OEMA: <ANTIAPAXTHPIA BIOXHMIKQN ANAAYTON (ME TAPAXQPHEH XYNOAOY
EZOIAIZEMOY)» (CPV:38434500-1).

Ye amdvinon ¢ vrapidp. IMMPAEHE 13/24-4-2022(GEMA 23°), yio tov Stay@vicpo
BIOXHMIKQN  ANAAYTON
(CPV:38434500-1),

«ANTIAPAXTHPIA
EZOIIAIZXMOY)»

I''A ENA ETOX

(ME

MMAPAXQPHXZH
tov ['N. Aptag mnpoteivovpe

EMIGVVOTTOUEVEG TEYVIKEC TPOSIAYPAPES JE TOVG TTIVOKEG €100V. [TocoTHTOV KOt TOV TPOHTOAOYIGUO.

H ovvolikn mpoimoroyroOeica damavn yia 000 (2) £11 avépyeTol 610 1060 TMV 431.182,4576€

Xwpic ®NA kot oto Moo Twv 534.666,247€ cupnephappfavopévou OMA.
H npoUmnoAoyloBeioa cuvoAikr Sarmavn yla éva (1) €tog cuvoiletal otov KATwOL Iivaka:

ENAEIKTIKH ENAEIKTIKH
TMHMA [TEPITPA®H ZYNOAIKH TIMH | £YNOAIKH TIMH
XQPIX OITA ME O®IIA 24%
KATA ETOX KATA ETOX
ANTIAPAXTHPIA | Avtiopaoctiplo Kot
BIOXHMIKQN UVOALOOINLO
ANAAYTON ~ ME | Broynuxédv 215.591,229 € 267.333,124 €
INAPAXQPHXH eetdoemv
XYNOAOY L L
EZOMNAIEMOY MNa eva €tog. MNa eva €tog.

H cvvolkn mpodmoroyicOscica damavn yia 0V0 (2) £T1 avéPYETUL 6TO TOGO TOV
431.182,4576€ xwpic ®MNA Kat oto moco Twv 534.666,247€ cupnepllappavopsvouv ONA

YXYNOAOY




TEXNIKEZ MPOAIATPA®EX A
ANTIAPAXTHPIA BIOXHMIKQN ANAAYTOQN (ME HAPAXQPHXH XYNOAOY EZOIIAIZEMOY
CPV:38434500-1

I'ENIKA XAPAKTHPIXTIKA

1. Ta mpocpepdueEVH TPOTOVTA TPETEL VO, EIVOL TIGTOTOMUEVO OO KOWVOTOMUEVO OpYOVIoUO IOV PpiokeTal
EYKOTOOTNUEVOS Ko AElTovpyel vouLa 610 £d0¢og evog amd Ta Kpdt Méin e Evponaikng Evaong kot
va @épovv og eukpvi) BEom Tov TeEAKOD TTePLEKTN Tovg TV TpoPrendpevn onpaven CE, n omola 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 tng Odnyiag 93/42/EOK «mepi watpoteyvoroyikdv mpoidvtovy- OEK
2198/1evy. B/02-10-09). T Tov Adyo avtd Ba mpémer pali pe v mpooeopd va katateBodv ta aviAoya
TIGTOTONTIKA TTOV OVTIGTOLOVV GTNV Katnyopia otnyv onoia &yl Ta&tvounbel 1o ev Adym mpoiov. Av kémolo
TPO16V Ogv evtdocetal otn dladikacia tng onuoveng CE, avtd Ba avagépetar pnté oty mpocpopd.

2. Xhompa dayeipiong motdtnTog, cvpeova pe to tpotumo 9001 1 13485 1 icodvvapo o€ 16Y0

O KOTOOKEVOOTHG TOV TPOIOVTOG Vo dlab€TeL moTomoino™ yio. TN Slayeipton g moldTNTAG COUPOVO UE TO
npdtumo ISO 13485.

O avadoyos / etopeio. — avTImpOGMOTOG TOV TPOIOVTOG Vo dlabétel moTomoinon Yo T dwayeipion g
TOWOTNTOG GUPP®VO e To TpdTvo ISO 9001.

O avadoyoc / etaipeic — avTImpOG®TOG TOV TPOoidvVTOg va dlabétel Pefaiwon ocvuudpeoong upe v
Yrovpywr, Anoopoon AY86/T.I1.ouk/1348/2004.

3.H mapddoon tov 0@V Ba yiveTor 6Toug ¥®POVG TOL avTioTolov TURUATOS ToV NocoKoEIOV Tov opilel
N Avafétovoa Apyn pe €£0da, evBvuvVT Kot pEPvVa, Tov Tpoundevt /ovaddyov .

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

5. Oa yivouv dekTéG HOVO Ol TPOCPOPES TOL OPOPOVV GTO GUVOAO TMV WMV KOl GTO GUVOAO TV
OITOVUEVOV TTOGOTNTOV 0VE, OUAOaL.

6. H ocvvoAiikn Tiun 6 Aov TV €00V Kl Yio OAN TNV TOVUEVT TOGOTNTO avd opdda Bo Aappdavetot vToyn
Y10, GOYKPIGT TOV TPOGPOPDV

7. Arevkpwiletarl 6Tt VTOPAALOVTOL TPOGPOPES TOV SECUEVOVY TNV ETALPEIN LE TNV TAPAYDPNCT GLVOSOV
eEomiiopov, o onoiog Oa mapapeivel 6To ydPo ToL NOGOKOUEIOL £0G EEAVTANCEMG TV 0mOBEUATOV.

