CMV G 1246,2
12 | AVIDITY 200 5,025 1005
13 | CMV-M 600 4,55 2730 3385,2

3




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 1740,9
SYNOAIKO KOZTOZ XQPIZ ®MA 109.549,07 €
SYNOAIKO KOZTOS ME ®MA 24% 135.840,84 €
ZHTOYMENEZX EZETAZXEIZ OPOAOIIKQY EAErXoy
a/a | NEPIFPAMH EIAOYE ESETASHS APIOMO: | ENAEIKTIKH | SYNOAIKH | SYNOAIKH
ESETASEQON | TIMHANA | TIMH TIMH ME
ESETAZH ME | XQPIE ®NA | ®NA
ANAA. XQPIZ
dnNA
1 | Anti-HAV IgG (ANTIZQMATA IgG ENANTI TOY
'OY THE HNATITIAAS A) 600 5,10€ 3.060,00€ | 3.794,40€
2 | Anti-HAV IgM (ANTIZQMATA IGM ENANTI TOY
|OY THE HNATITIAAS A) 600 5,10€ 3.060,00€ | 3.794,40€
3 HBsAg (ANIXNEYZH ANTITONOY ENIMANEIAS
TOY I0Y THZ HMATITIAAS B, (AYSTPAAIANO 1.200 2,10€ 2.520,00€ | 3.124,80€
ANTITONO))
4 Anti-HBs (OAIKA ANTIZQMATA ENANTI TOY
ANTIFTONOY ENIOANEIAZ TOY IOY THE 800 4,60€ 3.680,00€ | 4.563,20€
HNATITIAAS B)
5 Anti-HBc (OAIKA ANTIZQMATA ENANTI TOY
ANTIFONOY TOY MYPHNA TOY IOY THE 600 4,60€ 2.760,00€ | 3.422,40€
HNATITIAAS B)
6 | Anti-HBc IgM (ANTIZQMATA IgM ENANTI TOY 200 5,10€ 1.020,00€ | 1.264,80€




ANTITONOY TOY NYPHNA TOY IOY THZ
HMATITIAAZ B)

Anti-HBe (OAIKA ANTIZQMATA ENANTI

ANTITONOQY E TOY IOY THX HMNATITIAAZ B) 400 >10¢ 2.040,00€ | 2.529,60¢
8 HBeAg (ATg(YNEJEZ-;Ii:'I?II\AEE%TOY ETOY 400 5,10€ 2.040,00€ | 2.529,60€
9 Anti-HCV (I(())/\\(Iiﬁgﬁ-ﬂrfﬁ'll\'/llzlg E)NANTI ToY 1.200 4,90€ 5.880,00€ | 7.291,20€
| ANTIONOYANIROMATOR Tov oY v 1/2) | 0% | 440€ | 440000€ | 5456,00¢
TL | SYPHILS [ATROMATA ENANTITREPONEMA | g5 | 3006 | 1.a000¢ | 2232006
12 érgls-_li_Blzvl INng(:EQTFIQZ (\)/'\I/IF?-LFJASI)g G ENANTI 200 3,00€ 600,00€ 744,00€
13 g;ls-_li_BEvl INgiﬂB(:l;Tlqui)/I\I/IéLASI)g M ENANTI 200 3,00€ 600,00€ 744,00€

2YNOAO 33.460,00€ | 41.490,40€

ZYNOAIKO KO2TOZ XQPIZ ®MNA 33.460,00€

ZYNOAIKO KO2TOX ME OMMA 24% 41.490,40€

To K60TOG TV AVTISPACTNPIWY Ba SUPTTEPIAALBAVEI KOI TO AVAAWGTILA.

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

AvtidpaoTipia pe Aiyotepa amrd 100 test/unva dev Ba Tapapévouv TTi TOU avaAuTh.

O1 TpopnBesutéc Ba TTPOCEEPOUV KOl TOUC BUO TTIVAKEC EEETOOEWY UTTOXPEWTIKA.

