TEXNIKEZ MPOAIATPADEZ ANAAQZIMQN «MPOIONTQN AIMATOZ»

1. OQOIATPA AEYKADAIPEZHZ AIMOMETAAIQN A XPHZH NAPA THN KAINH YWHAHZ
KATAKPATHZHZ AEYKQN 5 EQZ 6 MONAAQN
KQAIKOzZ 41418

1. Na €xeL tn duvatotnta Aeukadaipeoncs- 6 povadwy aloneTaiiwy.

2. Na e€aodpaAilouv tnv peyaltepn Suvartr) KOTOKPATNON TwV AEUKOKUTTAPWY WOTE
Ta UTIOAEWTOHEVO AeUKG va eivanl otabepd kdtw amd 2x10°. (H Eupwraiky NopoBeoia
(2votaon Ap. R(95) 15), n EBviky NopoBeoia (M.A. 195/2005) kat Ta aviiotowa mpotuna,
opilouv cadwg OTL 0 APLOUOC TWV UTIOAEUTOUEVWY AEUKOKUTTAPWY OTNV AEUKADALPEUEVN
HovaSa mpémel va ivat pukpdtepog amd 1x10° (<1x10°)).

3. Oa mpénel va efaodaliletal avaktnon (recovery) alponetaliwv peyaAUTEPN TOU
90%.
4. Na elval eUKOAO 0T XPAON KOL VO LNV amalteital evepyomoinon 1 ékmAuon Tou

diAtpou pe pucloloyikod opo.

5. Na mepllappavel puyxog ocuvdeong pe Tov aoko, didtpo Asukadaipeong vPnAng
anodoong, GIATPO KATAKPATNONG HLKPOTINYUATWY, OTOYOVOUETPLKO BAAapo.

6. Na eival amootelpwpéva Ue aktvofoAla, amoaAAayUéva TIUPETOYOVWY OUCLWY KoL
£TOoLQ TIPOG XPHON.

7. H peuBpdvn tou ¢didtpou Kkal to e€wteplkd KaAuppa (housing) va eival amoAvta
BlooupPata (biocompatible), mou &gv evepyomolouv 1o cuuTARpwUa, cUpdwva pe To I1SO
10993-4.

8. Na cuvodeuovtal and odnyieg xprioewg ota EAANVLIKA.

9. Na €xouv povr cuokeuacia PHe OAEC TIG amapaltnTEG eykploelg KukAodoplag Kal
evdeielg, n maptida Tou UALKOU va avaypAadeToL 0TO CWHA Tou diATtpou.

10. Na €xouv €ykplon KukAodopiag amo T apxeg tng Evpwnaikng Evwong (CE MARK)
KOlL N ETALPELQ KATOOKEUNG Vo SLABETEL LoTOMONTIKA TtolotnTag ISO.

11. H npoodopa va cuvodevetal anapaitnta pe deiyua.

2. OINTPA AEYKAQDAIPEZHZ YMNYKNQMENQN EPYOPQN TIA XPHZH MAPA THN
KAINH YWHAHZ KATAKPATHZHZ AEYKQN A MIA MONAAA

KQAIKOZ 41415

1. To ovotnua mpéenel va eival katdAAnAo ywa Asukadaipeon piag povadag epubpwv n
oAkoU aipartoc.



2. Oa mpéemnel va mephapfavel puyxog ouvEeonG E TOV OOKO TOU aipatog, mpodiAtpo
KOTOKPATNONG ULKPOTINYUATWY, OTAYOVOUETPIKO OBdaAapo kat £€va  ¢idtpo uvPnAng
anodoonc.

3. 0 apBUOC TWV UTOAEUTTOHEVWY AEUKWV va ivat Pkpdtepog amd 2x10°.
OAa Ta eEMUEPOUC TUAMATA VA Elval Appnkta cuvdedepéva e To Kuplwg diAtpo.

4. H avaktnon Twv gpuBpwv va gival > 90% kat ta Asukadatpepéva epubpa Ba mpémnel va
€xouv aiwpoodatpivn >40g.

5. Na eival anootelpwpéva e aktvoBolia anaAlaypéva TTUPETOYOVWY OUCLWV KoL ETOLUA
npog xpnon.

6. Na unv amatteital ékmAuon ) evepyomnoinon twv ¢idtpwy pe pucloloyLko opo.

7. Na €xouv povrhp cuokevoola HE OAEC TIC AMOPALTNTEG €yKPLOELS KUKAodopiag, Kot
evOelelg KaL n apTida Tou UALKOU va avaypadeTal 0To cwia tou ¢iltpou.

8. Ta UALKA KaTOoKEUNG va ival artdAuta BloocupBarta.

9. Na €xouv £ykplon kukAodopiag amo Tig apxég tng Eupwnaikng Evwong (CE Mark) kat n
etalpla Kataokeung va SlaBEtel motomolntika mowotntog ISO 9001:2000 kot EN 1SO
13485:2003.

10. H npoodopd va cuvodevetal anapaitnta and dsiypata.

11. Na ouvobevovtal and odnyieg xprioewg ota EAANVIKAL.

3. OINTPA AEYKAOQAIPEZHZ YWHAHXZ AMNOAOzHz, TIA MAYZH MIAZ MONAAAZ
2YMNOYKNQMENQN EPYOPQN 2TO EPFAZTHPIO
KQAIKOz 153378

Meplypadry CUCTAUATOG

1.To cvotnua Ba mpémnel va mepthapPfavet : Vo (2) puyxn ocuvdeonc, €va yla TOV 0.0KO TOU
OLpOTOC KAl €va Lol ToV GUCLOAOYLIKO 0pO, €VOL OTAYOVOUETPLKO BAAapo pe podiAtpo yia
TNV KATAKPATNON TWV HIKpOTtNyHatwy, €&va ¢idtpo Snbnong uynAng amodoong, duo
EVOWMOTWHEVOUG aokoU¢ amo PVC, éva yla tTnv cuAhoyn twv Asukadalpeuévwy epubpwv
Kall €va ylo Ta arnoBAnta.

TeXvIKA XopaKTNPLOTIKA

2.H anwAela epuBpwv atpoodalpiwy Katd to pATpdplopa va eivat n eAaxlotn duvartr Kot
amopaitnta n moootnta atpoodalpivng ava HovAado CUUTTIUKVWHEVWY €PUBPWV PETA TO
dtpdplopa va eival peyaAutepn amnd 40gr, cupudwva pe Tig diebveic mpodlaypadég Tou
ZupBouAiou tng Eupwnng. H avaktnon twv epuBpokuttdpwyv va eival >94%



3.Na €xouv ApLoTa AMOTEAECHATO KATAKPATNONG AEUKWV Kot arnddoong TEALKOU Ttpoiovtog
ova povada mapoaywyou 1 oAlkoU atpoatoc. Metda tn Asukadaipeon o aplOuog twv
UTTOAEUTOPEVWY AEUKOKUTTAPWVY va elva pkpdTePOS amd 1x10°

4.Ta mAupéva Kal Asukadalpepéva CUUTUKVWHEVA epuBpd va kataArlyouv ce cuvodo
0.OKO KOTOLOKEUAOUEVO amod UALKO KataAAnAo yia tn Statripnon epuBpwv atpoodatpiwy.

5.0 aoko¢ cuAoynG Twv EpuBpwV va elvat apilotng moldtnTag , andAuta dtauyng, AXPwWHOC
KOl KOIAOG ylo TNV APLOTn ouvinpnon Kat petadopd twv gpubBpwv kol tnv amoduyn
Bpoupwv.

6. Na elval amootelpwpéva pe aktvoBoAio analdaypéva MUPETOYOVWY OUCLWVY Kal ETOLUA
TpOG Xprion.

7.Na €xouv éykplon kukAogopiag amod Tig apxeg tn¢ Evpwnaikng Evwong (CE Mark) kot n
etalpla Kataokeung va SlaBEtel motomolntika mowotntag ISO 9001:2000 kot EN 1SO
13485:2003.

8.Na eival eUKOAO Kal MPOKTIKO OTn Xprion kKot va cuvodeleTal Pe odnyleg xpriong ota
EAANVIKA.

9.H npoodopd va ocuvodeletal amd avefdaptnteC HeAETeg, Snuooleupéveg oe Oledbvn

TLEPLOSLKA TIOU VA TEKUNPLWVOUV OTL 0 apLOUOC TWV UTTOAEUTOUEVWV AEUKWV Elval KATW TOU
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1x10°.

10.Na €xouv POV} CUCKEUOOLOL HE OAEC TIG QMAPAITNTEC eyKploelg KukAodopiag, Kot
evOel€elg kaL n maptida Tou UALKOU va avaypadeTal 0To cwia Tou PpiAtpou.

11.H npoodopa va cuvodevetal anapaitnta pe deiypota

4. OINTPA AEYKAODAIPEZHX YWHAHZ AMNOAOzHZ, lNA NAYZH MIAX MONAAA:Z
2YMNOYKNQMENQN EPYOPQN ME AYO 2YNOAOYZ AZKOYZ
KQAIKOZ 41410

Meplypadry CUCTAUATOG

1. To olotnua va elvat katdAnAo yiwo Asukadaipeon kat mAUONR plag povadag
CUUTTUKVWHUEVWYV £pUBPWV 1) OALKOU allpatog Kot va meplthapBavet:

PUyxo¢ oUvdeong, Lkavou HRKOUGC, YLOL TOV 0.0KO TOU ailpatog, puyxog ocuvSEeang yla Tov opo,
TMPOGIATPO KATAKPATNONG UKPOTINYUATWY EEXWPLOTO amo To Kuplwe ¢idtpo, éva didtpo
61nOnong vPnAng anoddoong, SUo evowpaTwWUEVOUG aokoug 600 ml amd PVC — évav yla tn
ouAAoyn Twv Asukadalpepévwy epubpwy Kal Evav yla ta anofAnta.

TeXVIKA X0 paKTNPLOTIKA

2. Na €xouv ApLOTO ATTOTEAECUOTA KATAKPATNONG AEUKWV Kal amodoaong TEALKOU mpoiovtog
ova povada mapoaywyou 1 OAlkoU aipotoc. Meta tn Asukadaipeon o aplOuog twv
UTIOAEUTOHEVWY AEUKOKUTTAPWY VL Elval IkpdTEPOC armd 2x10°.



3. H avaktnon twv gpuBpokuttdpwy va eivat >95%.

4. Xpovog mpostoldaociog kat Asukadaipeong KATw Twv 15 AEMTWV PE T UTAPXOUOCEG
ouvOnKeg TN alpodoaoiag.

5. O aokog ouAloyng Twv Asukadalpeévwy gpubpwy va eival aplotng moldtnTag Kalt
udnAng Slamepatotntog amoAuta SLouyng Kol AXpwWHOG, va gival mavtol KoilAog Xwpig
YWVIEC yla TNV APLOTN OUVIAPNOCN KoL AnMPOOKOMTN HETAdPOPA TOU aipATOG KoL TWV
TIAPOYWYWV TOU KaBwg kal tnv arnoduyn Opoufwv.

6. H peuBpavn tou Ppidtpou va eival and MOAUECTEPA KoL KOAUUHPEVN QMO UN LOVIIKN
eniotpwon, ta 6 UAIKA KATAOKEUNG va gival amoAuta Blocupfatd cupudwva pe to ISO
10993.

7. Na elvat anootelpwpéva pe aktivoBoAio amaldaypéva MUPETOYOVWY OUCLWVY Kal ETOLUA
TpOG Xprion.

8. Na pnv amnatteital €kmAuon ) evepyomnoinon twv ¢piAtpwy pe pucloloytkod opo.

9. Na €xouv €ykplon kukAodoplag amnod tig apxeg tng Eupwnaikng Evwong (CE Mark) kat n
etalpla Kataokeung va SlaBEtel motomolntika mowotntag ISO 9001:2000 kot EN 1SO
13485:2003.

10. Na ouvobevovtal and odnyleg xpriong ota EAANVLIKA.

11. H npoodopd va cuvodeletal anmd avefdptnTteg MeAETEG, dnuoolevpéveg o Slebvn

TEPLOSIKA TTOU VAL TEKUNPLWVOUV OTL O apLOUOC TWV UTIOAEUTOUEVWY AEUKWV ELval KATW TOU
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2x10°.

12. Na €xouv HoOvVr) CUOKeuOola HE OAEG TIG amoapailtnteg eykpiloelg KukAodopiag, Kot
evOel€elg kaL n maptida Tou UALKOU va avaypadeTal 0To cwia Tou ¢piAtpou.

13. H npoodopd va cuvodeletal amapaitnta pe 2 Seiypata.

5. OINTPA AEYKAQAIPEZHZ YWHAHXI AMNOAOzH:z, TIA MAYIH MIAZ MONAAAZ
2YMNOYKNQMENQN EPYOPQN 2TO EPFAZTHPIO
KQAIKOZ 50758

Meplypadn cuotHUaATOg

1. To olotnua va eilvat katdAAnAo ywa Aeukadaipeon kal mAUon plag povadag
CUUTTUKVWHUEVWYV £pUBPWV 1) OALKOU allpatog Kot va meplthapBavet:

PUyxo¢ oUvbeong, Lkavou UAKOUG, YLOL TOV 0.0KO TOU alpatog, puyxog ocuvdeong yla Tov opo,
MPOodIATPO KATAKPATNONG ULKPOTINYMATWY EEXWPLOTO amod to Kupiwg ¢idtpo, éva odidtpo
61Onong vPnAng anodoong, SUo evowpaTwPEVOUS aockoug 600 ml amd PVC — évav yla tn
ouAloyn Twv Asukadalpepévwy epubpwv Kal Evav yla ta anofAnta.