8. H mapddoon tov cvvodod efomhicpod Ba yivel oto ympo eykatdotoong tov Nocokopeiov péco o€
tpravta (30) nuépeg amd TV MUEPOUNVia VITOYPOUENS TNG OYETIKNG ovpPfaocng pe €€oda kol guBdvn tov
wpounfevty/ Avadodoyov.

9. Na 600¢i epedpikdc avaAvTig 1010V SLVOTOTATOV Kol 010V aVTIOpAcTNPiOV.
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ENOTHTA A’
ITPOAIAI'PA®EX ANAAYTH BIOXHMIKQN ANAAYXEQN

Na eivar o0yypovng teyvoroyiog, teAevtaiog yevidc, pe toyoio emAoyn oetyudtov (Random
Access). Na ypnoiponotel avtidpactiplo TANP®G COUPATA LE TOV OVAALTY..

No ektedel KATA TPOTEPALOTNTA TO, EMETYOVTO OEIYLOLTAL.

Na déyxetan delypato 6e coANvaplo dQOpmV THTOV (TPOTOYEVH —KOWAKIO, —UIKPOKOWAKLO)
Kol va (el TNV SuvoTOTNTU EQATAE POPTMONG AVTIOPASTNPIOV Y10, EKTEAECT 40 SLOPOPETIKDV
eV eetdoemv.

Noa éyet mopayoyikodmmta 600 ovoldcewv TNV Opa KOl Vo, £YEL EVOOUATOUEVO CLGTNUO
HETPNONG NAEKTPOAVTOV pe Teyvoroyia ISE.

H tpogodocio Tov oe detypata Kot aviidpactinplo vo YIVETo GuVEXDS YOPIG Vo SLOKOTTETAL 1|
Aertovpyio TOL HE AVAYVAOOTN YPOUUIKOV Kddwka bar code, Kot emiong va £yl v dvvotdtTnT
QOPTOONG OVTLOPACSTNPIOV SLOPOPETIKNG TAPTIONS .

Na gpnowonolel avtidpactiplo vYPNG YNUelag TS cvuPatd pe Tov avaivt. No @épet
yoyeio cuvtipnong twv avtidpoaotnpiov otovg 2-12° C.

Ta ektog oplev delypata vo opatdvovToL CVTOUOTO

Na €xet v SvvaTOTNTO TPOGIOPLGHOD VITOAOYIGTIKAOV EEETAGEWV.

Na &xet v duvatodTTO EKTEAEONC EEETACEMVY GE 0pO, 0VPa, TAdoa kot ENY.

. Na éyel ovoTpo EAEYYOV TOV TNYUOTOS Y10 TO, OEIYLOTO Kol GOGTNHO EAEYYOL TNG TOGOTNTOG

TOV avTOPACTNPIOV Kot AOUT®V avOAOGILOV Kol Vo EL00TOLEITAL £YKOP O YEPLOTNG Yo TUXOV
EMheyn| tovg.

Ot potevdpeveG GVOKEVAGIES TOV avTdpacTnpiov vo gilcdyoviotl ancvbeiog 6to youyeio Tov
avOALTY YOPIg Vo amonteital avacHoTOoN 1 LETAYYION OO TOV YEPLOTN KOl EMUTAEOV VO PNV
amoteiton Kapio Tpogpyacio Twv SelyPdT®V omd ToV XEploTn Yia Tig {ntovueves eEETAGEL. .

H BoBupovounon tov avtidpastpiov va amotteitor o apotd ypovikd dwactiuato. O ypodvog
petald dvo Pabuovouncemv, TANV nAekTpoAvtdv, vo givar tovAdyiotov 20 Muépeg yua Tig
{nrodueveg eEgTdoelc..

Oleg ov Inrodueveg €Eetdoelc TOL  TAPOPTAUATOS VO EKTEAOVVIOL TAVTOYPOVO GTO
TPOGPEPOUEVO GUGTILOL.

O avaivtrg va cuvodevetal and otabepomoint téong UPS kot evoopotopévo ekTunm

IMa ™ peimon Tov KO6GTOVS daeiplong TOV VYPAOV OmOPAT®V, Vo XPNCIULOTOLEL KVPETA HioG
xpfiong

Na €xet v dvvatotta cvvdeong (apeidpoun emikowvovia) pe 1o LIS tov epyaoctnpiov pe
JOmAVN TOL LELOOHTN.

To K66TOG EKTTAIOELONG TV YEPIOTAOV GTN XPNON Kot cuvINPNomn Tov avaivty o Bapvverl Tov
npounBevt Ko yiver 6to ydpo tov Nocsokopeiov. H teyvikn vmoot)pién Kot to ovToAAaKTIKE,
Ba Bapvvouvv tov mpounbevt).

O mpounBevtg va. TPOSPEPEL Kol dEVTEPO AVAALTH OOV EPEOPIKO Y10 KAALYN TOV EKTOKTOV
BraPav. O eedpikdc avaALTNG TPETEL VO YPNOIUOTOLEL TOL 1010 AVTIOPAGTNPLN KO OVOADGCLOL
LE TOV KUPLO aVOALTH Kot Vo €€l TO 1010 AOYIoHIKO Kot mapoymywotnto. Oa a&loloynbet
tlaitepa 1 SVVATOTNTO SLUGVVOEGTC TOV OVOAVTIKOV GUGTNUAT®V KOPLOL KOl EPESPTKOV.