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

AYNATOTHTA XYNTHPHXHX TOY AIATIOEMENOY MHXANHMATOX

1. K&Be tpounBeutic utoxpeolTal va KataBéoel T TTAPAKATW EVIUTIA KOl TTIOTOTTIOINTIKA padi pe v

TPOCPOPA TOU.

1.1. BePaiwon Ttou Oikou kaTtaokeung Tou pnxavAiparog OTl 1 TpooPepbévia oTov  dlaywviouo

avTIdpacTApIa Kal avaAwolya (Tou Ba xpnaIPoTroiolvTal amé To UnXavnua) TpoteivovTal amod Tov eV Adyw

Oiko yia kavovikr xpron, 6Tl gival amdAuta oupPard e Ta NAEKTPOVIKA KAl UNXaVIKA pépn Tou unxavAiparog,

kai 611 dev Ba emnpedioouy TV odaAr kail atrpdoKoTITN AEIToupyia Tou .

1.2. Befaiwon Tou Oikou KATAOKEUAG TOU pnxavAparog 011 n Tpooeépouca etaipeia (TpounBeuTic) eival

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

avTOAOKTIKG KAL) Kal 01l oTeAéxn NG €xouv ekmaideutei oTa epyooTacia Tou OiKou KOTOOKEUAC.

ATTOOEIKTIKA WG TIPOG TNV EKTTAiIdEUON Kal TNV dIApKEIa Ba ouvuTTOBANBOUV pe TV BePaiwan.




1.3. Kar@Beon aToixgiwv Pe v upnAj eTavaAn@ipétnTa ToU PNXaviAUATOG, TEKUNPIWWEVN ME TTICTOTTOINTIKA
Kal Ypa@IkES TTapacTAoels amd Tov OiKo KATOOKEUNAG.

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

1.5. H katdBean YmeuBuvng dnAwaong Tou N. 1599/86 611 e Tnv TTapadoon Tou unxavAauarog Ba mapadwatel
kail BePaiwaon Tou Oikou KATaokeung 6TI To unxavnua (avagépovtag Tov apiBué oeipdg, S/N) KaTaoKeudoTnke
TV TEAeUTaia dIETiL

1.6. Z& TEPITITWON TTOU 0 WEINBOTNG TOU TTAPOVTOS BIAYWVICHOU avaknpuyBei peioddTng Kai yia Tov ETTOUEVO
dlaywvioud utroxpeolTal aTNV AVTIKATACTOON Twv avaAuTtwy, EeOooV auToi uTrepBaivouv Tnv TETPOETIO aTTO
TNV NUEPOUNVIa KATAOKEUNG TOUG.

1.7. Z& TIEPITITWOT TTOU O PEIODOTNG TOU TTAPOVTOC dIAYWVIOHOU dev gival PEIOdOTNG Kal YIa TOV ETTOHEVO
dlaywvioud utoxpeoUTal oTnv amdoupan Twv avaAuTwy TNV nuepopnvia Tou Ba opioBei amd Tov apuddio
6pyavo Tou Nogokopeiou.

1.8. Ta mpoo@epdueva €idn Ba Tpémmel va IKAvoTToloUvV TOUuG €upwtrdikoUg Kai O1eBveic kavoviauoug

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 mpdtutmo EN 1SO 9001:2015, EN ISO 13485:2016 (1) 6tmoio 100d0vayo TTPOTUTTO agopd TNV
TTPOUNBEIN TTOU TTPOKNPUCTETE).