Texvikd XapaKTnPLOTIKA

2. Na €xouv AploTa AMOTEAECUATA KATAKPATNONG AEUKWV Kal anddoong TeAkol mpoidvtog
ova povada mapoaywyou 1 OAlkoU atpotoc. Metda tn Asukadaipeon o aplOuog twv
UTTOAEUTOHEVWY AEUKOKUTTAPWVY VoL Elvat PkpdTtepoc amd 2x10°.

3. H avdaktnon Twv epuBpokuTtdpwy va ival >95%.

4. Xpovog mpostolpaciog Kot Aeukadalpeong KATW Twv 15 AENTWV HE TI( UTTAPXOUOEG
ouvOnKkeg TN alpodoaoiag.

5. O aokoG ouAloyng Twv AsukadalpePévwy epubpwy va eival Gplotng moLotnTag Kot
uPnAng dlamepatotntog amoAuta SLAUYNRG Kol AXPWHOG, VO €lval Tavtol KolAog xwpig
YWVIEC yla TNV APLOTN OUVIAPNON KoL AnMPOOKOMTN HETAPOPA TOU aipATOG KoL TWV
TIAPOYWYWV ToU KabBwg kal tnv arnodpuyn Opoupwv.

6. H peuBpavn tou PpiAtpou va eival and moAueotépa Kal KAAUUUEVN amd pn LOVTIKA
eniotpwon, tTa & UAIKA KOTOOKEUNG va gival anmoAuta Bocupfatd cuudwva pe to ISO
10993.

7. Na elvat anootelpwpéva pe aktivoBoAio amaldaypéva MUPETOYOVWY OUCLWV KAl ETOLUA
TpOG Xprion.

8. Na pnv amnatteital €kmAuon ) evepyonoinon Twv ¢piAtpwv pe GucloAoyiko opo.

9. Na £€xouv €ykplon kukAodoplag amnod tig apxeg tng Eupwnaikng Evwong (CE Mark) kat n
€TALPlO KATAOKEUNG va SLaBETEL TLOTOMOLNTIKA Towotntag ISO 9001:2000 kot EN ISO
13485:2003.

10. Na ouvobevovtal and odnyieg xpriong ota eAANVIKA.

11. H mpoodopd va cuvodeletal amd avefdptnteg PeAETeS, dnuooleupéveg oe dlebvn

TLEPLOSLKA TIOU VAl TEKUNPLWVOUV OTL 0 apLOUOC TWV UTTOAEUTOUEVWVY AEUKWV Elval KATW TOU
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2x10°.

12. Na €xouv HovVr) CUOKeuOolo HE OAEG TIG amopaitnTteg eykpiloelg kKukAodopiag, Kat
evdelelg kaL n maptida Tou UALKOU va avaypadeTal 0To cwia tou PpiAtpou.

13. H npoodopd va cuvodeletal anapaitnta pe 2 dSeiypata.

6. OINTPA YWHAHX AEYKAQAIPEXHXI  EPFAITHPIAKA IYMNYKNQMENQN
EPYOPOKYTTAPQN (2.E.) ME ZYNOAO AzZKO
KQAIKOzZ 50762

To olUotnua va eivalt katdAAnAo yia Acukadaipeon pag povadag CUUMTUKVWHEVWY
epuBpwv 1 oAkoU aipatog Kal va teplAapBavet:

PUyxo¢ olvbeong, LKavou HUNAKOUG, YloL TOV OOKO TOU aipatog, mpodIATpo KATAKPATNONG
HLKPOTINYUATWY EEXWPLOTO armod To Kuplwe didtpo, éva pitpo dtnBnong uPnAng anddoong,



EVOL EVOWUOTWHEVO aoko ocUAAoyng amd PVC ywa tnv ¢uAaén twv Asukadalpepévwv
epubpwv.

TEXVIKA XOPOAKTNPLOTLKAL:

H anwAela epuBpwv alpoodatpiwy Katd to pAtpdplopa va eival n eAdaxiotn duvartn Kot
anapaitnta n moocotnta atpoodalpivng ava povada CUUMUKVWUEVWY EPUBPWY UETA TO
d\tpdplopa va eival peyoAutepn amnod 40gr, cupudwva pe Tig diebveic mpodlaypadécg tou
JupBouAiou tng Eupwnng.

H avaktnon twv epubpokuttdpwy va eivat >95%

Na €xouv ApLOTO ATOTEAECUATA KATAKPATNONG AEUKWV Kal armddoong TEALKOU TPoidvTog
ava povada mopaywyou N oAlkoU aipatog. Meta tn Asukadaipeon o aplOuog twv
UTTOAEUTOHEVWY AEUKOKUTTAPWY VL Elval pkpdTtepoC armd 2x10°

Na emutpénel (Me TO KATAAANAO pAKOG OWANVIiOKou) T oUVOeon WE CUOKEUN QACNTITNG
OUYKOAANONG OCWANVIOKWVY , L€ TOV 0lOKO TOU alpatog yla cuvtpnon twv 2.E. oto avwtepo
XPOVLIKA OpLO.

O aoko6G cuAAoynG Twv Asukadalpeuévwy epubpwv va elvat aplotng molotntag kat UPNANRg
SlamepatotnTag andoAuta Slouyng Kal AXpwHOoC, va gival mavtol KolAog Xwpig YwVIEC yla
NV APLOTN CUVTAPNON KOL OPOCKOTTN METAPOPA TOU AlHATOG KOl TWV TOPAywWYwWV TOU
kKaBwg kat tnv amoduyn BpouBwv, kal o cwAnvag Tou cuvodou ackol va avaypdadel
avefitnAa Kol EUAVAYVWOTO TOV AVAYVWPELOTIKO TOU aplBuo ava dlaotrpara.

H pepBpavn tou ¢idtpou katl to £€€w mepiPAnua va sival amoluta BloocupBoatd mou Sev
EVEPYOTOLOUV TO CUUTANpWHA

Noa punv amnattouv evepyomnoinon e ¢pucloAoyLlkd opo MpLv T Xpron.

Na emituyxavel téAelo adelaopa tou GIATpou woTe oL amwAELlEG o€ gpuBpokuTTapa va
elvat n eAaylotn duvarn.

O xpovog Aeukadaipeong va givatl cUVTOUOG (ULKPOTEPOG artd 15min) kat cUUPWVOC UE TIG
ouvOnkec Asttoupyiag tng Alpodooiag.

Na eival anootelpwpéva Pe aktvoBoAio amaAAaypéva TTUPETOYOVWY OUCLWV KOl ETOLUA
Tpog xpnon.
To $piAtpo va eival eUkoAo oTn XPAON Kal va PNV amnattel TOAAEG 1} TTOAUTIAOKEG KLVAOELG

KOTA TN Xprion Tou.

H mpoodopd va cuvodeletal and SNUOCLEUPEVEG ETILOTNHOVIKEG UEAETEC OL OTOLEC va
arobelkvUoUVY TIG emISO0elg TwV GIATPpWY Kal OTL 0 aPLOPOC TWV UTIOAETTOPEVWY AEUKWY
elvat kdTtw Ttou 2x10°.

Noa cuvodeuetal and odnyieg xproewg ota EAANVIKA.



Na €xouv povry cuokevaoia e OAEG TIG amapailtnTteg eykploelg KukAodopiag, kal evoeifelg
Kall n rmaptida tou UAKoU va avaypdadeTal oto cwia tou ¢iAtpou.

H npoodopad va cuvodevetal anapaitnta pe dslypata.

7. EPTFAITHPIAKA O®IATPA AEYKAQDAIPEZHZ AIMONETAAIQN EQZ 6 MONAAQN ME
ENZQMATQMENO AzZKO ZYANOIHZ
KQAIKOZ 96353

O UTOAEUTOHEVOC OPOUAC TWV AEUKOKUTTAPWY VoL elvat KAtw arnd 2 x10° avd petdyylon
kat va efaodoadiletat n péyotn Suvatry avaktnon (recovery) TtTwv ouomEeETaAiwy,
onwaodnmnote avw tou 90%.

No prmopouv va AeukadalpECouV £wWG 6 LOVASEG CUUTIUKVWUEVWV OLLLLOTIETOALWV.
To dIATPO va EXEL ULKPO VEKPO OYKO.
H anwAsla Twv awgomnetaliwy va ivat n eAaylotn duvartn.

Na emituyxavel TéAelo adelaopa tou GIATPOU WOTE N AMWAELX TWV ALUOTIETOALWY va elvat
n e\daxLotn duvartn.

Na €xel TNV 6la amoteAeopaTIKOTNTA O pPovadeg UPNANRG KO XAUNANG TIEPLEKTIKOTNTAG OF
OLUOTIETAALAL.

Na StaBétel Slatpntikn akida el00dou otov aokod o omoiog Ba meplExel de€apevn (pool)
CUUTTUKVWHUEVWVY alloTteTaAiwy, 1 va StaB€tel moAAamAEG akibeg yla va ipaypaTomnoleital
TO pooling oto epyaotnplako ¢idtpo mpv tn Asukadaipeon.

O teAIKOG 0oKOG amoBrnkevuong Tou AsukadalpEUEVOU TTAPAYWYOU va gival KaATAAAnAog yla
™ Sdlatrpnon aluometaAiwy.

Elval mpotiuntéo, o teAKOg aokog va Slabetel éva emutAéov BUAAKLo, LE TO Omoio va
umopet va mpaypatornotnBel dSetypatoAnia yla Tig avaykeg TOU TTOLOTIKOU EAEyXOU.

Na eival anootelpwpéva e aktvoBoAio amaAAaypéva TTUPETOYOVWY OUCLWV KOl ETOLUA
Tpog xpnon.

Na €xouv €ykplon kukAodoplag amod tig apxeg tng Eupwnaikng Evwong (CE Mark) kat n
etalpla kKataokeURG va SlaBETel miotomolntikad rotdtntag ISO 9001:2000 kat EN 1SO.

Noa cuvodeuetal and odnyieg xprnoewg ota EAANVIKA.

H mpoodopd va cuvodeletal and SNUOCLEUUEVEG ETLOTNMOVIKEG UMEAETEG oL omoieg Na
UTTAPXEL LKOVOG aplBUoC aveéaptnTwy SNUOCLEVPEVWY UEAETWV OL omoleg Ba ToTomolouV
TO aVWTEPW KaBwg kat tnv amoduyn Hetadoonc tou CMV pEOw TNG METAYYLONG
AEUKADALPEUEVWV LE OLUTA TIOPAYWYWV KOL VO TTOSELKVUOUV TIG ETILSOOELG TwV PIATpWV.

H nmpoodopa va cuvodeletal amapaitnta He va deiypa.



8. KAEIZTO IYITHMA TETPAMAQN AZKQN IYAAOTHEZ AIMATOZ ANQ -KATQ EZ0AOY
ME ENIQMATQOMENO ®IATPO A THN MAPATQrH AEYKAMAIPEMENQN
EPYOPOKYTTAPQN KAI AIMOMETAAIQN AMO BUFFY COAT pe ouvo86 £60mAOnO
(nxévnpa 5) AYTOMATOS AIAXQPISTHE MAPATQIQN AIMATOS

KQAIKOZ 208035

FENIKEZ TEXNIKEZ NPOAIATPA®EZ

MOIOTHTA - ZXEAIAZH

To MAQOTIKO TWV ACKWV Va €lval apLlotng molotntag kat UPnAng dtamepatdtntag, Stadaveg,
amoAuta SLauyEC Kal AXPWHO, CUUBOTO UE TO AVAAOYO TIAPAYWYO O{HATOC UTIO KOVOVIKEC
ouvOnkeg amobnkeuvong. OL aokol Ba Tmpémel va eival, amootelpwuévol, eAelBepol
TIUPETOYOVWV Kal ToELKwV otolxeiwv (1ISO 3826 § 5.4.2.1) kal pn eUOPAUCTOL UTIO KAVOVIKEC
ouvOnkeg anobnkeuong.

OAa ta cuotuaTa TwV ookwv Ba TPEMEL va MANPOUV TIG GUOCLKEG, XNULKEG KoL BLOAOYLKES
npolmnoBéoslc.

O oxeSlaopoGg Kal N KOTOOKEUN TWV MAAOTIKWV aokwv Ba mpémnel va e€aodalilouv tnv
aodaAn kal Aavetn ouMloyn, amobrkeuon, enefepyaocia, petadopd, SlLAXWPLOUO Kal
X0opriynon oAlkoU aipatog Kol TwV mapaywywy autou.

O aokog Ba ¢épel 00PaAelG TEPLUETPLKEG OUYKOAANOELS XWPIC TePLTTEC amoAnéelg
TAOLOTLKOU TIEPLE aUTOU TIPOG amoduyr) CUYKEVTPWONG ULIKPOPLwv.

EowTeplkad 0 aoKOG va NV MapouoLalel avwUOALEC TOU TTAQOTIKOU 1) TwV cUYKOAARoswv. Na
glval mavtou KolAog, XwpLg YWVIEC, yla TNV APLOTN CUVTAPNON KoL APOCKOTTN HeTadopd
TOU a{MaTOC KoL TWV apaywywVv Tou Kabwg Kal tnv anoduyr Hikpobpoufwy.

O MPWTELWV 0OKOG Vo PEPEL EVOWHUATWHUEVN OUOKEUN aldoAnyiag and mAAoTIKO CwAnva
ApLOTNG TOLOTNTOG MNAKOUG METOEU TouAdyxlotov 80cm kot £wg 120cm , €0WTEPLKAG
SLOMETPOU 22.7 mm KoL TTAX0G TolywHatog 20.5 mm. I1SO 3826.