Na €yet pkpn Kotovaioon vepold ovd opa Asttovpyiag, pikpotepn omd 10 Aitpa/dpa
Aertovpylag tov avoAvt| €101 dote va meplopilovtal Katd To PEYIGTO duvaTO TO VYPA
amoPfAnta. H etapeia vo mpoceépet povada eneepyaciog vepo.

No extelel vroypeTiKd OAeg TIc {nrodueveg eetdoelg Tov mivaka A , mAnv g HbAlc n
omoia va eivol TPOUPETIKTY).



21. Na katatefel pOALO cuppdpemong 6mov Bo amavidvtal pio Tpog pio ot TPodioypapEég Kot va
TEKUNPLOVOVTOL LLE TOPUTOUTESG GE TEXVIKA PLALAOLO 1] ProsSpectus Tov KapaoKELOOTH.

ZHTOYMENEY EEETAYEIX ANA ETOX

O mapoakdto emotog aplBudg eEetdoewv tov IMivaka A cvoumepthapufdvel TIG LETPNOES TOV
JEYHATOV, TIG EMAVOANYELS Kol TI LETPNGELS TOLOTIKOV EAEYYOV. O mpounBevtng O TpEmel va TpocPEpeL
T1G EMITAEOV TOGHTNTEG OVTIOpaSTNPiwV Tov Ba amartnBovv yio T Padpovounon tov eéetdoemv cOUEOV

LLE T1G 00MYIEC TOV KATOOKEVOOTN

MINAKAY A.
ENAEIKTIKH
AA MEPIFPAGH gglg\:l%}it nﬁf@z@'ﬂ?ﬁ ME ﬁw'l“l_lo;(“r';;:z
EZETAZEQN ANAA. OnA

1 |ovpa 53.280 0,1055€ 5.621,04€

2 FAYKOZH 53.280 0,0984€ |  5.242,752€
3 | KPEATININH 52.800 0,1013€ 5.348,64€
4 | OYPIKO OZY 7.200 0,1218€ 876,96€
> XOAHETEPOAH 8.160 0,153€ 1.248,48€
6 TPIFAYKEPIAIA 8.160 0,1947€ 1.588,752€
7 | XOAHSTEPINH AHDL 7.680 0,4759€ |  3.654,912€
8 | scor 42.840 0,1287€ | 5.513,508€
9 | scPT 42.960 0,1426€ | 6.126,096€
10 | AAKAAIKH ®QTXDATASH 28.440 0,1398€ 3975,912€
11 Jyer 37.440 0,1600€ 5.990,40€
12 | LpH 44.160 0,1322€ | 5.837,952€
13 | XOAEPY®PINH OAIKH 13.440 0,1341€ 1.802,304€
14 | XOAEPYOPINH AMESH 12.480 0,1374€ 1.714,752€
15 | ka0 50.000 0,1091€ 5.455,00€
16 | NATPIO 50.000 0,1091€ 5.455,00€
17 | ASBESTIO 9.600 0,1280€ 1.228,80€
18 | vasv0oPOS 5.280 0,1259€ 664,752€
19 | MArNHZIO 5.880 0,2259€ 1.328,292€
20 | 51AHPOZ OPOY 7.440 0,1426€ 1.060,944€
21 OAIKA AEYKQMATA

OPOY 9.600 0,1009€ 968,64€
22 | AABOYMINH OPOY 9.600 0,1134€ 1.088,64€
23 AEYKQMA OYPQN KAI
ENY 1.360 1,4033€ |  1.908,488€

24 | AMYNASH 12.000 0,3593€ 4.311,60€
25 | cPK 42.240 0,1634€ | 6.902,016€
26 | ckvB 20.880 0,5176€ | 10.807,49€




27 YEYAOXOAHNEXTEPAZH 2.880 0,3843€ 1.106,784€
28 | ®EPPITINH 7.800 2,0970€ |  16.356,60€
29 | pHCG 2.340 2,1803€ | 5.101,902€
30 | TPOMONINH 16.128 1,9581€ | 31.580,24€
31 | nl@lo 1.280 1,2259€ |  1.569,152€
32 | XAQPIOYXA 1.500 0,1091€ 163,65€
33 | TIBC (f UIBC) 1.680 0,5293€ 889,224€
34 | CRP 47.880 1,0178€ | 48.732,26€
35 | VALPROIC ACID 1.360 1,8593€ |  2.528,648€
36 | HbAlc 4.000 2,00€ 8.000,00€
37 | CARBAMAZEPINE 1360 1,0593€ |  1.440,648€
ANTIZQMATA SARS-

38 | COV-21gG 480 5,00€ 2.400,00€
SYNOAO 215.591,229¢€

ONA 24% 51.741,895€

IYNOAO ME ®MNA | 267.333,124€

H cvvolkn ntpoimoloyrieOsica damavn yia 6vo (2) £tn avépysTtor 6T0 T060 TV 431.182,4576€
xwpic @NA Kot oto oco twv 534.666,247€ cuunephappavouévou QMA.

To K60TOG TWV avTIOPACTNPIWY Ba GUPTTEPIAAUBAVE KOl TO AVAAWGCIHOL.