e Emiong o avédoxog va cuupop@wveral pe TIC amaimioelg PETapopdg, amobrikeuong, diathpnong Kai
yevikd diakivnong Twv TPoo@epOuEvwy  €1dwv kal va diabétel Pefaiwon apuddiag ApxAs A
Koivotroinpévou Opyaviouou, amd Tnv oTroia va TTPOKUTITEl OTI guppop@wveTal e v AY8d/T.M.0Ik.
1348 Ymoupyikp ATOQaon «ApxEG Kal  KATEUBUVTAPIEG YPOMMES OPBAC TIPOKTIKNAG  dIAVOUAS
larpoTteXVoAoyIkwy Tpoioviwvy (PEK 32/16-1-04), kabwg kai v AY8S/T.M.oik. 92334 YToupyikr
Amogaon «Tpototroinon NG AY8d/M.M.oik. 1348/2004 Ymoupyikig Amoéeaong «ApxES  Kal
KOTEUBUVTAPIES YPAMMES OPOIC TTPAKTIKAG SIAVOUNS 1aTPOTEXVOAOYIKWY TTPoidvTwyy (PEK 1459/22-9-04).

1.9. Omoiadrjmote amdkAIon aTmo TIC TAPOTIAVW OTTAITACEI OTTOTEAET aITia ATrdOPPIYNG TNG TTPOOPOPAG.

110  Tlpiv yivel o éAeyxog, Twv TApPOTAvw amd v emTpot TapaAaBig, o TpounbeuTri¢ cival

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

NG EMTPOTIAG YIa ETIBEIEN Kal £ENYAOEIC TTAVW OTO XEIpIoS, T AsiToupyia kai T Bewpia Tou utrd TpopnBeia

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

HE TNV aTTaiThon TNG ETITPOTIAS, XWPIG OIKOVOUIKN €TMIBApUVON NG YTINPETiag.



111 Tpiv yiver n TapahaBr| Tou diamBéuevou pnxaviuaTtog Ba TpETTel va dOKIYOOTEI o€ DOUAEIA pouTivag

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

ATA®OPA
Emonudavoeig mapaddoewg
2e KaTGMNAn 6éon Tou pnxavApaTog va eIKOAANBei Tivakida pe pPépipva Tou TTpopnBeuT OV
otoia Ba avaypdagovrta:
1. H ovoyaaia, 1o povtéAo kal 0 SERIAL NUMBER Tou pnxavruarog.
2. Ta gTolxEia TOU KATAOKEUOOTH KOl TIPOUNOEUTH.

3. O apiBudc auupaong yia T TTPOUABEIa Twy avTIdPACTNPIWY Kal TO £T0G UTTOYPAQRS 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 EpyaoTnpiou, Ye datavn Tou YeiodoTn.

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 UTTOXPEWOTN va eKTTAIOEUOEI TOUG XEIPIOTEG TOU OPYAvou Owpedv OTO XWPO Twv
epyaoTnpiwv Tou Noookouegiou

ENOTHTA B’

TEXNIKEZ MPOAIATPA®EZ ANTIAPAZTHPIQN

1.0poi die§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
EMITPOTT AgIOAGYNONG.
1.2.01 TTpounBeutég uTToXPEOUVTAI VO dnAWOOUY :

0. Xwpa TPOEAEUTNS TV UNIKWV.

B. EpyooTa010 KOTAOKEUAS

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

0. Xpdvo {wns (nuepounvia Trapaywyng kar AEEwe)



€. Tn ouokeuaaia Tou UAIKOU, n OTToia TIPETTEN VA €ival TOU EPYOCTACIOU KATAOKEUAG.
1.3. O ouppetéxwv 01O dlaywvIoUO va TTpookopioel BePaiwarn Appodiag ApxAG NG XWpPag TTou BpickeTal T0
£PYOOTACI0 TTAPAYWYAS avTIdpaaTnpiwy, n omoia Ba Befaiwvel 611 T0 EpyoaTaaio diabétel Gdela duvardTnTag

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 ap1Bu6¢ avahutwy Trou TTpETEl va d1abéael oTo kKABe Noookoueio o TTPOUNBEUTAC avagépeTal aTnV
ENOTHTA A «kai avrarmokpivetal oTig avdaykeg Tou kGBe Noookougiou, waTe va umdpxel duvarotnta
d1egaywyng Twv EETACEWV OTO TTPWIVO WPAPIO.