Ot mAaotikol aokol Tou Ba MePLEXOUV MOPAYWYO TPOG UETAYYlon vo Sdlabétouv éva n
mepLocOTeEpa otopla €€06ou (outlet ports) yla tn xopriynon aipatog Kal Ttapoywywv
QlpOTOC MECW OUOKEUNG MeTayyong. Kabe otoulo €€6dou Ba dépel éva epunTKA
odpaylopévo KAAvppa acdaleiag EUKOAO OMOCTIWEVO KAl N EMAVATOMOOETOUUEVO, TOU
omoiou kd&Be moapafiacn Oa eivat odBalpodavrig, oUtw¢ wote va dlatnpeitol
QTTOCTELPWEVN N ECWTEPLKA ETILDAVELX TIOU EPXETAL O€ €MadN LE TNV CUOKEUN LETAYYLONG.
ISO3826 §4.8.1. ka §4.8.2.

To MAQOTIKO TWV OOKWV va €lval daplotng mowotntag kat uvPnAng Stamepatdtnrag,

Stadaveg, amoAuta SLauyES Kol AXPwWHO, CUMBATO PE TO avaAloyo Tapdywyo ipatog umo

KQVOVLKEG oUVONKeG amobrkeuong.

H BeAdvn Ba elval EVOWHOTWHEVN KOL AVATIOOTIOOTN HE ToV owAnva atpoAnyiag we eviaio

TUAMO TOUu KoL Ba ¢dEpel MPOOTATEUTIKO TwHO TeAsiwg KAeloto (tamper evident)

EVOWUOTWHEVO 0TO owAnva atpoAnyiog. To mPooTATEUTIKO MW, Oa Tpenel va epmodilet

™ Slappon aVTMNKTKOU Kat/rj ouvtnentikoU SLaAUHATOC oo TOUC TAAOTIKOUG 0.oKOUG

Katd tn Slapkela tng amobrikevong, Ba Statnpel anootelpwpévn T Stadpoun Tou vypou

Kal Ba adatpeitot eUKoAa.

To mpooTateuTIKO twpa dev Ba pmopet va apanolnBet 1} va emavoypnotponondel xwpig

oUTO va Kataotel mMpoSNAwWG eUdaVEC KOl va €vVOL KATOOKEUOOUEVO €TOL WOTE VA €lval

advvato va avtkatoaotabel kot omowadnmote mpoomabela mapafiacng va  eival

olodavepn kat tpodavrg, wote va amodelyovtol TEAELWG oL TBavOTNTEG LOAUVOEWV.



O owANVaC TWV oKWV TIOU armoBnKeUETAL TO TEALKO TTAPAYWYO, Vo avaypadel avetitnia
KOl EVOVAYVWOTA TOV AVAYVWPLOTIKO TOU aplBuod avad dlaothiuata.

Ta cuoTAUATO TWV ACKWVY Vo GEPOUV ELOIKO cuoTnua ANPewg SElyUATWY allatog Ue KEVO,
0€ KAELOTO KUKAWHA (ULIKPOG ELSLIKOG A0KOG XWwPNTKOTNTAG TouAdxLotov 30 ml), To omoio va
e€aodalilel andAutn otelpotnTa 0TO AapBavOopevVo alpa yla Ty amopuyn EMUOAUVOEWV
otov mepBarlovia xwpo kat 6mou Ba cuAAéyovtal ta mpwta ml aiparog, mpwv TNV Kupia
AN,

MNa tn otipn twv cwARvwy, o TEAIKOG aokog Tou Ba amobnkeutel to mapdywyo ZE va
dépel onwaodnmote amnd duo(2) avOekTikA avolypata oe KAOe KATA LAKOC TTAEUPA TOU.

Eni ekAOTOU AOKOU TOU CUOTAUATOC Bol UTIAPXEL ETIKETA UE TUTIWHEVA OAQ TA amapaitnta
otolxeia (ISO 3826-2). Ou etikéTeg Ba pEpouv gukplv Kal avaAloiwtn ektunwaon, Ba ival
OVOEKTLKEG KAl APLOTNG TIOLOTNTAC WOTE va NV aAlowwvovtal i kataotpédovtal (ot idLeg R
N ektunwaon toug) oe Stddopoug xelplopous R otnv Puen/andoduén. Na kataotpédovrat
Kall 0L va. amokoAAouvtal o€ tpoonaBela anokoAAnong (1SO 3826 §5.2.9 kai 7.4)

ZApavon Kot Tonof£tnon eTikeTwv KAOE aokou.

1. Nepypadn MEPLEXOUEVWV KOLL TIPOTELVOEVN XProN

2. JUvBeon, okevaOoMA KoL Oyko R palo TOU QVIUINKTIKOU Ko/ i TOU ouvtnpntikol
SLoAUpaTOoG Kal KABe AAAO UALIKO TIOU ELOAYETAL OTIWCE ETLONG KAl TOV OYyKOo 1 TN pala tou
OLMOTOC KOL TWV TIAPAyWwYywV TIPo¢ cUAAoyr Tou S€XeTaL 0 avtiotolyo¢ aokog(my 400 n
300ml)-1S03826 § 7.1.8

3. Ifuavon Tou va TPoodlopilel TIC CUVONKEC AMOOTEIPWONG KAl MN

TIUPETOYOVWV

4. Tov kaBopLopo tn¢ maptidac.

5. Tov KwSLKO MPOoIOVTOC TOU KATAOKEUAOTH).

InUelwVeTaL OTL 06nyieg yla avayvwplon ¢Bopag Twv aokwv, CUVONRKEG AEPLOUOU Lo HLa
XPNoN TOU aoKoU UTopel va Tteplypadovtal oTig 0dnyleg xprnoswg

MpoTEVOUEVEG SLAOTACELG MAACTIKWY OOKWY, TIEPLOXWV ETIKETWV Kal xwpntikétntag. (Ot
Slaotdoelg auteg dev elval SEOUEUTIKEG)

Xwpnukotnta(ml) Ecwt. MAdtog EcwT. HAKOG TMEPLOX  ETIKETOG | TEPLOXH)  ETIKETAG
(mAdTog £5 XWA) (Uog £5 )

300 120 145 100 90

350 120 160 100 100

400 120 170 105 105

450 120 170 105 105

500 120 185 105 105

OL OUVOEOELC TWV OVTUTNKTIKWY Kal TIPOOBETIKWY SLaAUPATWY va gival oOudwva PE TIG
oényieg tn¢ Evpwrnaikng @appakomnotiag (Eur.Ph.)katl va avaypddovtal avaluTika i Twy
ETIKETWV TWV avtiotolywv aokwv I1SO3826 § 7.1.b

OL mpodlaypadésc Twv QoKWY O avtoxn Katd tnv ¢puyokeviplon va cupdwvolv PE TO
1SO3826 § 5.2.7. kot 5.2.8.(5000gX10min otoug 4o kat 37°C) .

OL poblaypadécg avtoxn g Tou mMAaoTikoU o€ dladope Beppokpaacieg va cupudwvouv e TO
ISO3826-1, 2003 map. 6.2.5. (amoBnkevon os -80°C yia 24 wpeg)



2YZKEYAZIA

Ta &ladopa ocuoTAHATA OOKWV ME evowpatwpévo idtpo Asukadaipeong , Ba elvat
TOMOBETNUEVA OE ATOULKA CUOKEVAOLA, i Kal SU0 avd CUCKEUAGCLO YL TO CUCTAUATA TIOU
Sev mephapPavouv ¢idtpo Asukadaipeong, evtog MAAoTIkoU Stadavouc i and aAoupivio
€161koU a.opaloug Kal avOeKTIKOU GaKEAOU, ATTOOTELPWUEVOL KOL EPUNTIKA 0DPAYLOUEVOL.
H ouokeuaoia Twv AoKWV Kal TwV CWARVWY TOUG EVTOG Tou dakéAlou Ba eival avetn xwpig
va elval SutAwpévol ) va p€pouv toakiopata o dtadopa onueia Tou .

Eni tng etkétag tou dakélou amd aloupivio (mpodiaypadr EKEA) Ba avaypdadovrtat
TOUAGXLOTOV OL TTEPLEKTIKOTNTEG TWV OLOKWV TOoU cuoTthpatog .. (450 x 450 x 300 ml ) to
€(60¢ Tou avtunkTkoU Kal Tou pocBetou Slalupatog kabwg kat n nuepounvia Anéng twv
aokwv. I1SO § 7.2

Eniong eival amapaitntn n avaypadn mni Twv €TIKETWV TNG CUCKELOOLOG TO Ovoua Kal n
SlevBuvong tou Kataokevaoth/mpounBeuth, N nuepopunviog AnENg XpNong TwWV acKWV Kal
o0 mpoodloplopol tN¢ maptidag. Eav xpnowuomoleitat Sdiadavig cuokevaoia, OAeG ol
mAnpodopiec mou npoavadépbnkav Ba pEneL va mapouotalovtol OTNV ETIKETA TOU AoKOU.
OL pakelol Twv aokwv Ba eival TomoBeTnUEVOL LE AVEDH KL TIPOOEKTIKA, EVTOC AVOEKTIKOU
Kall KAELOTOU KLBWTioU pLkpoU Bapouc Kot EUKOANG LETOPOPAG.

Entl tou kiPwtiou petadopdc Ba eival eTMIKOANUEVN ETIKETA UE EVKPLVWG avaypadOpeva
TOUAQXLOTOV Ta KATWOL amapaitnta otolyela: EpyooTtacio mapaywyng kat dtevbuvon tou,
€ldog ouotuatog aoKWV (SLMAGG — TPUTAOC K.A.TT.), TIEPLEKTIKOTNTA TOU CUOTUATOG (TT.X.
450 x 450 x 300 ml ), To €(60¢ TOU AVTUTINKTLIKOU KoL Tou pocoBetou StaAupartog (CPDA-1 A
CPD/SAG-M k.A\.1..), n nuepopnvia ARENG tTwv ackwv, n Beppokpaocia amodrkeuong Kot n
EUMEPLEXOUEVN EVTOC TOU KIBWTIOU TOCOTNTA CUCTNUATWY a.oKwV. 1ISO3826 § 7.3

OL ETIKETEG OAWV TWV 0LOKWV KAl TWV KIBWTwV peTadopdg Kal oL 0dnyieg xprioewg Ba sival
otnv EAAnvikn yAwooa 6nwg auto Loxuel ano 12/7/1998 oe edapuoyr) NG UT. aplop.
93/42 obnylog tng E.E kat va dtaBétouv kataAnAa cUuBoAa.

Evtog kabe kiPwtiov petadopdg Ba UTIAPXOUV UTOXPEWTIKA AVAAUTIKEG 0dnyleg XpProng
TWV 00KWV 0TnV EAANVLKA YAwooa.

H &udpkela {wng twv aokwv Ba eival TouAdxlotov Svo (2) xpovia amd tnv nueEpounvia
anooteipwong toug 1ISO3826 § 6.2.

BAZIKEZ YIMOXPEQZEIZ

1. H 6An Swadikaoiog mapaywyns twv ackwv Ba eival cupdpwvn pe to G.M.P. H mpwtn UAn
Ba eivat MedicalGrade. O@a tnpouvtal OAeg oL avwtépw {nToLueveg Tpodlaypadeg Tou
1SO3826/1993. Ta cuotripata Ba pEpouv OAa tnv £vdeleén CE Mark emi tng €TIKETAC aokoU
kal KiBwtiou petadopdg (va katatiBevral ta oxetikd niotomnointikd CE Mark).

2. Na TpookouloBoUv EeTMIONUEG UEAETEC KOL TILOTOTOLNTIKA TIEPL TWV TPOOHEPOUEVWY
OVTUTNKTIKWY Kol TPOoOeTIKwY SltaAupdtwy omou Ba emiBePfalwvetal n ouvtipnon Twv
epuBpwv 35 1} 42 TOUAAXLOTOV NUEPEG avTioTOLKAL.

3.0 ETIKETEC OAWV TWV AOKWV KoL TwV KIBwTiwv petadopdg kat oL 06nyieg xprioewe Ba sivat
otnv EAAnvikn yAwooa Orw¢ auto oxVUel anod 12/7/1998 os sdappoyr) tne urm. apldu. 93/42
oénytag tnc E.E kat va StaBEtouv katd@AAnAa cUpBoAa.

4. 3e évav (1) ek Twv 60pUPOPIKWV AOKWV KABE CUCTAUATOC, XWPNTIKOTNTOG TOUAAXLOTOV
300 ml, Ba avaypAadeTal OTNV ETIKETA «OLUOTIETAALN TTEVTE (5) NUEPWV» KaL OL 0lOKOL va lvalt
oupBartol yia To avaAoyo mapdywyo Tou aipatog nou Oa anodnkeuteL.

5. Na katateBel touAdylotov 3 Selypata aokwv amo KaBe mpoodpepOUeVO TUTIO TIPOG
aflohoynon.



EmutAéov Bewpeltal autovonto mwc ot mpoodepopevol ackol Ba eival oe Béon va
g€etaotolv -eav KplBel anapaitnto-cuudwva pe to €8kd Chemical kat Physical tests twv
Annex A kot B tou I1SO 3825.