AYNATOTHTA LYNTHPHIHX TOY AIATIOEMENOY MHXANHMATOZX

1. KaBe mpounBeutr¢ umoxpeoUTal va KataBéoel Ta TTAPAKATW EVIUTTA Kal TTIOTOTIOINTIKA padi pe Tnv
TPOCPOPA TOU.

1.1. BePaiwon tou Oikou kaTtaokeung Tou pnxavAuatog 6Tl Ta TTPOOQEPBEVTA OTOV  BlAywVIONO
avTIdpacTAPIa Kal avaAwoIya (TTou Ba XpnaIPOTIoI00VTal OTT6 TO UNXAvnua) TrpoTeivovTal amd Tov eV Adyw
Oiko yia kavovikr xpron, 6Tl gival amdAuta oupPard e Ta NAEKTPOVIKA KAl UNXaVIKG pépn Tou unxavAparog,
kai 611 Oev Ba eTnpedicouy TV OpaAr Kal aTTpOTKOTITN AEITOUpYia TOU .

1.2. Befaiwon Tou Oikou KATAOKEUAG TOu pnxavAparog o011 n poogépouaa etalpeia (TTpounBeuTg) eival
gtouaiodotnuévn w¢ TPOG TV TTapoxn TAApoug TexvikAG kal Emiotnuovikig utoaTApIgng (service,
avTOAOKTIKG KAL) Kai 0TI oTeAéxn Tng éxouv ekmaideutei oTa gpyooTacia tou Oikou KATAOKEUNG.
ATTOOEIKTIKA WG TTPOG TNV EKTTAiIdEUON Kal TNV dIApKEIa Ba ouvuTToBANBOUV pe TV BePaiwan.

1.3. Kar@Beon oToixgiwv Ye v uwnAf TavaAnyigétnTa ToU PnXavAUOTOG, TEKUNPIWWEVN HE TTICTOTTOINTIKA
Kal ypaQIkéES TTapaoTaoeis amd Tov Oiko KATOOKEUAG.

1.4. Kar@Bean Afpoug avaopds OxETIKA PE TNV OkpiPela Twy PeTpACEWV (OTTd TO Pnxavnua) o€ axEon Ke

TIG eKAOTOTE PEBOBOUC avaPOpPAC.



1.5. H katdBean YmeoBuvng dnAwang Tou N. 1599/86 611 pe v Tapadoan Tou pnxavriparog Ba mapadwaoel
kal Beaiwaon Tou Oikou KATAOKEUAG OTI TO punxavnua (avagépovrag Tov apiBué oeipag, SIN) KaTaoKeUAOTNKE
TNV TEAEUTAia DIETiaL

1.6. 2& TIEPITITWON TTOU 0 WEINBOTNG TOU TTAPOVTOG BIAYWVICHOU avaKnpuyxBei PeloddTNg Kal yia Tov ETTOUEVO
dlaywvigud utroxpeoUTal TNV AVTIKATACTAON TWV AVAAUTWY, £QOCOV aUTOI UTTEPPAiVOUV TNV TETPAETIA OTTO
TNV NUEPOUNVIa KATAOKEUNG TOUG.

1.7. Z& TIEPITITWOT TTOU O PEIODOTNG TOU TTAPOVTOS dIAYWVIOHOU dev gival PEIOdOTNG Kal YIO TOV ETTOUEVO
dlaywvioud utoxpeoUTal aTnv amdéoupon Twv avaAuTwy Ty nuepounvia mou Ba opioBei amd tov apuodio
6pyavo Tou Nogokopeiou.

1.8. Ta mpoo@epbdueva €idn Ba Tpémel va IKavotrololv Toug eupwtraikoUg Kai OieBveic kavoviouoUg

ac@aheiag, va épouv ofjuavon CE

e O avadoxo¢ Ki 0 KATaoKEUOOTAG (€QOTOV €ival SIOPOPETIKEC ETAIPEIES) TOU TTPOIGVTOG va dlaBETouv
moToToinagn amd avegdpTnto dIATICTEUPEVO QopEa yia Tn  dlaxeipion TG TTOIGTNTAG OUPPWVA WE TO
dieBvéc mpdtutro EN 1SO 9001:2015, EN ISO 13485:2016 (r) 61010 10080vapo TpdTUTIo agopd Tnv
TTPOUNBEIN TTOU TTPOKNPUCTETE).

e Emionc o avadoxog va CUUUOPQWVETAI WE TIC ATTAITACEIS PETOPOPAG, atmobrkeuang, diathpnang Kai
yevikd diakivnong Twv TPoo@epOUEvWY  €10wv Kal va diabétel Pefaiwon apuddiag Apxas n
Koivotroinpévou Opyaviguou, amd Tnv oTroia va TPoKUTITEl 0TI guppop@wvetal Je v AY8O/T.M.01k.
1348 Ymoupyikp AmoQacn «ApxéG Kal  KOTEUBUVTAPIEG YPAUUES OPBAG TTPOKTIKAG  dlavoung
larpoTteXVoAoyIkwy TpoiovIwvy (PEK 32/16-1-04), kabwg kai v AY8S/T.M.oik. 92334 YToupyikr
Amogaon «Tpomomoinon g AY88/M.M.oik. 1348/2004 Ymoupyikig Amoeaong «Apxéc Kal
KOTEUBUVTAPIES YPAHMES OPONE TTPOKTIKAG DIAVOURAG IATPOTEXVOAOYIKWY TTPOIOVTWYY (PEK 1459/22-9-04).