2.3. O1 TPOCQEPOVTEG TTPETTEI VA AVAYPAPOUV OTIC TTPOTPOPES TOUG (OIKOVOUIKA KAl TEXVIKN), OTI TO €id0G TTOU
TTPOCPEPOUV EKTTANPWVEI TIG {NTOUEVES TEXVIKEC TTPODIAYPAPES TNG UTTNPETIAG.

2.4, 2V TIEPITITWAT TTOU TO TTIPOCQPEPOUEVO UNIKO TTOPOUCIAlel atToKAIOEIS i dIAQOPOTIOINCEIS OTTO AUTA TTOU
kaBopidovtal aTmo TIG TEXVIKEG TTPOdIaYPAPES TG dlaKAPUENG Bev Ba amoppitrrovTal uttd v TTpoUTdBean Tl ol
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 6Trwg auTr Tou epyooTaciou TTapaywyng, Xwpic GAn xpnuatiky empapuven Twv
OXETIKWVY UNIKWV OUCKEUOTTIAG, TTOU OV ETTIOTPEPOVTAI OTOV TIPOUNBEUTH.

3.2. X& gUQavEC Onueio NG ouokeuaoiag, kaBwg Kal o€ KABe povada Tou TEPIEXOMEVOU TNG, TTPETTEI va
avaypagovtai ol Tapakarw ENAEIZEIY, ata EMnvika ) AyyAika, €kT0¢ €av n YTroupyikr) ATro@acn evapuoviang
g 0dnyiag 98/79/E.K. opilel SIaPOPETIKA

3.2.1. Emwvupia kar d1€0Buvon KOTAOKEUOOTH).

Edv o karaokeuooTng edpelel o€ Xwpa eKTOG Eupwraikig Evwang, Tpémer 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
d1ayvVWwaTIKO TIPOIdV, TNV TTOCOTNTA TOU KAl TO TIEPIEXOUEVO TNG CUTKEUATIAG.

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  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 Trepitrrwan, £vOeign, pe v otoia Ba emanuaiverar Ot TPOKEITAI YIA « TIPOIGV» TTOU XPNOIKOTIOIEITAl
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 ouokeuaaia Ba mpEmel va mepidaupavovtal OAHIMEL XPHXEQY ota EMnvikd, ektdg €dv 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 TIPOIOVTOC Kal TV TTO0GTNTA I TN GUYKEVIPWOTN TOU 1
TWwV 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 diatpnong HETA ammd TV TTPWTN aToaPEAYICN TNG TIPWTOYEVOUG
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
ETAVOANYINOTNTA, TV avaTTopaywyIKOTNTA, Ta OPIa AViXVEUONG Kl TIC YVWOTEG 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 XPNOIUOTIOIEITAI, TIG EIDIKEC TUXOV GUVONKEG GUAOYAG, TTpo-
ETECEPYATiag Kal KATA TTEPITITWOT, TIG OUVBRAKES OTTOBIKEUONG KOl 0dNYiES yIa TNV TIPOETOINACIA TOU A0BEVOUC.
n. AeTTTopePng Treplypa@ri Tng akoAoudntéag diadikaaiag yia T xerian Tou TTPoIOVTOC.
8. Tn di0dIkaoia peETPATEWS TTOU TIPETTEI VO AKOAOUBEITAI WE TO BIayVWGOTIKO 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. avaoUaTaaT, ETTWAAT, EAEYXO0G 0pYavwy 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
HEB0OOG TTPOCBIOPIOHOU TWV BETIKWY ATTOTEAETUATWV.
Ia. Ta pétpa TTou TPETEl val AauBavovTal , O TIEPITITWON aAAaywv 0TI AVOAUTIKEC ETTIOACEIS TOU TTPOIOVTOC.
IB. Tig KATAANAES Y10 TOUG XPAOTEC TTANPOPOPIES, OXETIKA HE:
e Tov eowTepikd EAeyxo TTOIOTNTAG, GUUTTEPIACUBAVOPEVWY Kl TwV BIABIKATIWY ETTIKUPWOTC.
e Avagopd aTov TpOTIO FaBUOVOUNCNG TOU TTPOIGVTOC.
e Ta pecodiooTiuaTa ava@opdc yia TIG TIPOOBIOPICOUEVEG TTOOOTNTEG, CUMTTEPIAOUBAVOUEVNG TNG

TEPIYPAPAS Tou TTANBUCHOU avagopdg TTou TTPETEN va AauBavetal uroyn.