EIAIKEZ TEXNIKEZ MPOAIATPADE:

To olotnua va eival KAeWOTO Kal va amoteAeital amd 4 aokoUG. O apxLKOG aoKOG
awpoAnyiog va pépet 2 €660u¢, pia avw yla TNV e€aywyr) ToU TTAACHOTOC KAl Hia KATW yla
™V e€aywyn Twv epubpokuttdpwy. To cuotnua va ¢EPeL evowUaTwHEVO GIATPO yla Tn
Aeukadaipeon Twv epuBpokuTtTdpwy. Evag K TWV AOKWV TOU CUCTHUATOC va TieplExetl 100
ml SAG-M yLla Tn ouvtpnon Twv epuBpokuttdpwyv yla 42 nuépes. To 6Ao cUOTNUA TIPETEL
va eival Kat@AAnAo yla Tnv mapaywyn atgonetaiiwv and Buffy Coat, kaBwg kat va givat
KatadAAnAo va tomoBetnBel otnv autdpatn cuokeun SlaxwpLopol MAAoUATog. To cuoTnua
va €lval amooTelpwUEVO e TN HEBoSOo atuou.

To nepiPAnua twv ¢ATpwv va eival KOTOOKEUACUEVO ATO UAIKO APLOTNG TOLOTNTOG, AV
elvat duvatov evkoumto yla acpoir tomobétnon otnv ¢uyokevipo (n SladopeTikd va
katateOel deiypa yia afloAdynon), BlooupBoto pe To aipa Kal to mapdywyd tou, SLauyEg
KOlL AXPWHO TIPOG Apean avtiAnydn Tou MeEPLEXOUEVOU TOU aAAA KOl TNE PO G TOU.

O oxebL00UOC TOU CUOTHUATOG VA TIAPEXEL OAEC TIC SLEUKOAUVOELS OTOV XPHOTN HE TNV
omapén katdAAnAwv Stakomtwyv kat BaABidwv acpadeiag , oUTWC WOTE TA MAPAYwWYA VOl
obnyouvtal otn cwotr) Kateubuvon xwpic SuokoAia.

JUpudwva pe T odnyieg tou ZupPouliou TG Eupwnng kat yia t StachdAion tng
TOLOTNTAG TWV TPOLOVIWY QUPOTOG TO EVOWHATWHEVO GIATPO yla TNV Asukadaipeon Twv
€£pUBPOKUTTAPWYV TIPLV TNV amoBrikeuon Ba MPEMEL va EMITUYXAVEL TAL £EAG :

ATIOULAKPUVON AEUKOKUTTAPWY TETOL WOTE VA TAPOUEVOUV AeUkd <1X10° avd povdda
OUUTTUKVWHUEVWVY EpUBpWV.

H moootnta tng aiwgoodalpivng peta tnv Asukadaipeon va eival TouAdylotov
40g/povada(Avaktnon epuBpwv : 90%). Emiong Ba mpémet :

Na eival ¢pidtpa 4ng yeviAg KoL va LNV armatLteital evepyormnoinon e ¢pucloAoylkd opo TpLv
™ Xpnon.

Oa mpémnel va eival BlooupuPatd Kol TPOTIUNTED UE KATAAANAO mepiPAnua HELWVOVTOG
EVTEAWG TOV TPAUMATIONO TwV ackwv efattiag tou meplBAnuatog tou ¢iAtpou Katd tnVv
duyokévtpnon.

O ouvoALKOG Xpovog TG SinBnong twv epuBpoKUTTAPWY va PNV elval HeEYaAUTEPOG amod
40min. Na &ivetat n duvatotnta ywa Asukadaipeon eite oe Bepuokpacia dwuartiov, eite
otoug 4°C.

H Stadikaoio KATaoKeung TwV TPOOHEPOUEVWV CUOTNUATWY KL TO XPNOLUOTOLOUUEVO
UALKO Tpémel va eival oupdwva pe To G.M.P. KOl N KATAOKEUN TOUC va mepltAapBavel
BloAoyIkEC Kal XNUIKEG Soklpaoieg BlooupBatotnToc.

Na StaBtouv orypavon CE — mark mou va katatiBetal pe tnv npoodopa.

Noa mapéxetal n SuvatoTnTa TLOTOMOLNONG TOU TIPOIOVTOG LLE TIOLOTIKO €AgyX0 KOOwWG Kot
™¢ dtadkaoiag TS xpriong amo tnv Alpodooia.

Noa tpookouloBel kavog aplBuoc aveédptnTwy UEAETWY SNUOCLEUUEVWVY OE ETLOTNMOVIKA
TIEPLOSIKA TIOU VO TEKUNPLWVOUV TIC €TOO0ELC yla TO PIATPO, TO QVIMNKTIKO , TO
TPOOOETIKO SLAAL A KL Ta €6 TWV MAACTIKWY TWV A0KWV TOU CUCTHATOC OTLG OTtoleC Ba
emBeBawwvetal n amnodoon Kal n KATAAANAOTNTA Twv TpoavadepBEVIWY yla TV
AelToupyla 0TV omola amooKomnouyv.



Ta Slddopa CUCTAUATA ACKWV HE EVOWHOTWUEVO PiATtpo Asukadaipeong , Ba esivat
TOMOBETNUEVA OE ATOLKI) CUOKEUAOLA.
OL ETIKETEG OAWV TWV OLOKWV KAl TWV KIBWTLwV peTadopag kat oL odnyleg xpnoewg Ba eivat
otnv EAAnvikn yAwooa O6nwg auto Loxuel ano 12/7/1998 ce edapuoyr NG UT. aplop.
93/42 obnyiag tng E.E kat va dtabgtouv kataAAnAa cUBoAa.
Evtog kaBe kiBwtiov petadopdg Ba uTAPXOUV UTIOXPEWTIKA AVOAUTIKEG 0dNyLEC Xxpriong 1
QOKWV 0TNV EAANVLIKN YAwooa.
H Sudpkela wng tTwv aockwv Ba eival touAdyxlotov SUo (2) xpovia amo TNV nNUEPOUN
anooteipworn ¢ toug I1ISO3826 § 6.2.
Na katateBel Selypa mpog afloAoynon.

9.10.11.12.13. Texvikég mpodilaypadég avaAwoipwv o€t , Kwdikoi 49899, 49900, 49901,
49905, 49902, pe to pnxavnua (1) ywa adaipson mopoywywv oipatog amnd S0teg
(amattovvtal U0 pnxoavApata yo KAAUYP N Twv avaykwy Twv acBevwv

1. Na AettoupyoUv e TOAU PLKPO Kal oTaBepd (UIKPEC SLOKUUAVOELG) EEWOWHOTIKO OYKO

(Ayotepo amd 200ml, mARpeg alpa ) <amod 90ml RBC) yia va pmopouv va xpnotponotnbouv

o€ SOTEC UE ULKPO EEWOWHOTLKO OYKO.

2. Na edapudlouv og pnxavnua pe ¢puyoKeVTPO GUVEXOUG PONC.

3. Na AsttoupyoUv pe povny PAefokévinon xwpic va Siwakomtetatr n  Siadikacia

SLoXWPLOUOU Kol GUAAOYAG TWV MOpaywywyV TOU OLLHATOG.

4. O\a ta o€t va €xouv TNV Suvatotnta eAéyxou TOoo t¢ PAEPBIKNG Ttieong emotpodrg 600

KOl TNG apTNPLAKNG Ttieong mapoxng, kat va SlatiBevtal evowpatwuéva oe §0Ko He OAEG

TLG AMOPALTNTEG UTTOSOXEG (YPAMUEG QVTALWY KOL TIAPOXWV) yLa TNV EUKOAN KoL AUTOMATN

TOMOBETNON TOUG OTO UNXAVN L.

5. Na urtdpXouV OTa OET ALUOTIETAALWY EVOWHATWHEVOL AOKOL yLa TNV TAUTOXPOoVN cUAAoYN

oe pw Sadkaoia , OutAég Oepameutikég 6b6oelg  alpometaAdiwy, mAdouatog &

CUUTTUKVWHUEVWY €pUBpWV .

6. Na mapéxouv tnv duvatdtnta napakoAolOnong Twv CUAAEYOUEVWY OULLLOTIETOALWY TTOU

OUYKEVIPWVOVTAL OTO 00KO GUAAOYAG YL TOV UTIOAOYLOMO TNG CUYKEVIPWONG KOL TNG

TTOOOTNTAG OLUTWV.

7. Ta o€t alpomnetoAiwv va dlabétouv evowpatwpévo ocuotnpa Asukadaipeong, mou Ba

eaodaldilel oe kdaBe ouvedpla TNV OUANOYR AeUKADALPEUEVWY OLUOTIETOALWY Kol

TAGOHTOC (empuoAuvon Aeukwv Aydtepo amd 1 X 10°). Na urtdpxel oxeTikr £v8etn yia to

eninedo tn¢ Aeukadaipeong oto TéAog kabe ouvedplag otnv 086vn Tou pUNXAVHAUATOC.

8. Na umdpxel evowpotwpévo ¢iAtpo vy tnv Asukadaipeon Twv OUAAEYOUEVWV

OUMTTUKVWHEVWY puBpv {(pia i VO novasec) (<1X10° uroAeutopeva)}.

9. Na umapyeL TANPNG OELPA OET YL TNV EKTEAECN OAWV TWV MAPAKATW MPWTOKOA WV OTO

HLKPOTEPO SUVATO XPOVO GUANOYNG :

® JUUTUKVWHEVA QLUOTETAALA 5 nuepwv: pia, 800 N TPELG Bepameutiké SOOELG Ue
Suvatdtnta tautdxpovnGg cUAAOYNG MAACOUATOG KOL CUMTMUKVWUEVWY €puBpwv ( HE N
Xwplc evowpatwuévo dpidtpo Asukadaipeong)

e YMEPOUUTMUKVWHUEVA OLUOTIETAALD 5 nuepwv: pla, SUo 1 TPELC OepameUTIKEG SOOELG
(dryplatelet) pe avtopatn mpooBnkn MPOoBETIKOU SLAAUUATOG.



e Auvatotnta autopatng TmpooBnkng TmpooBetikou  SlaAlpatog  gpuBpwv  Kal
Aevkadaipeon kata tnv dtadikacia(online).

o Aeukadalpepévo mAdopa 1 €wg 4 povadeg (éwg 400ml/povada) pe Suvatotnta
Xopriynong uypou avrtikataotaong (amno vyteic §0teg)

e AUTAQ cuPTUKVWHEVA Aeukadalpepéva epubpa

1l OTOLOVENTIOTE ETUTPENTO CUVSUAOUO TWV AVWTEPW

OAa ta avWTEPpW Mapdywya eivat Asukadalpeuéva Kat £ToLUa PO Xpron 1 anobnkeuon.

10. Ztoug¢ OaAdpoug otaAaéng va uTapxouv EL8IKA  PIATpa TTAPAKPATNONG TwV

HLKpOoBpouBwoEwv.

11. Na tnv dtaduAagn TnG OTELPOTNTAG TWV OET VA €lval TPoouvoedepéva :

a) H BeAdva yla TNV aptnpLlakn mapokEVINon.

B) Zvotnua SewypatoAndiag otnv ypapun mapoxng, Kabwg Kol OTOUG aoKoUG
OUAAOYNG QLUOTIETAALWY YLO TOV EAEYXO TIOPAUETPWY TOU SOTN KOlL TOV TIOLOTIKO EAEYXO TOU
TPOiOVTOG avtioToLya.

12. Na umadpyxel duvatdtnta cUAAOYNC KoL TWV TPLWV TOPAywywyv Tou aipatog, dnAadn
OUUTTUKVWHEVA €pUBPA, CUUMUKVWHEVA OLUOTETAAL Kol TAQOMPQ, 1 Omoloudnmote
ouvbuaopol autwv Tautoxpova oe pia Stadikacio (éva oet). Ta mopdywya va eival
£€TOLA TTPOC amoBnKkeuon Kal xpron.

13. OAa ta mopaywya va Staxwpilovtal kal va cUAAEyovtol ameuBeiag otov TpPog
LETAYYLON aoKO Katd tnv Stapkela tn¢ Stadikaoiac.

14. Na Swobétouv CE Mark kat FDA approval, kaBw¢ Kal va UTIAPXEL TEKUNPLWHEVN
eunelpia xpriong otnv EAAGda kot oto EEwteptko.

15. Na umnapyet 6tebvng BiBAoypadia mou va TEKUNPLWVEL OAO TA TIPWTOKOAAQ KOl TLG
Sladikaolec.

To avwTtépw cUOTNUA VA TIOPEXETAL E TOV AVTLOTOLXO OUVOSO EEOTALOUO.

14.15.16.17.18. Texvikég npodiaypadég avalwoipwyv ost, Kwdkol 49897, 49898, 80103,
49896, 49895, ue TO pnxavnua (2) ywa adaipeon napaywywv aipatog Kot Ogpaneutika
MPWTOKOAA QL

1. Na mAnpouv ta standards aodaleiag E.E. kat FDA Apepikng, va dépouv CE Mark kaBwg
KOLL VOL UTTAPXEL TEKUNPLWUEVN EUTIELPLO Xpriong otnv EAAASa Kal oTo EEwTePLKO.

2. Na katoteBel mAnpng KATAAOYoC TwWV aAVAAWGCIHUWY

3. Ta o€T va €ival €Tolpa mpog xprnon.

4. H tonoB£tnon Toug 0To PNXAVNUA VA YIVETAL EUKOAQ KOl QUTOUATA

5. Ol 0dnyleg TomoBEtnong va daivovtal otnv 006vn Kal pe MARKTPA adnc ylo Ta otadla
Stadkaoiac.

6. Na £€X0UV EVOWHATWHEVOUG OAOUG TOUG mapaitnToUG aoKoUG

7. H Behova dpAsBokévinong va eival 17G.

8. Na umdpyetl Suvatotnta yLo Xpron MPoypPaUUATWY gpyaciag pe SUo BeAOVEC Kal HE pia
BeAova.

9. Ta o€t va elval plag xpRoewe Kat pikpou (Ayotepo amd 200ml oAko aipa ) kal otaBepou
efwowpatikol oykou, kaB' OAn tn Sapkela NG Sladlkaciag £Tol WOTE va UTIAPXEL
Suvatdtnta culoyng n Bepaneutikig adaipeong oe d0teg | aoBeveic pe xaunAoug Ht,
XOAHNAG BAPOG CWHATOG Kol TtaLSLAL.