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

1.10  TMpiv yivel o éAeyxog, Twv TApamavw Omé TNV EMITPOTH| TOPAAAPBAS, O TTPOUNBEUTAC Eival

uTTOXPEWWEVOG va dlaBéael €181KO i €181KOUG TEXVIKOUG TToU Ba Trapapeivouv atnv dIABean TG ETITPOTIAG YA

eideIgn Kal egnynoeig Tavw aTo XeIpIod, TN AsiToupyia Kai T Bewpia Tou uTé TTPopRBEIa ouoThuaTog. H

diapkela Tng emideIgns autic Ba eivar ammod pia (1) nuépa €wg £E1 (6) To TTEPIOTATEPO AvANOyQ e TNV aTTaITON

NG ETMITPOTIAG, XWPIG OIKOVOUIKY €TMIBAPUVON TNG YTINPETIaC.

1.11  Tpwv yivel n TapahaBr| Tou diamiBeuevou Pnyaviparog Ba TEETEN va doKIpaaTei g€ GOUAEIG pouTivag

yia TouhayioTov TiévTe (5) PEPES Kal IowG TTEPIOTOTEPO av aTTaITnOEi aTd TV UTTNPETIaL.



ATA®OPA
Emonudavoeig mapaddoewg
Ze KaTGMNAn 6éon Tou pnxavApaTog va eIKOAANBei Tivakida pe pépipva Tou TTPounBeuT OV
otoia Ba avaypdagovrta:
1. H ovoyaaia, 1o povtéAo kal 0 SERIAL NUMBER Tou pnxavruarog.
2. Ta gToIxEia TOU KATAOKEUAOTH| KaI TIPOUNBEUTH.

3. O apiBudc auupaong yia T TTPOUABEIa Twy avTIdPACTNPIWY Kal TO £T0G UTTOYPAQRS TNG.

ENOTHTA B’

TEXNIKEZ MPOAIATPA®EZ ANTIAPAZTHPIQN

1.0poi die§aywyng Tou diaywviopou.
1.1.Aciypara

Kard 1o 676010 a§oAdynong Tou diaywvIGHoU, Ol TTPOPNBEUTES TTPETTEI v £XOUV TNV BUVATOTNTA ETTIOEIENS TOU
TPOTIOU DIEVEPYEIAG TwV EEETAOEWY HE TO TTPOCPEPOUEVA UAIKA Kal avaAutég, £pooov Toug {nmBei amd v
€MTPOTTA agloAdynong.
1.2.01 TpounBeuTég utroxpeoUvTal Va dnAWGOUV :

0. Xwpa TPOEAEUTNG TV UNIKWV.

B. EpyoaTdaio karaokeung

Y. XpOvog TTapadoang o€ NUEPOAOYIKES NUEPES ATTO TNV TTApayyeAia.

d. Xpdvo {wi (nuepopnvia TTapaywyns kai Agewg)

€. Tn ouokeuaaia Tou UAIKOU, n OTToia TIPETTEN VA €ival TOU EPYOTTACIOU KATAOKEUNAG.
1.3. O ouppetéxwv aT1o diaywvioud va Trpookopioel BePaiwan Apuddiag ApxAg TG Xwpag Tou PPioKeTal T0
£PY0O0TACI0 TTAPAYWYAS avTidpaaTnpiwy, n omoia Ba Befaiwvel 6TI To epyoaTaaio diabétel Gdela duvardTTag

Trapaywyng in vitro avridpaotnpiwv.

2.Texvikoi TpoodiopIo|Oi.

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



2.2.0 ap1Buog avahutwy Trou TTRETEl va d1a6éael 0To KABe Noookoueio O TTPOUNBEUTAC avagEpeTal aTnV
ENOTHTA A «xai avrarmokpivetal oTig avaykeg Tou kGBe Noookopeiou, waTe va umdpyel duvarotnta
d1egaywyng Twv CETACEWV OTO TTPWIVO WPAPIO.

2.3. O1 TTPOCQEPOVTEG TTPETTEI VA AVOYPAPOUV OTIG TTPOCPOPES TOUG (OIKOVOUIKA KAl TEXVIKK), OTI TO €id0G TTOU
TTPOCPEPOUV EKTTANPWVEI TIG (NTOUHEVES TEXVIKEG TTPODIAYPAPES TNG UTTNPETIAG.

2.4, 2V TIEPITITWAT TTOU TO TTPOCQPEPOHEVO UANIKO TTOPOUCTIAlel atToKNIOEIS i dIAQOPOTIOINCEIS OTTO AUTA TTOU
kaBopilovtal aTmo TIG TEXVIKEG TTPodIaypagEC TG dlakApugng dev Ba amoppitrrovral uttd v TTpoUTdBean 4Tl ol
aTroKAIOEIG AUTEG Bev avaPEPOVTAI GTOUS aTTOPABATOUG OPOUG KAl KpivovTal aTrd TV emMITPOTT Emouciwdeig. MNa

10 Adyo autd Tpémel AMAPAITHTA va avagépovtal e AeTopépeieg yia va aglohoynBouv atro Thv ETTITPOT.

3.Zuokevaoia.

3.1. H ouokeuaaia Ba givar éTrwg auTr Tou epyoaTaciou TTapaywyrg, Xwpic aAAn xpnuartiki emRApuvan Twv
OXETIKWVY UANIKWY OUCKEUOTIag, TTou OV ETTIOTPEPOVTAI OTOV TIPOUNBEUTH.