1y.

Av 10 TIpOIGV TTPETTEI VO XPNOIWOTIOIEITAI O GUVOUAOUO 1) va eykaBioTaral i va guvdéetal pe GAAa
IaTPOTEXVOAOYIKA TIPOIOVTA 1) €EOTTAIONG, TIPOKEIMEVOU VOl ASITOUPYATEI, GUUQWVA LE TOV TIPOOPITHO TOU,
ETTOPKA OTOIXEIA yIO TA XOPAKTNPEIOTIKA TOU, WOTE va €ival duvar n €mAoyR Twv evOEDEIYUEVWIV
TTPOIOVTWV 1 €EOTTAIOUOU TTOU TTPETTEI VO XPNCIUOTTOIOUVTAI, TIPOKEIUEVOU VA ETTITUYXAVETAI A0QAAAG Kal
KOTAANAOG OUVOUOTHOG.

OAeg TIC TTANPOPOpIEC TTOU amTaITouvTal yia Tov EAeyX0 TNG 0pBAC eykaTAaTOONG TOU TTPOIGVTOG KAl TNG
0pBA¢ kal aoPaAoUg AcIToupyiag Tou, KOBWG Kal ASTITOPEPR TTOIXEIT YIa TN QUCT KAl T GUXVOTNTA TNG
OuVTAPNONG Kal Babuovounong Tou aTmraitouvTal, yia va ecao@alileTal n opbr| kai aoc@aArg Asitoupyia
TOU TTPOIOVTOG.

[MAnpo@opieg yia Tn dIGBECN Twv ATTOBAATWY.

[MAnpo@opicg OXETIKA pe KOBE TTPOOBETN £TTEGEPYATIia A XEIPIOWO TTOU ATTAITEITAI, TIPOTOU XPnalUoTToINBEi
TO TTPOIGV (TT.X. atToaTEipwarn, TEAIK ) GUVOPUOAGYNaT K.A.TT.)

Tic amapaitnTeg 0dnyieg yia 10 EVOEXOUEVO PBOPAG TNG TIPOCTATEUTIKAS CUCKEUATIAC.

AetrTopepr| aToIXEIa yia TIG KATAANAES peBOdOUC ETTavVOTTOOTEIPWONG I ATTOAUAVONG.

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

oxeTiCovtal We Tn Xpnoldotoinon 1 T d166e0n TwWv dIOYVWOTIKWY TTPOIOVTWY, CUUTIEQIAAMBAVOPEVWV TWV

€I0IKWV PETPWV TTPOaTaCiag, av T0 BlIayVWAOTIKO TTPOIOV TTEPIEXEI OUTieS avBpwtTivng 1) {wIKAS TTPoéAeuaNG

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 VA ETTIONUaIVE! ETTITTAéOV KABE povada 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 diagopoTtoinan oTig TIPES, avd e&Taan, Tou Ba kaTakupwBouv amd Ta

armoteAéapaTa Tou dlaywviopou, yia 0AGKANPO To Xpovikd dIaoTnUa 10xU0G TG aUMPBACNS Kal YO OTTOIN0NTTOTE

4.2. Tnv avrigTolxia avridpaotnpiwv Kal AoImwv avaAwaoipwy yia v dievépyeia 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 O€ KivOuvo Tnv UyEia A kal TNV aoQAAEIO TwV O0BEVWY, TwV

XPNOTWV ] EVOEXOUEVWGS AAAWY TTPOCWTTWY, KABWG Kal TNV Ao QAAEIa TTPAYHATWVY.
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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 Tng auuBacng EINAI YTIOXPEQZH TOY NMPOMHOEYTH.