10. Noa O&waBétel mARpn OeElPA OET ylo TNV EKTEAEON EYKEKPLUEVWY Sladikaolwy
SlaxwpLopou, cUAAOYNAG Kot adaipeong KUTTAPWV :

o JuMoyn awuonetadiwv (1 n 2 6ooeig) 5 nuepwv

e JuMoyn nAaocuarog

o Tautdypovn culdoyn awuometadiwy, Kot TAAOUATOG

e JuMoyn kokklokuttapwv (PMN) ue n xwpic tnv xprnon Soykwtikwv SlaAvuatwy
(HES)kat Aeupokuttapwyv

o Juldoyn apyEyovwv QIUOTOLNTIKWY KUTTAPWV QIO TEPLPEPLKO aiua r/kat amo
UUEAO Twv ootwy (emteéepyaocia-Siaywplouoc BM)

o  Qeparmeutikn avtaldayn epuBpwV AUOCPALPIWY UE AVTIKATATTAO!

o OepareUTIKN APAIPECH KOKKIOKUTTAPWYV , AEUPOKUTTAPWYV KAl ALUOTIETAAIWV

e Oepameutikn avtaAdayrn MTAAOUATOC UE AVTIKATAOTAON

To avWTEPW AVOAWOLUA VO TIAPEXOVTAL LE TOV AVTLOTOLXO 0UVOS0 €EOTTALOUO.
19. Texvikég mpodlaypadig avaAwoipwy ot adpavonoinong anod naboyova pe o€ pool

4-8 povadwv atponetaAiwv n atponetalinv adpaipeong to pnxavnua 3
KQAIKOX 181196

To o€t enefepyaociag alponetaAiwy yla tnv adpavomnoinon maboyovwy, va gival KAELOTO
KUKAWQ yla va Statnpouvtal Aonmteg cUVONRKEC KAl va amoTteAelTal ano:

e QOKO e To SlaAlupa adpavomoinong

e  0OKO ylO TNV dWTOXNULKA enefepyaaia

® QOKO HMe KOTAAANAN oOuokeurp O©UA\OYAG yla TNV  €haylotonmoinon Twv
dWTOMPOIOVTWY TIOU TTOPAYOVTAL KATA TNV aKTvoBoAia Kal

e ¢van Vo aockoug petadopadg kot GUAAENG TwV AdPAVOTIOLNUEVWY ALLLOTIETOALWVY.

Noa pmopel va xpnotpornownBel oe aiwponetdAia and adaipeon i and cuvévwaon (pool)
HMELOVWHEVWY oKWV, CUAAEYUEVO o€ TPOooBeTKO StaAupa 1 100% MAGOUO KAl VoL TTapAyEL
adpavoToLNUEVECG DEPATIEVTIKEG LOVADEG LETAYYLONG.

H a&loAoynon va urntoAoyloBel avd aockd povou 60tn pe Bdaon tn cuvévwon (pool) mévte (5)
QoKWV povoU §6tn alpomeTaAiwvy.

Na umapxel Suvatotnta emloyng amo SladOopeTIKEG CUOKEVAOIEC wWoTe va Slvetal n
Suvatodtnta evelifiag otnv enefepyaocia Twv alPOTETOAlWY avaAoyws tng Slabéoung
TTOOOTNTOG OLUTWV.

H adpavormoinon yla ta alpomeTaALla va Uropet va epapuoleTal o€ OYKO ALUOTIETOALWY O€
PAS 255-325ml ywa ouykévipwon omd 2.5 éwc 6 x10™ kat oe PAS 300-420ml ylo
ouykévtpwon amnd 2.5 — 8 x10'. O Adyoc mAdopa/PAS Ba mpénel va Statnpeitat petafl 32-
47 %.

H &wadikacia adpavomoinong ylo to allometdAla vo pmopel va sdapudletal yla
OUYKEVTPWON aLpomeTaAiny £we kat 8 x10™.



H &paotikn) oucia Ba mpémel va Swamepva tn HEUBPAVN TwV AEUKOKUTTAPWV yla TV
QIMOTEAECUATIKI) adpavomoinon TuXOV MOAUCUOTIKWY EVOOKUTTAPLKWY TaBoyovwy Kabwg
KOLL YLOL TNV OTTOTEAECATIKY) adpavoTtoinon Twv AEUKOKUTTAPWV.

To cuotnua adpavomoinong alOMETOAlWY va eMITPEMEL TLoTonotnuéva, pe CE Mark, tnv

Slatripnon twv aomeTaAiwy yla 7 nUEPEG XWPLE va elval amapaitntn n anokpudn Toug

arnod 1o dwe katd tnv puAaln.

e H dwadikacia tng adpavomnoinong va pmopei va yivetat oto TEAog TNG NUEPAC LETA TNV
ouAAoyn.

e O xpbvog pwtoxnUIKAG enefepyaciag va elvat mepimou 3-8 AemTd ava acKo.

e Ta oet enefepyaoiag va eival motonolnuéva cupPatd PE TOV TAPEXOUEVO GUVOSO
ocuotnua aktwvoBoAnong (illuminator).

ErutAéov

e Ta mapayoueva adpavormoLlnUéva aLOTIETAALN Ba TTPEMEL va propouv va dtatnpnBouv
avaloiwta oe pucloAoyIkéG cuvBnkeg amobrnkeuong mepAapuBavopévng tng €kBeang
07O 0paTd GWC Kal TG ATLag avakivnong.

o Na efaodalilel Tnv MARPN AELTOUPYLIKOTNTA TWV ASPAVOTIOLNUEVWV TTAPOY WY WV

e Ta adpavomolnNuéva CUUTIUKVWHEVO OULUOTIETAALA Ba TpEmeL va €xouv cupmeplpopa
avaloyn HE E€Kelvn TwV OCUUPATIKWV-UN adpavoToNUEVWY OTOV EAEYXO Kal TNV
QITOTPOTI TNG aLloppayiog

e Asv Tmapopévouv TOEKEG N UETOAANAELOYOVEC OUOCIEC OTa  TPOG  HETAYYLON
adpavorotlnpéva mapaywya.

e OL aokol aipatog Twv ot adpavomoinong Ba MPEMeL va €ival AMOCTEPWUEVOL E
TeXVoAoyieg mou va amokAeiouv omoladnmote mBavotnta aAAEPYLKAG avtibpaong tou
a0Bevoug (onwc €xel avadepOel m.x. pe texvoloyia amooteipwong ethyleneoxide).

H kataokevaotpla stapia va Sltabétel motonoinon katd ISO kot Katd mpotipnon

TO £€eLOIKEVEVO YLa LATPOTEXVOAOYLKA TipoiovTa ISO 13485.

To mnpoodepouevo ocuotnua adpavomoinong Ba TpPEmMeL va  emtuyxdvel emineda

adpavornoinong touAdaxlotov 4Log g yLa Ta KALVIKA GNHAVTIKA taboyova Omwg:

- Auvvntikd Bavatndopa idn Baktnplwv yvwotd yla tnv mpokAnon ondng

- Staphylococcus epidermidis, Staphlococcus aureus, Propionibacterium acnes,
Streptococuccus pyogenes, Serratia marcescens, Yersinia enterocolitica, Bacillus cereus,
Escherichia coli, Enterobacter cloacae, kat Klebsiella pneumonia.

- Tvwotol cuxva petadlbouevol péow PeTayylong Lot omwg HBV, HCV, CMV,HIV

- Noapayovteg avayvwplopévol amod to AABB cav peoaioag/uPnAng onuaciog amen yla
Vv aodaAela Tou petayywopevou aipartog: Dengue, Babesia, Chikungunya, St. Louis
Encephalitis Leishmania (Major lJish kat Mexicana), Trypanosoma cruzi Kot
Plasmodium falciparum

- KaBwg Kal yla To LOAUOUATIKA AeuKoKUTTAPA TOU §0TN.

Oa mpeneL va KotateBoUv HEAETEC TOU va ArtoSEKVUOUV OTL:

. To npoodepouevo ovotnua adpavomoleli peydlo eUpog¢ maboyovwv
ocuunepAapuBavouévwy TwV WV PeE TEpIBAnua, Xwpig mepiBAnua Twv gram BeTKWY Kot
0PVNTIKWV BoKTnpiwy ,TWV Mapacitwy Kal TwV ASUKOKUTTAPWY Tou 80TN. JUYKEKPLUEVA Va



emtuyxavel Babud adpavomoinong twv avwtépw maboyovwv (peiwon oe logl0) kat’
eAdylotov katad 4 logl0.

o Efaodalilel tnv mARpN AEITOUPYLKOTNTA TWV 0LOPAVOTIOLNUEVWV TTOPAYWYWV.

e Ta adpavomolnNpéVa CUUMUKVWUEVA OLUOTIETAALD €XOUV CUMTEPLPOPA avAAoyn HE
EKELVN TWV CUUPATIKWYV — UN adpovomoLlNUEVWY OTOV EAEYXO KOL TNV QTIOTPOTH TNG
ogoppayiag.

e Asv TOpOPEVOUV TOEKEG 1N UETAANAELOYOVEC OUOCIEC OTA  TIPOC  UETAYYLON
adpavornolnuéva mapaywya.

Alota NaBoyovwy mou anodedetypéva MPENEL va adpavonolouvral:
loi pe nepifAnua
o HIV
e HBV (otéAexog MS-2)
e HCV (otéAexog Hutchinson)
e HTLV
e (CMV) Kuttapopeyaloiog mou oxetiletal pe ta KUTTOpa
e Chikungunya virus
e West Nile virus
e Influenza virus (type A, HIN1,H5N1)
e SARS
loi xwpig nepifAnua
e Bluetongue virus
e Calicivirus
e Simian Adenovirus (SV15)
e Human Adenovirus-5
e Parvovirus B19
Gram apvntika BaktipLa
e Escherichia coli
e Serratiamarcescens
e Klebsiella pneumoniae
e Pseudomonas aeruginosa
e Salmonella choleraesuis
e Yersinia enterocolitica
e Enterobacter cloacae

Gram Ogtika Boaktrpla
e Staphylococcus epidermidis
e Staphylococcus aureus
e Streptococcus pyogenes
e Listeria monocytogenes
e Corynebacterium minutissimum
e Bacillus cereus (meplappavelonopouc)
e Bacillus cereus (BAaoTiko)
e Bifidobacterium adolescentis



e Propionibacterium acnes

e Eibn Lactobacillus

e Clostridiumperfringens (BAaotikn popdn)
BaKTAPLA TOU YEVOUG TWV OTIELPOXETWV

e Treponema pallidum (cUdWAn )

e Borrelia burgdorferi
Napaotta-npwtolwa
Plasmodium falciparum (eAovooia)
Trypanosoma cruzi (vooog tou Chagas)
Leishmania mexicana (otad10 LETOKUKALKOU TPOUACTLYWTOU)
Leishmania major Jish (otadlo apaotiywtou)

AeukokuTttapa

Na katateBouv PEAETEG in vitro TMOU va KATASEIKVUOUV avaoToAf] 0Tov TIOAAQTTAQCLOCHO
TWV AEUKOKUTTAPWV KaBwC¢ Kal avaoToAr] otn oUvOeon KUTTOPOKWVWV amd  Ta
AEUKOKUTTOPO HETA ATTO T GWTOXNULKA enefepyaaia

No tapExetal o anapaitntog ouvodog e€OMALOUOC.

20. Texvikég mpodiaypadéc avalwoipwy ost  adpavonoinong andé naboyova oe
nAdopa anod aipodocia r anod adaipeon He To pnxavnua 4
KQAIKOX 181197

Na eival oe ouokevaoia acdaleiog, miotomownuévo pe CE Mark ywa tnv mapaywyn
adpavomolnpévwy ano naboyova BepameuTIKwY Hovadwy PETAYYLONG.

To oet eneepyooiag mMAdopatog yla tv adpavomoinon nmaboyovwy, va eival KAELOTO
KUKAWHQ yla va SLatnpouvtol AonTTeg oUVONRKEC.

Noa propel va xpnotpomnolnBei kot oe mAaopa ano adaipeon.

H &paotikn) oucia Boa mpémel va Swamepva tn HEUPPAVN TwV AEUKOKUTTAPWY yla TNV
OTOTEAECUOTIKA 0dpavVOTIOiNcn TUXOV LOAUCHATIKWY EVOOKUTTAPLKWY TtaBoyovwy Kabwg
KOLL YLl TNV OITOTEAECATLKN adpavoroinon Twv AEUKOKUTTAPWV.