3.2. X& gQavVEC OnuEio TG ouoKeuaoiag, kaBwg Kal o€ KABe povada Tou TepIEXOPEVOU TNG, TTPETTEI va
avaypagovtal ol mapakdtw ENAEIZEIX, ota EAAnvikd | AyyAikd, €kT0¢ €v n Ymoupyikr ATogaon
evapuoviong g odnyiag 98/79/E.K. opidgl d1aQopeTIKA

3.2.1. Emwvupia kai d1eUBuvan KATOOKEUOOTH.

Edv o karaokeuaoTng edpelel o€ Xwpa ektdg Eupwraikng Evwang, Tpémel va avaypd@etal n emwvulia kai n
d1E0BuVON TOU EYKATEOTNEVOU OTNV KOIVOTNTA £E0UCTOD0TNHEVOU QVTITIPOCWTTOU TOU KATOGKEUQDTH.

3.2.2.Ta aToixgia Tou gival amoAUTwS avaykaia, TPOKEIMEVOU 0 XpAOTNG va gival ae BEan va avayvwpioel 10
d1ayVWOTIKG TPOIdV, TNV TTOGOTNTA TOU Kl TO TIEPIEXOUEVO TN CUCKEUATIAC.

3.2.3. Kara mepitrrwaon v évdeitn LTEIPO /) GMn €voeign, ye v otoia emanuaiveral n €181k JIKPOBIOAOYIKY
KaTaoTaon 1 n kardotaon omod TAeUpds KaBapoTnTag.

3.2.4. Tov kwdikd g TTapTidag, Yetd amé T Aéen MAPTIAA 1y Tov altovta apiBo.

3.2.5. H nuepounvia péxpr Tnv otmoia 1o TPoiév TTopei va xpnaigotoinBei ac@alwg, xwpig utroRIBacud Tng
emidoang.

3.2.6. Katd mrepitriwaon, €vOeign, Ye Tv otoia Ba emonuaiveral 6T TIPOKEITAI YIA « TIPOIOV» TTOU XPNOIKOTIOIEITAl
in vitro i p6vo yia v agloAdynon Twv EMBOTEWV.

3.2.7. Tig €101KEG GUVONKES OTTOBAKEUONG A KA XEIPIGHOU.

3.2.8. Tig evOedeIypéVES TIPOEIDOTIOINTEIC A KOl TIPOQUAGEEIC.

3.2.9. Z& kB ouokeuaoia Ba mpEmel va Tepidaupavovtal OAHIMEL XPHZEQY ota EMnvikd, ektdg €dv n
UTTOUPYIK amro@aon evapuoviong g odnyia 98/79/E.K opilel d1apopeTika w¢ GG :

a. Ta gToIxeia TG €TIKETAG.



B. Tnv TToI0TIKA KaI TTOOOTIKA GUVBEDT TOU QVTIBPWVTOG TIPOIOVTOS KAl TV TTO0OTNTA ) TN GUYKEVIPWOT TOU 1
TWV OPACTIKWY CUCTATIKWY TOU A Twv avTidpacTtnpiwy f Tou auvoAou (kit).
y. ARAwaon 611 To diayvwaTIKG TTPoIdV TrEPIEXEI GAA TA GUOTATIKA TTOU atTaiTouvTal yid T UETPNON.
0. Tig ouvenKe¢ ammobrKeuang Kai 1o XPAvo diaThpnong HETA attd TNV TTPWTN amoa@EAYICN TNG TIPWTOYEVOUS
OUOKeUaaiag, KaBwg kai TIg ouvBnkes ammoBrikeuang kal oTaBepdTNTAS TwV AVTIOPACTNPIWY EPYATIiag.
€. Tig emdbOEIC TOU TTPOIOVTOC AVAPOPIKA e TNV avOAUTIKA euaioBnaia , Tnv e&eIdikeuan, v akpifeia, Ty
ETAVAANWINOTNTA, TV QVATTOPAYWYIKOTNTA, TA OPIA aViXVEUaNS Kl TIG YVWOTEG OMNAETIOPACEIC.
ot. "Evdeign Tou TuXv amaitoupevou €10IKoU eEOTTAIoOU Kal TTANPOPOPIES yia TNV avayvwpian Tou €181KoU
auToU €EOTTAIOHOU, TTPOKEILEVOU VA XPNaIoTIoINBET 0pBwC.
¢. Tov 10TO TOU OEiyUaTOG TIOU TTPETTEI VA XPNOIWOTIOIEITaN, TIG EIDIKEC TUXOV OUVOrKEG OUANOYAG, TTPO-
ETTECEPYOTiag Kal KATa TTEPITITWOT, TIG GUVBRKES OTTOBrKEUONG Kai 0dnyieg y1a TV TIPOETOINATIO TOU 00BEVOUC.
n. A\eTrTopePng TrepIypa@r] Tng akoAoubntéag diadikaaiag yia T xerian Tou TTPoIOGVTOC.
8. Tn di0dIkaoia peETPATEWS TTOU TIPETTEI VO AKOAOUBEITAI e TO BIAyVWATIKO TTPOIOV, CUNTTEPIACUBAVOUEVWY
KOTA TTEPITITWON :
e Tng apxIkAg PeBddou.
o  Twv TANpoQopIWV , TTOU aPopolV KABe emiTAéov diadikaaia A XEIpIONd, 0 OTT0I0G aTaiTeiTal, TPIV ATTd
TN XPNOILOTIOINGN TOU dIayVWOTIKOU TIPOIGVTOC (TT.X. vaCUGTACT, ETTWACT), EAEYXOG 0pYAvWY K.A.TT)
e Evdeitewv yia To Kard TOoov aTraiteiTal EI0IKY EKTTAIOEUTN TWV XPNOTWV.
I. Tn paBnuatiki péBodo, pe Tv otmoia utroAoyiovTal Ta JabnuarikG amoteAéopara Kai Trou aTTaiTeiTal n
HEBOBOG TTPOCBIOPITHOU TwV BETIKWY ATTOTEAETUATWY.
0. Ta pétpa mou Tpétel va AapBdavovtal , o€ TTEpITTwan aAAaywv OTI avOAUTIKEG ETTIOOTEIG TOU TTPOIOVTOC.
IB. Tig KOTAAANAEG yIa TOUG XPAOTES TTANPOPOPIES, TXETIKA HE:
o Tov eowtepIKG €Aeyxo TroIdTNTAG, CUUTTEPIACUBAVOEVWVY KAl TwV DIOBIKACIWY ETIKUPWONG.
e Avagopd aTov TpOTTO BaBovOUNCNG TOU TTPOIGVTOG.
e Ta pecodiaotipara avagopds yia TIG TPOODIOPICOUEVEG TTOOOTNTEG, CuUpTTEPIAapBavOpEVNG NG
TIEQIYPAQPIS Tou TTANBUCHOU avapopdg TTou TTPETTEN va AapBavetar utroyn.
e Av 10 TIPOIGV TTPETTEI VO XpnOIhoTIOlETal o€ ouvduaoud A va eykabioTatal A va ouvdéetal Pe GAAa
IATPOTEXVOAOYIKA TTPOIOVTA 1) EE0TTAIOUO, TIPOKEIJEVOU VOl AEITOUPYROEI, GUNOWVA HE TOV TIPOOPICHO TOU,
ETTAPKI) OTOIXEIO YIO TO XOPOKTNPIOTIKA TOU, WOTE va €ival duvarr n emAoyr Twv evOEDEIYUEVWV
TTPOIOVTWV 1) ECOTTAIONOU TTOU TTPETTEI VA XPNCIKOTTOIOUVTAI, TIPOKEIMEVOU VA ETTITUYXAVETAI A0QAARG Kal
KATAGAANAOG OUVOUACOHOG.
e OAeg TIC TANPOPOpIES TTOU aTTaITOUVTAI YIa TOV EAEYXO TNG OPBAC EYKATAOTOONG TOU TTPOIGVTOG Kl TNG