Ymoypéwaon Tpnong eAAI0TOU aTTOBEUATOS AVIAAAKTIKWY Kal avOAWGTHWY UAIKWV EVTAS Tou NOGOKOLEIOU.

5. 'EAeyxol — Amoppiyn YAIKwv- AvTIKaTOOTAON.
5.1. To Nogokopeio diatpei 1o dikaiwya va Tpofei € delyuatoAnTITIKO EAEYXO e EpyaoTnPIaKE dedoEva
AWV TwV TTapPTIdWV TwV TTPOIGVTWY TOCO KATA TNV 0pIOTIKS TTApaAapn, 600 Kal Katd Tnv dIdpKeIa XPROEWC,
META aTTO OXETIKA avagopd Tou A/vTou Tou EpyacTnpiou, apkoUVTWG TEKUNPIWHEVN.
5.2. X& TEPITITWON TToU ammoppIPBei aTTd TV ETTITPOTT TTAPAAABAS 0pIOTIKG 0AOKANEN N OUMBATIKA TTOCOTNTA )
HEPOC aUTAG, 0 TIPOUNBEUTAC Eival UTTOXPEWEVOG ECT OE TTPoBeaia TTEVTE (5) NUEPWY, vVa AVTIKOTACTACEI 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
TpoBeaia TTou Tou HOBNKE, KNPUCTETAI EKTTTWTOC.
5.3. Ta €idn 1ou amoppi@Bnkav moTPEPOVTAI GTOV TIPOUNBEUTY UE PPOVTIDA KAl dATTAVEG TOU, MECA HE

1NUEPQ,ATTO TNV NUEPOUNVIO TIPOTKOMIONS TWV VEWV EIBWV.

['a 10 €I TTAEOV XPOVIKG dIACTNUA TToU aTrauTeiTal ammé T Ajén Tou auppatikou xpdvou Trapddoang i ¢dptwaon,
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 cival QUANO CUOXETIOEWS TNG TTPOTQOPAG E TIG
QTAITACEIS TNG TTAPOUCAG TTEPIYPAPRS. T0 GUANO auTd Ba avagépovtal pe AeTITouépela OAEC o1 uTTdpYoUOES
OUPQWVIEG 1) aTTOKAITEIG TV XAPAKTNPIOTIKWY TWV TIPOCPEPOUEVWV AVTIOPACTNPIWVY KAl TOU UNXAvAUATOS O€
oxéon Je Ta avagepdueva oty Tapoloa TEPIYPAPR. MNpog amddeign de Twv I0XUPIoHWY AUTWV(CUUQWVIES-
armokAioeIg), Ba TPETTEN va yivovTal TTAPATIOUTIEG O€ aTToaTTaouaTa amd operators manual -service manual,
prospectus Tou TPOC@PEPOUEVOU opyavou TTou Ba TIPOEPXOVTal OTTO TOV KOTAOKEUOOTIKO 0iko (kai Oxl
TTANUPEAWS LETOPPATUEVA GUANGDIA) KOBWG €TTIONG KAl O€ ETTIOTNHOVIKEG EKDOOEIC KOl AOITTd ETTIOTNUOVIKG
€vIuTTa TIoU Ba TTPOEPXOVTaI TG TOV KATAOKEUAOTIKS oiko Tou unxavAuarog. O mpounBeutic Ba Tpémel va
amavta otV TEPIYPaQ Tapdypa®o Tpog Tapdypa®o Kai n Kabe mrapatopt Ba £xel vav apiBud (kard

auéouoa oeipd) kal TO AvTiOTOIXO GNUEI0 TNG TTAPATTOUTIAS Ba UTTAPXE 0 avTioTOIKOG apIBUdS a€ KUKAO.
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