JUYKEKPLUEVA VAL ETILTUYXAVEL HEyLoTa emineda adpavomoinong yla Ta KAWVIKA OnUOVTIKA
naBoyova Omwe:
a) Auvvntkd Oavatndopa €idn Poaktnpiwv yvwotd ywa TNV TNPoOkAnon ondnc:
Staphylococcus  epidermidis, Staphylococcus aureus, Propionibacterium acnes,
Streptococcus pyogenes, Serratia marcescens, Yersinia enterocolitica, Bacillus cereus,
Escherichia coli, Enterobacter cloacae, kat Klebsiella pneumonia.
b) N'vwotol ol , cuxva petadldopevol péow petayylong onwc : HIV, HBV,HCV, CMV, 10¢
AvuTtikoU Neidou, LoU¢ ypinng (tumog A, HIN1,H5N1)
c) Mapayovteg avayvwplopévol amno tov AABB cav peoaiag / uPnAng onupaciog anein ya
™V acdpdalela tou petayywlopevou aipatoc: Dengue, Babesia, Chikungunya, St.Louis
Encephalitis, Leishmania(major Jish and Mexicana), Trypanosoma cruzi kot Plasmodium
falciparum kaBw¢ Kalt ylo Ta LOAUOHATIKA AeuKoKUTTAPO Tou SOTN.
Noa katateBoUv LEAETEG TTOU VA ATTOSELKVUOUV:
o OTL e€aodalilel TNV HEYLOTN AMOTEAECUATIKOTNTA OoTNV adpavomoinon naboyovwy
(6oov adopad to MARBoC¢ Maboyovwy Kal TNV AMOTEAECUATIKOTNTA adpavomoinong
oava naboyovo)



e Aev Tmapapévouv TOEKEG N UeTaAAafloydveg oucleq oOTA TPOG HETAYYLON
adpavormolnpéva mapaywya.
e OtL dev umapyxel avaykn die€aywyng tou CMV teort.

21. Nenideg oteipag cuykOAAnonG cwAnvapiwv ackwv i GIATpWY ME TO HNXAvVNUO
TERUMO SCD (Sterile Connection Device) tTng Alpodooiog
KQAIKOZ 80108

Ot Aentibeg va pumopouv va tomoBetnBouv, va avikatootabouv Kol va cuokeualovtal o€
Kao€teg 70 tepaxiwv ylo €UKOAN Kal Apecn tomoBEétnon xwplc o xpnotng va €pYETaL o€
enadn pall touc.

Na anoppintovtal xwpig eEwTtepLkn emadn yLa TNV MPooTacia Tou XELPLOTH.

Na elvol KOTOOKEUAOUEVEG amo XaAkO, maota Apyupou kol AKPUALKO OUVOETIKO yla
edappoyn oe Beppokpacia Aonmtng cUYKOAANONC.

Ot Aenideg va €xouv tn duvatdtnTa GUYKOAANGNG CWANVWY LEYAAOU €VUPOUG SLOUETPOU
(eowtepkng 2,9-3,1 mm kat e§wteptkig 3,9-4,5 mm).

22. ANTIMHKTIKO yia tnv ouvedpia arpadaipsong
KQAIKOZX 207432

KaBe StaAuvpa va amoteleital and  ACD-A «Anticoagulant Citrate Dextrose Solution -
Solution A USP».

To QVTUTNKTIKO va €ilval IMOCTEIPWHUEVO, LN TIUPOYEVEC, ELOLKO yLla Xprion o Sladikaoieg
HE punxavnuata awladaipeonc.

To dtdhupa va sivat pog xprnong.

Na SiatiBetal o cuokevacio Twv 500 ml

23. NpocBetikd AlaAupa Zuvtipnong ALHonetaliwv o aoko KataAAnAo yia xpnon
otnVv adpavonoinon aLpHonsTaiiwy
KQAIKOZX 223554

MNpooBetikd AldAupa Zuvtipnong ALUOTETAAIWY YLO TNV TIAPOOKEUN OCUUTTUKVWUOTOG
awomnetaAiwyv mpoepxouevou amo Asukn otifada (BC), ywa edpapuoyn adpavomoinong
naBoyovwv.

Na SiatiBetal og aokd piag xprong péoa o Sladavo aokd MOAUTIPOTIUAEVIOU KAAULUEVO
LLE TIAQLOTLKOTIOLNEVO TIEPLTUALY AL,

No XpnOLUOTIOLEITOL YLa EMLUAKUVON TOU XPOVOU ammoBrKeuong alloneTaliwy £wg Kat 7
nuépes. Na umapxetl Suvatotnta cUVOEONC E TOV 0LOKO OULUOTIETAALWY TOCGO HE TN XpHon
OUOKEUNG Aonmtng cUYKOAANoNG 600 Kal pe ouvOeTikd Tumou luer-lock.



24. NAnpeg ot yia t™n ouldoyn SuMARG &oong (6U0 COKWV) CUUTIUKVWHEVWV
oLpomneTaAiwv 5 nuepwv Kat duvatdtnta cuAAoyr( MAACHATOC, HE EVOWMHOTWHEVO
diAtpo Aevkadaipeonc tng T&Eng <1X10° (yia xprion He To pnxdvnua 6)

KQAIKOz2: 41400

25. MARpeg ot ywa tnv Oepamevtikl ouAloynp mAdopatog amd acBev Ko
avtikataotaocn tou HE oABoupivn, FFP R StaAupa nAsktpoAutwv. H Swadikaoia
QVTLKOTAOTAONG TOU va €lval autopatn n Kot emAoyn to XElploth (ywa xprion UE TO
Mnx&vnua 6)

KQAIKOZ2: 238583

Ta mapandvw oet algonetaAladaipeong (o/a 24,25) va eival ywa xnon otov ocuvodo
€€OMALOUO (unxavnua 6). Na elvat povng PAefokévinong Le HOVO AUAO, £TOL WOTE va
UmopoUlV va £apUOCTOUV OTO (810 pnxAvnua ta avtiotoa MPWTOKoAa oe S0TeG N
aoBevelg.

Noa mepllappavetat kat n BeAova mpoomEAaong, n omoia vo UMmopel va avtikataotadet
XwpIG TN XpAoN HUNXAVLKNG OUYKOAANGNG.

Na StaBétouv Sopudoplkolg aokoug SetypatoAndiag, Téco otn ypappry cuAoyng Tou
aipatog npog enefepyacia, 660 KAl 0TOV TEAKO AOKO TOU GUAAEYOUEVOU TIPOIOVTOG

Na mpoodepBouv kal OAa ta uypd StaAlvpata (A.X. QVTUTNKTLKO) Tou xpetalovial ylo TNV
AN PN Asttoupyia Kot epapoyr} ToU MPWTOKOAAOU.



TEXNIKEZ MPOAIATPAQDEZ 3YNOAOY EZONAIZMOY

Mnyavnua (1) via adaipeon mapaywywv oipotoc armd SOTEC ylol TOUC
KwﬁlKOl'Jg 49899, 49900, 49901, 49905, 49902

1. Na elvat oUyxpovng PndLakng texvoloyiag.

2. Na dlaBétel 086vn adng (touch screen) katd mpotipnon €yxpwpn, touAdylotov 10
LVTOWV, yla TNV KAAUTEPN ETIKOWVWVIA Kot TTAnpoddpnon Tou Xprotn.

3. Na StaBétel Aoylopikd otnv eAAnVIk YAwooa yla tnv SLlEUKOAUVON TOU XELPLOTH OTNV
Agltoupyia TOU HNXAVAMOTOG.

4. Na eivat aB6puBo kat EUKOAO GTNV Xprion Tou.

5. Na gival TpoxfAato Kat EUKOAO OTNV UETOKIVNON KOL VA LNV aTtaltel puBpioeLg LETA TNV
HETAKIVNON yla TNV owoTh AElToupyia Tou.

6. O SLoXWPLOPOC TOU aipatog va yivetal Pe GUYOKEVTPO OUVEXOUG PONG Sl LECOU O€T
KAELOTOU KUKAWUATOG.

7. Na Aettoupyel e aVOAWOLUO ULKPOU €EWOWHATIKOU Oykou (<90ml RBC), n Stakvpavon
TOU OToLoU Va €lval 660 To SuVATOV ULKPOTEPN KATA TNV Slapkela tng Stadikaciag.

8. Na Asttoupyel pe povy dAeBokévinon xwplic va dtakonrtetal n dtadikaoia dtaxwplopov
Kol CUAAOYNG TWV TTAPOYWYWV TOU OlLLATOG.

9. Ta mpoidvta va dtaxwpilovral kot va cUAAEyovTal ameubeiog oToV MPOG PETAYYLON 0LOKO
Katd tnv Sldpkela tng Stadikaoiac.

10. Na SlaBétel cloTnUA cuvayEPHUOU, NXNTWKOU Kal OMTIKOU, yla TNV TMPOooTacia Kot
aodalela Tou 80t

11. Ta otadia Aswtoupyiag kabe Sladikaoiag va mapakoAouBouvtal otnv 0Bovn Kot va
elval duvatr) n TPOTMOMOLNOCN TWV MAPAUETPWY, OTIWG OYKOG GUAAOYNG, XPOVOG, KATL., AV Kal
epooov umapxel ELO6IKOG PO ToUTO AOYOG.

12. Na umapyxet duvatotnta ouvexoUC €AEyXou TNG TUKVOTNTOC Kol MOOOTNTAC TWV
OUA\EYOUEVWY aLpoTeETaAlwY KaBwC Kal EAEYXOC YLO TUXOV TOPOUCLa EpUBPWYV KUTTAPWV.
13. Na umndpxetl duvatotnta kaboplopol oploBEtnong UETASLASIKACTIKWY TIAPAUETPWY,
onwg post Hct , Post platelet count , % efwowpatikol Oykou tou 60tn dla péoou
EVOWMOTWUEVOU TIPOYPALLATOC YLOL TNV CUVEXN TOu Tipootacia.

14. Na urtdpxeL EVOWHATWHEVO cUoTnUa Asukadaipeons OAwWV TWV MOPAywWYywV.

15. H emuoAuvon AEUKOKUTTAPWY OTO CUAAEYOUEVA OULUOTIETAALN KoL TTAQOHO va €lval
HkpOTEPN amd 1X10° (xwpic v xpron &iAtpou) kat va UTAPXEL OXETIK EYyUNON HE
€vdelEn otnv 008ovn peta to TéAog kabe dladikaoiac.

16. Ta cUNEYOUEVO CUUMUKVWUEVA epuBpad (pia i Vo povadecg) va eival Aeukadalpepéva
(<1X10° unoAeutopeva Aeukd) Kat vo KaBopileTal 0 GyKoC KOl O QUUOTOKPITNC QUTWV TPV
™V cUAAoyn.

17. Na umndpyxel duvatdtnta cUAAOYNG KoL TWV TPLWV Topaywywv Tou aipatog, dnAadn
CUUTTUKVWUEVA EpUBPA, CUUMUKVWHEVA OLUOTIETAALA pia i U0 BepameuTikwy §OCEWV Kal
mAdopa f  omolwoudnmote ouvduaopoUu  auTwy, Tautoxpova o€ pia  Sdwadikaoia
Xpnolpomolwvtag €va oeT, €bO0OV TO ETUTPEMOUV TA OTOLXELQ TOU 80OTN, XWPIC Ko
TIEPALTEPW ETEEEPYACLO TWV TTOPAYWYWV TA OTola elval €tolua mpog anobrikeuon A xpnon.



18. Ta o€t va elval pag xpriong Kot vol £XoUV EVOWUATWHEVOUC OAOUG TOUC 0.0KOUG Lo TNV
ouA\oyn Tapaywywv Kot Slaltepa ylia TNV Tautoxpovn cuAlloyny SU0 BepameuTikwy
800wV alUOTETOALWV.
19. Na urtdpyeL cUOTNHA TIOLOTIKOU €AEyxou NG PAePoKEVTNONG.
20. Na umdpxet Suvatotnta aAuTopaTng dLOPOwaoNG TNG TaXUTNTAG PONG KATA TNV SLApKELL
¢ ouvebplag, ot meplmtwon mou n GAéBa Tou 60T Sev  avraMOKPIvETAL OTNV
T(POYPOULUOTIOMEVN PON.
21. O xpoévoc¢ cuMoyn¢ mapaywywv (atpometaiia, mAdopa, epubpd) va eival 6co 1o
SUVATOV ULKPOTEPOC KAL VA TIPOOKOKLOTOUV KALVIKEG OUYKPLTLKEG UEAETEG.
22. It mepimtwon SlaKOMN¢ TOU PEVUUATOG VA PNV XOAVEL TIC TIMEC TWV TIOPAUETPWV
AewTtoupylog Kal va uropel va ouveytotet n dtadikaoia xwpic mpofAnua pe tnv enavadopd
TOU PEVLATOG.
23. Na umapyxet duvatotnta puBUIONG KAl TPOTOMOiNoNG TwV OVIAlwv, Onwc TuY.
QVTLITINKTLKOU, OALKOU aipatog, av auto mapaoTel avaykaio.
24. Na Suvatal va XpnoLlormnolel wg aviuinktikd ACD-A, n mapoxr Tou omnoiou va yilvetal
HEOW aVTALOG KAl ava Ao OTLYUN VO EAEYXETAL N TTOOOTNTA, N Por KaBw¢ Kat n avaloyia
OALKOU QLHOTOG TTPOG OVTLIINKTLKO.
25. Na Suvatal va xpnotpormotnBel 660 to Suvatov AlYyOTEPO QVTLTNKTIKO Xwpig va
EMNPEALEL TNV AELTOUPYIKOTNTA TWV OLUOTIETOALWV.
26. Na SLaB£TeL KOTA TPOTIUNON EVOWUATWUEVO GUYKOAANTH QOKWV yloL TNV CUYKOAANGN
Kal apaipeon Pe aodAAELA OAWV TWV TTPOIOVTWV.
27. OL Aettoupyieg Tou va eival MANPWE CLUTOUATOTIOLNUEVEG KAL VO UTTAPXEL TANPNG OELpA
OET yla TNV _EKTEAECN OAWV TWV TOPOKATW TPWIOKOAAWV 0TO UIKPOTEPO Sduvatd Xpovo
oul\oyng :
®  OQUUTTUKVWUEVD auUorteTaAta 5 nuepwv: uia, dvo n tpeic Yepaneutikéc SO0EIC UE
duvartotnta TAUTOXPOVNC CUAAOYIC MAAOUATOG KOl CUUTTUKVWUEVWVY EPUTPWYV ( UE N
XWpPIc evowuatwuévo @iAtpo Asukapaipeoncg)
®  UNEPOUUTTUKVWUEVA QUUOTIETHALA 5 nuepwv: uia, SUo N tpelc Yepameutikéc SOOELG
(dry platelet) ue avtouatrn npoodnkn npooetikov StxAvuuatoc.
e Suvarotnta autouatne mnpoodnkne mpooldetikol SaAvuato¢ epulpwv Kol
Aeukaaipeon kata tnv dtadikaoio(online).
o Asukapaipeuévo mAdoua 1 éwc 4 povadec (w¢ 400ml/uovada) ue Suvarotnta
XOPNynaong uypou avTikataotaonc (ano vyleic 50teg)

o SuTAd CUUTTUKVWUEVA AEUKaQAIpEUEVD EpUTPA
® 1) omolovONTIOTE EMITPENTO OUVOUAOUO TwV avwTEPpw. OAd T AVWTEPW TTapaywyd
elval AsUKapalpeUEVA KoL ETOLUA TTPOC XPHNON 1 armoBnkeuon.
28. Na mAnpet ta 6iebvn) standards acdaieiag kabBwe kat va StabBétet CE MARK kat FDA
approval.
29. Na €xeL eyyunon kKaAng Aettoupyiag yla SUo xpovia.
30. Na Aettoupyel pe pevpa moAng (220V / 50Hz).
31. Na umapyel anodedelypéva AUEDN KOl TEXVOBEPATIEUTLKA UTTOOTHPLEN.
32. Eyyunon avtaAlAaktikwy yla 10 xpovia.
33. Na ouvodeletal ano operation manual (eyxepidlo Asttoupyiag) kot service manual.
34. Na katateBel BipAloypadia ToOU Vo TEKUNPLWVEL TNV armodoTikotnTa Kal aflomiotia Tou
unxovnuatog, Na urtoBANBel Kat@Aoyog avtioTolXWwV UNXOVNUATWY EYKOTECTNUEVWY OTNV