0pBA¢ kal aoPaAolc AIToupyiag Tou, KaBWG Kal AETITOPEPR GTOIXEID YIa T QUON KAl T GUXVOTNTA TS



OuvTAPNONG Kal BaBuovounong TTou aTraITouvTal, yia va ecao@aliCeTal n opr| Kal aoc@aArg Asitoupyia
TOU TTPOIGVTOG.
e [IAnpogopicg yia T d1668eon Twv ammoBAATWV.
e [IAnpogopieg OXETIKA e KABe TTPOTOET eTTECEpyaTia 1) XEIPIOUO TTOU ATTAITEITAN, TIPOTOU XPNOIKOTIOINOE]
TO TTPOIOV (TT.X. ATTOCTEIPWAT), TEAIKH) GUVOPUOAGYNOT K.A.TT.)
e Tig omapaitnTEG 0BNYIES YIa TO EVOEXOPEVO PBOPAG TNG TIPOCTATEUTIKAG CUCKEUATIAG.
o /\ctrTOpEpN| GTOIXEID YIa TIG KATAAANAES HEBGOOUC ETTavaTTOOTEIPWONG | ATTOAUUAVONG.
ly. Tig Tpo@UAGgeIg TTou TTpEmel va AauBdvovTal yia Toug Tuxov €I8IKOUG Kal aouVABEIG KIVOUVOUG TTou
oxeTiCovtal We TN Xpnolyotoinon i T d1G8e0n Twv dIAYVWOTIKWY TTPOIOVTWY, CUUTIEQIAAMBAVOPEVWIV TWV
€I0IKWV PETPWV TTPOCTACIAG, AV TO BIAYVWAOTIKG TTPOIOV TTEPIEXEI OUTiEG aVBPWITIVNG ) {WIKNAS TIPOEAEUONG
TIPETTEI VO EQIOTATAI N TIPOCOXN TWV XPNOTWV OTN dUVNTIKKA HOAUCHATIKF GUCT) TNG.
18. TV nuepounvia ekdOaEWS f TN TTAEOV TTPOOPATNG AVABEWPNONG TWV 0dNYIWV XPHOEWS.
3.2.10. Meta TV kaTaKUpWaT, 0 YEI0BOTNG UTToXPEOUTAI Va ETTIONUAIVE! ETTITTAEOV KABE povada ouokeuaaiag
TWV UNIKWV TTou TrapadidovTal e
a. Ta oToixeia Tou TrpopnBeuTr
B. Ap1Bu6 oUpBaong.
y. Tnv évoeign « KPATIKO EIAOZ»

4.ANAo1 Opol.

4.1. H utmpeoia dev Ba dextei oudepia dlagopotroinon aTIg TIREG, avd e¢ETaaon, TTou Ba karakupwBoUv aToé Ta
armroteAéaparTa Tou dlaywviopou, yia 0AGKANpPo 1o Xpovikd dIaoTnua 10xU0G NG oUMBACNS Kal yIa OTTOI00NTTOTE
arria.