EAAQSa Kal PE TOL OTOLXELD TWV XPNOTWYV TOUG, WOTE VO UMOPOoUE VoL CUNAEEOUE OTOLYELD
yla TNV eumelpia xpriong kot a€LloAdynong otn xwpa Lag.

35. H mapadoon kat n mapoAafn Twv HNXavnuAtwy va yivel Apeoca HETA TV untoypadn
™G ocUMPBAONG OTOUC XWPOUG TOU VOoOKopeiou . O mpounBeutn¢ va avaldBel apeca tnv
EYKATAOTOON TOUG, XWPLG emiBdpuvon tou voookoueiou. Emiong va nmpoodepBel dwpeav
ekmaidevaon tou latpkol Kal TEXVIKOU TIPOCWTILKOU yla Tn AEToupyia KoL cuvTAPNon Toug
Kata tnv mapadoon.

36. H mpoodopad va cuvodeletal pe avaAutikd pUANO cuppdpdwong (Le mowvh andppudng
™G Mpoodopag) kat OAa Ta avaypadOoUeVA VA TEKUNPLWVOVTAL EMAKPLBWE LE TIAPATIOUTTES
oTa EMioNUA MPWTOTUTIA TEXVIKA PUAAASLA 1 emtionueg BEPALWOELS TOU KATOOKEUAOTIKOU
oikou yLa otL ev avaypdadeTal o€ AuTaA.

37. H npoodopad Oa npénel anapaitnta va neplthapfavel (2) Vo punxaviuata ywo tThv
KAAUYPn TWV avaykwv pog .

Mnyavnua (2) ywa adaipeon napaywywv oilpotoc Kot OepameuTikd
TP WTOKOAAQ YLO TOUC KWSLKOUC 49897, 49898, 80103, 49896, 49895

Na epyaletal pe pevpa taong 220Volt/50Hz

1. Na elval aBopuBo kat eUKoOAO oTn xprion Tou

2. Na eival tpoxnAato Kat va pépel ppéva otabepomoinong

3. Na mAnpel ta standards acdaleiag E.E. kat HMNA, va ¢pépet CE Mark kaBwg kat va
UTIAPXEL TEKUNPLWHEVN EUTELpla Xpriong otnv EAAGSa katl oTto EEwTePLKO.

4. Ta set va slval €tolpa pog xprnon, N TomoB£Tnon Toug 0To pNXAvnua va yivetal eUKoAa
Kal autopata Kat ot odnyileg tomobétnong va daivovtal otnv 066vn Kal Ue TARKTPA aAdrC
yla ta otadla dtadikaoiag. Na éxouv evowuatwuévous OAoUG Toug anapaitnTous aokoug. H
BeAova dAePBokévinong va eival 16G.

5. Na katateBel mAnpng KATAAOYoC TwV aVAAWGCIHUWY

6. Na £XeL UKPO Kol oTaBepO e€WowUATIKO OyKo KB’ 0An tn dtapkela tn¢ dtadikaoiag £€tot
woTte va undpxel Suvatotnta cuAloyng | BepameuTikng adaipeong o 50teg N aoBeveig pe
XapunAoU¢ Ht, xapunAo Bapog cwpatog kot matdid. Etdika yia matdld pe fapo¢ cwpatog < 25
KNG Ba mpemel va Slabtel ldko mpoypappa. Na umdpxel Tekunpiwon ywo madla (oe
HLKPOUG OyKoug) kabwg kat BipAloypadia yia xprion os maidida

7. Na kaBapiletal eUkoAa

8. To pnxdvnua va eivalt cuvexolC PONRG OTn XPNon TPOYPAUUATWY epyaciag pe dvo
BeAbveg kal pe pia BeAova.

9. Na eival teAevtaiag texvoloylag pe Aeltoupyieg MANPWE OUTOUATOTOLNUEVEG KOl HE
EVOWHOTWUEVA TIPOYPAMUATA VLA TA TIOPAYWYLKA KoL BEpATTEVTIKA TIPWTOKOAAQL.

10. Na SwaBétel mANktpa adng Kal PEyAAn eVOWHOTWHEVN 0806vn ylwa TNV €loaywyn,
Tpormomnoinon Kat mapakoAolBnon OAwWV TwWV MPWTOKOAAWV TOU.

11. Na 8labétel toug amapailtnToug NXNTIKOUG KOL OMTIKOUG ocuvayepuolg (el8lkd yla
AavOacuévn por) TOU QVTLTNKTIKOU)

12. Ot aokotl cuM\oyn¢ (awuometdAla, Aspudopovonupnva, KOKKLoKUTTapa, Aepdokutrapa)
va Bplokovtal EKTOC TOU PNXOVAUATOG £TOL WOTE va UTAPXEL SUVOTOTNTA EPYAOTNPLAKAG
HETPNONG TOU TEPLEXOMEVOU KaTd Tn Sldpkela tng cuAloyns. H edbdoov dev oupPaivel
0UTO, TO UnxAavnuo €tol omwe Ba €xeL mpoodepBel Ba mpémel va Sivel tnv duvatodtnta



Xwplc emumAéov €€OMALOUO VOl YIVETOL KOTOHETPNON TOU GUAAEYOUEVOU TIPOIOVTOC KATA TNV

SlapKela TG CUAAOYNG.

13. Na Slatnpel otn pvnun tou OAa ta otolxeia tng ouvedpiag wote o mBavr dlakomn

pelUOTOC Vo UTtApPXEL Suvatotnta enavadopds Twv SESOUEVWV.

14. Na mapéxetal mpoeldonoinon eAAXLOTNG CUYKEVIPWONG ALUOTETAALWY yLa TOo 60TN HETA

NV aponetaAladaipeon.

15. Na elvat Suvartr n pubuion Tng TaxuTNTAS TNG GUYOKEVTPOU KAl TNG POrG AVTALWY

16. Na e€aodaiilet vPnAn Aeukadaipeon mopaywywv (yLa OLUOTETAALD : TPOCULEN

AeUKWV < 1X10°) ). H Aeukadaipeon auth Ba mpénet va s€aodahiletal katd tnv Sidpkela

™¢ Sadikaoiag Kal OxL LETA e TNV Xprion €6ikou. dpiAtpou.

17. Na SlaBEtel mAnpn ospd mMpwtokOAwv (software) yla tTnv ekTéAeon TwV TAPOKATW

LATPLKWV TIPAEEWV:

Eykekplpuévwy Stadikaolwv dtaxwplopou, cuAAoyn¢ Kal adaipeong KUTTAPWY OTWE

e JuMoyn awonetaliwy (1 2 §60eLg) 5 nueEpwWV

e JuAloyn MAGOPOTOC

e Tautoxpovn cUAAoyr OLUOTIETOALWY, KoL TTAACUOTOC

e JuMoyn KOKKLOKUTTAPWYV (PMN) pe n xwpig tnv xprion Sloykwtikwyv dtalupdtwy (HES)
Kal A LpoKUTTAPWV

e JuMoYH OPXEYOVWVY OLUOTIOLNTIKWY KUTTAPWVY artd TepLPePKo alpa n/kat and HUueAo
TWV ooTwV (enegepyaoia-Slaxwplopog BM)

e OepameuTikn avtaAlayn epuBpwv alpoodalpiwy e AVILKOTAOTAON

e OepanmeuTIK adaAlPECH KOKKLOKUTTAPWY , AEUPOKUTTAPWYV KAl ALUOTETOALWY

e OepameuTikn avtaAlayn TAACUATOC UE QVTLKOTAOTOON

18.Na mapéxel duvatotnta vnAaonuotNTAC OTOPIKWY Sedopévwv twv Sladikaolwy,
ektuntwon Oebopévwv 1 €€0660u auTwv PE TPWTOKOAAO aoUpuatng ouvdeoncg (wi-
fi)dlapéoou umoAoyLotn.

19.Na Saxelpiletal autopata to onpeio Slaxwplopol TOU ALUATOC XPNOLUOTIOLWVTAG
KApepa UYPNARC gUKpivelag 1 aoBntipa o MPAyUaATIKO Xpovo (real time) pe ouvexn
€\eyxo, epunveia Kal tpomormnoinon/mpocapuoyy TG PONG Twv aVIAlWY, £T0L WOTE va
TIOPEXEL TO KAAUTEPO EMBUUNTO AMOTEAEGHA BACHN TN TPOYPOUUATIOHEVNC Sladikaatiag.
20. Na umapyel SuvatoTnTa OMTIKNC EMAPIC LE TO ONUELO TOU SlaxwpLopou.

21. Na katateBel BipAloypadia yla tnv amodotikotnta otn ouAdoyn stem cells kat yia tn
xaunAn npoouién o€ aipuoneraAia kat epudpd Tou UAAEYTEVTOC MPOIOVTOC UE TO EV Adyw

I3

unxavnua.

22.H mapadoon kot n mapoAafry va yiveL OTOUG XWPOUG TOU VOOOKOUELOU Kal O
mpounBeutAg va avaAdfeL TNV €yKATAOTOON TOU HNXAVAUATOC Xwplg emPdpuvon tou
voookopeiou. Emiong va mpoodepBel dwpedv ekmaideuon tou latplkol Kal TEXVLKOU
TIPOCWTILKOU YLa TN AELTOUPYLA KAl CUVTHPNGON TOU NXOVAMOTOG KATA TNV tapadoon.

26. H mpoodopad va cuvodevetal He avaAutikd pUANO cuppdpdwong (Le o andppudng
™G Mpoodopdg) kat OAa ta avaypadOoUeVa VA TEKLNPLWVOVTAL EMAKPLBWE LE TIAPATIOUTTES
oTa EMioNUa MPWTOTUTIA TEXVIKA PUANASLa ) emionueg BEPALWOELS TOU KATOOKEUAOTIKOU
olkou yLa otL 6ev avaypadeTal o€ AuTa.

27. Na umtoBAnBel katdAoyog avTioTowV KNXAVNUATWY EYKATECTNUEVWY otnv EAAGSa kot
HE TA OTOLXELO TWV XPNOTWV TOUG, WOTE VA UMOPOUUE va CUAAEEOUUE OTOLXELA yla TNV
gunelpia xpriong Kat aLloAdynong otn Xwpea Hog.



Mnyavnua (3) yia tov Kwdiko 181196 «2et AAPANOMNOIHZHZ AIMONETAAIQN og POOL n
og AIMONETAAIA AQAIPEZHZ and naboyova

MANpPeg cuoTnUa GWTOXNILKAG eMeEepyaaiag yla TNV adpavomnoinon wv, Baktnplwy,

TAPAGCITWY KoLl AEUKOKUTTAPWY, TTOPOYWYWV OLHATOG LETAYYLONG.

To ovotnua nepthapuPavet :

o) AVOAWOLUO OET TTApaywyn G adpavomolnuévwy BepameuTiKwy Hovadwyv &

B) Zuokeun dwrtoxnUIKNG emefepyaaoiag adpavomnoinong maboyovwy pe Suvatotnta

adpavornoinong MAACUATOG KoL ALUOTETAALWY, N onola StatiBetal wg cuvodog e€oMALOUOC

n omoia va SLaBETEL TA MOPAKATW XOPAKTNPLOTIKA:

- Houokeun aktvoBoAnong (illuminator) va mapéxet aktiveg paoparog UVA katd

npotiunon evpoug 320-400nm yLa TNV amoduyr Twv EMTTWOEWV TNG Y-0KTVOoBoALAG.

- Na €xel Suvatotnta enefepyaciog SUO AOKWV TAUTOXPOVWG.

- Na StaBétel kwdikomownth (Bar code) yla TNV qUTOUATN AVAYVWON TWV AOKWV.