4.2. Tnv avtigTolxia avridpaoTnpiwv Kal AoITwv avaAwaoipwy yia v dlevEpyela TG KABe gETaong.

4.3. ARMwan Tou CUPKETEXOVTOG OTI pTTopei va AdBel OAa Ta avaykaia pétpa amdoupang Tou TTPOIGVTOC aTo TNV
ayopd, o€ TEPITITWON ToU N XPAon Tou BETel o€ Kivduvo TV uyeia fi kal TNV ao@dAsia Twv acBevwy, Twy
XPNOTWV f EVOEXOUEVWGS AWV TTPOCWTTWYV, KABWG Kal TNV Ao QAAEI TTPAYHATWVY.

4.4. AvaBaBuion tou Aoyioupikou Tou €OTTAIONOU Kai n OUVOEDT) Tou WE TO TTANPo@opiakd cUoTNHA Tou
Noaokopeiou yia 6An My didpkeia 10x0og TG auuBacng EINAI YTIOXPEQEH TOY NMPOMHOEYTH.

Ymoyxpéwan Tpnang EAaIoTou amoBéuarog aviaAAKTIKWY Kol avOAWGTHwY UNKWV EvIog Tou NOGOKOpEIOU.

5. ‘EAeyxo1 — Amoppiyn YAIKwv- AvTIKOTAOTOON.
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5.1. To Noookopgio diatnpei 10 dikaiwya va Tpofei € dEIYUATOANTITIKO EAEYXO UE EpYAaTNPIaKA OedopEVT
OAwV TwV TTAPTIdWV TwV TTPOIGVTWY TOCO KATA TNV 0PICTIKK TTApaAaBn, 600 Kal Katd Tnv dIApKeIa XPAOEWC,
META aTTd OXETIKA avagopd Tou A/vToU Tou EpyaaTnpiou, apKOUVTWS TEKUNPIWMEVN.
5.2. X& TEPITITWON TTOU aTroppIPBei aTTd TNV ETTITPOTTT TTAPAAABS OPIOTIKG OAOKANPN N OUMBATIKA TTOCOTNTA )
MEPOG AUTAG, O TIPOUNBEUTAG Eival UTTOXPEWWEVOG PETQ OE TTPOBETIa TIEVTE (5) NUEPWYV, VA AVTIKOTACTACEI TNV
TTO0GTNTA TTOU ATTOPPIPONKE W GAAN, TToU KOAUTTTEI TOUS 6POUS TG OUMBACTG.
Edv 1eAikG o TpopnBeutic dev Tpofei otV avTIKATAOTaOoN TWv €I6WV TTOU aTroppigbnkav péoa otnv
TrpoBeaia TTou Tou HOBNKE, KNPUCTETAI EKTTTWTOC.
5.3. Ta €idn 1Tou amoppi@Bnkav emoTPEPOVTaI GTOV TTPOUNBEUTA e PPOVTIOA Kal dATTAVES TOU, UECT HE

1NUEPQ,QTTO TNV NUEPOUNVIA TIPOCKOUIONS TWV VEWV EIBWV.

la 10 €T TTAEOV XPOVIKG dIGC TN TToU aTraiteiTal amd n AREn Tou ouppatikou xpovou Tapddoang fi edpTwang,
0 TTpounBeuTAS AoyileTal EKTTPOBECOC KAl UTTOKEITAI OTIC KUPWOEIS TTou TrpoBAéTovTal amé 1o M.A. 394/96
(KMM.A)

OYAAO ZYMMOPOQZIEQZ

O TpounBeuthc utoxpeolTal, Hali pe TNV TPoo@opd va ouvtagel kal va umoBaAel kai 10 @YAAO
LYMMOPO®QZEQZ. (MAPAPTHMA Il AiakApugng). Auté eival UAO GUOXETIOEWS TG TTPOTPOPAS WE TIG
QTTAITACEIS TNG TTAPOUCAG TTEPIYPAPS. ZT0 QUANO auTd Ba avagépovTal pe AeTrTopépela OAEC o1 UTTAPXOUOES
OUPQWViEG 1) aTTOKAITEIG TwV XAPAKTNPIOTIKWY TWV TIPOTPEPOUEVWV aVTIOPACTNPIWY KAl TOU UNXAvAATOS O€
oxéon Je Ta avagepdueva oty Tapoloa TEPIYPAPR. MNpog amddeign de Twv 1IGXUPITHUWY AUTWV(CUHPWVIES-
atokAioeIg), Ba TTPETTEI va yivovTal TTAPATIONTTEG O¢ amooTrdouaTa amd operators manual -service manual,
prospectus Tou TIPOOPePOUEVOU opydvou TTou Ba TTpoEpyovTal aTmd TOV KATOOKEUAOTIKG oiko (kai 0!
TANUMEAWS PETapaopéva UANGDIA) KaBwg eTTioNG Kal o€ EMIOTNUOVIKEG EKOOTEIC KAl AOITIA ETTIOTNUOVIKA
évIuTTa Tou Ba TTPoEPXOVTal TG TOV KATAOKEUAOTIKG 0iko Tou unxavAuarog. O mpopunBeutic Ba pémel va
aTavTIa otV TEPIYPAPH TTapdypago TPog Tapaypa®o Kai n kaBe aparmoutt| Ba £xel évav apiBud (kard

avéouoa oeipd) kal T AvVTIOTOIXO ONUEI0 TNG TTOPATIOUTIAS Ba UTTAPXEI O AVTIOTOIXOG OPIBPAS OE KUKAO.
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