- Noa StaBétel e€eldikeupévo mpoypappa kataypadng Kol SLaxeiplong oTolelwv Twv
EMECEPYATUEVWV TIAPAYWYWV.

- Na amoteAsitot anod SuTAn oelpd AAUITAPWY KAl Va UTIAPXEL SuvatoTtnTa avakivnong
TwV Mpolovtwyv kad’ 6An tn dtapkela Tn¢ Stadikaciag.

- Na pmnopet va xpnowuomnotnBei yla tnv adpavornoinon t1600 aokwv oLUOTETAA WY 0G0
KOl QOKWV TIAAOATOG.

- O xpovog dwtoxnUIKNG emefepyaaoiag va eival mepimou 3-8 Aemtd ava acko.

- No SLaBETEL EVOWHATWHEVO AOYLOULKO yla T Kataypadn Kot amobrikeuon peyalou
aplBuou Stadikactwv adpavonoinong.

- Na SlaBétel SikAeida acdaleiag, pEow KATAAANAOU AOYLOWULKOU, TIOU VAL NV

ETUTPEMEL TN SUTAN akTtwvoBOAnon Tou (Slou mapaywyou.

H SpaoTtikr ouoia Ba mpémel va Stamepva tn LEUPBPAVN TWV AEUKOKUTTAPWV YLa TNV

OTOTEAECUOTLKA 0dpavVOToinon TUXOV LOAUCHOTIKWY EVEOKUTTOPIKWYV TaBoyovwy KabBwg

KOL YLt TNV QTTOTEAEOUATIKA adpavomoinon Twv AEUKOKUTTAPWY

To ocvotnua va ¢pépet orpnavon CE MARK katd mpotipunon taéswc Il 6onwc anatteital ano
v tpornomnoinon MEDDEV 2.4/1 Rev. 9 June 2010 tng oényiag 93/42/EEC tou Eupwmnaikol
JupBouliou, wg cuotnua adpavomnoinong naboyovwy mapaywywv aipatog, i va eepet CE
Mark Ta&ng llb povo epocov n oucia mou xpnolpomnoleital Kabwg Kal Ta mapaywya e,
Sev eival tofika, koL 6ev aokoUv €mi TOU AVOPWTIVOU CWHATOG SPACH CUUTIANPWLATIKNA
€KELVNC TTIOU AOKOUV TO TTPOIOVTA KoL EMOUEVWE TOELVOUELTAL WC LATPOTEXVOAOYLKO TTPOIOV
Katnyoplag llb.

To npoodepoevo cuotnua Ba tpEMeL va SLABETEL EYKPLON YLOL EUTIOPLKA XPON OE XWPES
QUOTNPWV KAVOVLOTIKWYV ATaltHoEwyY Omwe N Meppavia, MaAAia, EABetia kot ot HVwHEvES
MoAlteieg TG APEPLKAG.

Na SlaBEtel miotomnoinon anod opyaviopo diamniotevong (r.x. TUV) yia tnv emBiwon twv
aSpaVOTIOLNUEVWV ALUOTIETOALWVY 7 NUEPEC.

Noa StaBétel CE Mark mou va emutpénel otnv texvoloyia adpavomnoinong va pumopel va
xpnotpornotnBel w¢ evaAAaKTIKA TNG AKTLVOBOANGCNG LE Y-aKTIVEG yLa TV POANYN TNG
vOOOU POOXEVUHOTOC evavTiov Eevioth ou oxetiletal pe tn petayylon (TA-GVHD).

No SlaBEtel mioTomolnTIKA KATAAANAOTNTAG KoL EyKPLoelg amo SleBvelc opyaviopoU Kal
UYELOVOULKEG apxEG (m.x. FDA, Paul Erlich Istitut, AFSSAPS, kAm)



No StaB£Tel mioTOMOINON IOV VA ETMUTPEMEL TNV TEXVoAoyla adpavomoinong va

XpPnollomnotnBel wg evaAAaKTIKR Tou AEyxou yLa tov 1o CMV kat Tng Asukadaipeong yla

™V npoAnydn ¢ petadldéopevng HECw HETAYYLONG LOAuvong pe CMV KL OTL Sev UTIAPXEL

avaykn die¢aywyng touv CMV teot.

Ta mapayopeva adpavormolnuéva aloneTdAla Ba mpémel va umopouv va diatnpnBouv

avaloiwta og dpucloAoykéG cuvBnkeg anobrikevuong meplhapBavopévng tng €kBeong oto

0patd dwC KaL TNG ATILOC AVOKivnong.

To npoodepouevo ocuotnua oadpavonoinong Ba TpPEmMel va  MTUYXAVEL Eemimeda

adpavornoinong touAdaxtlotov 4Log g yLo Ta KALVIKA ONHOVTIKA TtoBoyova Omwg:

- Avvntika Bavatndopa idn Baktnplwv yvwotd yla tTnv npokAnon ondng

- Staphylococcus epidermidis, Staphlococcus aureus, Propionibacterium acnes,
Streptococuccus pyogenes, Serratia marcescens, Yersinia enterocolitica, Bacillus cereus,
Escherichia coli, Enterobacter cloacae, kat Klebsiella pneumonia.

- Tvwotol cuxva petadldopevol HEow HEeTAyyLlong Lot omwg HBV, HCV, CMV,HIV

- Noapayovteg avayvwplopevol amod to AABB cav peoaioac/uPnAng onuaciog amein yla
™V aodpalela Tou petayywlopevou aipartog: Dengue, Babesia, Chikungunya, St. Louis
Encephalitis Leishmania (Major Jish kot Mexicana), Trypanosoma cruzi Kot
Plasmodium falciparum

- KaBwg Kal yla To LOAUCHATIKA AeuKoKUTTAPA TOU §0TN.

Noa katateBoUv PLEAETEG TTOU VA ATOSELKVUOUV OTL :

- To mnpoodepouevo  cuvotnua  adpavorolel  peyadho  elpog  maboyovwv
oupnepAaUBavOUEVWY TWV LWV PE TEPIBANUA, Xwplc TepIBAnUA TwV gram BeTIKWV Kal
OPVNTIKWYV BaKTnplwyv ,TwV MApACITWY Kol TWV AEUKOKUTTAPWYV TOU SOTN. ZUYKEKPLUEVA
va eTtuyxavet Babuo adpavormnoinong tTwv avwtépw nadoyovwy (Heiwon oe logo) kat
ghaylotov kata 4 logyo.

- E€aodalilel tnv mANPN AEITOUPYLIKOTNTA TWV ASPAVOTIOLNUEVWVY TTAPOYWYWV.

- To adpovomolnuéva CUUMUKVWHEVA OLUOTIETAALO €XOUV CUMTEPLGOPA avaloyn HE
€KELVN TWV CUMPBATIKWYV — UN adpavomolnNpEVWY OTOV EAEYXO KOL TNV QTIOTPOTH TNG
olgoppayiac.

- DAev TmoOpapévOUV TOEKEGC 1N METAANAELOYOVEC OUOCLEC OTA TIPOC  LETAYYLON
adpavorotlnpéva mapaywya.

H kataokevaotpla statpeio va dtabgtel motonoinon katd ISO Kal Kotd mpoTtiunon to

£€e101IKEVIEVO YLO LOTPOTEXVOAOYIKA TipoidvTa ISO 13485.

Na tapéxetat mANPNg TEXVIKNA KAAUYN amo eElEIKEUUEVO TIPOCWITLKO.

Mnxavnua (4) yia tov Kwdiko 181197 ZET AAPANOMOIHZHEZ AITO NMAGOIONA MIAZ
MONAAAZ NAAZMATOZ AMO AIMOAOZIA H NAAZMATOZ ANMO AQAIPE:ZH

Noa StaB£tel miotomnoinon ano Siebveig opyaviopoug dtamiotevong (CE Mark) yiwa tnv
emBiwon Twv adpavomolnuévwy apomeTaAiwy 7 NUEPEG.

Noa StaBétel CE Mark mou va emutpénel otnv texvoAoyia adpavomoinong va pumopet va
xpnotpornotnBel w¢ evaAAaKTIKA TNEG AKTLVOBOANGCNG LE AKTIVEG YAUUA YLa TNV TTPOANYN TNG
vOOOU HOOXEUHOTOC evavTiov Eevioth ou oxetiletal pe tn petayylon (TA-GVHD).



Noa katateBoUv MIOTOTONTIKA KATAAANAOTNTOG KoL eyKploelg amo Siebveic opyaviopoug
KOl UYELOVOULKEG apXEG (FDA, Paul Erlich Institut, AFSSAPS,kAm)

H kataokevaotpla statpia va Sltabtel motomnoinon katd ISO kat Katd mpotipunon to
e€eldIKkeVEVO yLa LaTpoTEXVOAOYLKA Tpoiovta ISO 13485.

Na dtaBétel CE Mark Class lll wg cbotnua adpavonoinong naboyovwy, A va dpépel CE Mark
Taéng llb pévo eddoov n oucia mou xpnolpomoLeital KaBwg Kal Ta Tapaywya tne, dev
elval tofka, koL 6ev aoKoUV €L TOU AvOPWTILVOU CWHATOG §PACH CUMMANPW LOTLKA
€KELVNG TTOU QLOKOUV TA TPOIOVTA KOl EMOPEVWE TAELVOUELTOL WG LATPOTEXVOAOYLKO TTPOLOV
Katnyoplag b (kat dev anatteital n adaipeon Tng and ta mapaywya, TAACUA
OLLLOTIETAALQ, TIPLV TN LETAYYLON OTOV acBevn).

Noa StaBEtel miotomnoinon ano Slebveic opyaviopoUs SLamioTeEuoNG OV Va ETILTPETEL OTNV
texvoloyia adpavonoinong va xpnotpomnotnBel w¢ eVAAAOKTIKH TOU EAEYXOU yLOL TOV LO
CMV kal tng Asukadaipeong ya tTnv mpoAnyn tneg LETASIOOUEVNC LECW UETAYYLONG
HOAuvaong pe CMV.

H cuokeun aktwvoPfoAnong (illuminator) va mapéxet aktiveg paopatog UV ya tnv anoduyn
TWV ETMUMTWOEWV TNC Y-akTvoBoAiag

Noa StaBEtel kwbikomolntr (Barcode) yia TV autOHATN AVAYVWOT TWV 0LOKWV.

Noa StaBEtel e€eldikeupévo poypappa kataypadng Kal SLaxelplong oToLXelwv TwV
eNMeEEPYAOUEVWV TIAPAYWYWV.

Na amoteAeital amod SUTA oelpd AAUTTTPWY KaL VA UTIAPXEL SUVATOTNTA AvVaKivnong Twy
npoiovtwy kaB’ 0An tn Stdpkela tng Stadikaoiag.

Noa prmopel va xpnotpomnolnBel yia tnv adpavormnoinon T000 0oKWV ALUOTIETAALWY 000 Kal
0OKWV TAQCOTOG.

O XpOvog dwToxNULKNAG emeepyaaiag va eival mepimou 3-8 Aemtd ava 0oKoO.

No SLaBETEL EVOWHATWUEVO AOYLOULKO yLa TN Kataypoadn kot anobrnkeuon peyaiou
oaplBpou Stadikaowv adpavomnoinong

Noa StaBetel SikAeida aodaleiag, HEow KATAAANAOU AOYLOULKOU, TTOU VAL UNV ETUTPETEL TN
SutAn aktwvoBoAnon tou idlou mapaywyou.

Na gival eUKOAn oTn Xprion Kat oto Kabaplopod Tne.

No propel va xpnotpomnotnBei to i6lo pnxavnua yio tnv adpavormnoinon ackwv
OULMOTIETAALWY KAl AOKWV TTAACUOTOG

To npoodepoevo clotnua va adpavormolel anodedelypéva peydho eUpog naboyovwv
ocuunepAapBavopevwy Twv Lwv Pe MepiPAnua, xwplc mepiPAnua, Twv gram BeTIKWV Kal
0PVNTIKWYV BaKTNplwy TwV MapaciTwy Kol TwV AEUKOKUTTAPWV TOU SOTH. ZUYKEKPLUEVA VOl
ETUTUYXAVEL pHEyLoTa emtimeda adpavomoinong yLa Ta KAVIKA onNUavTKa maboyova 0mwg:

a) Auvvntikd Bavatndopa idn Baktnpiwv yvwotd yla tnv mpokAnon ondng:
Staphylococcus epidermidis, Staphylococcus aureus, Propionibacterium acnes,
Streptococcus pyogenes, Serratia marcescens, Yersinia enterocolitica, Bacillus cereus,
Escherichia coli, Enterobacter cloacae, kal Klebsiella pneumonia.



b) NvwoTotl Lot , cuxva pHeTadldopevol HEOw HETAYYLoNG Omwc: HIV, HBV,HCV, CMV, 16¢
AutikoU Neihou, LoU¢ ypinng (tumog A, HIN1,H5N1)

c) Napayovteg avayvwplopevol amo tov AABB cav pecaiag/vPnAng onuoaociag anein ya
™V aodAAela Tou petayyllopevou aipatog: Dengue, Babesia, Chikungunya, St. Louis
Encephalitis, Leishmania (major Jish kat Mexicana), Trypanosoma cruzi kot Plasmodium
falciparum kaBwg Kal yla Ta LOAUCHATIKA AeuKOKUTTOPO TOU 60TN.

Noa katateBoUv LEAETEC TTOU VA ATTOSELKVUOUV OTL :

H epappoyn tng mpoodepopevng texvoloylag adpavomnoinong va e€acdalilel tTnv péylotn
QTOTEAECUATIKOTNTA 0TV adpavormoinon maboyovwy (mAnBog maboyovwy Kat
QMOTEAECUATIKOTNTA adpavornoinong ava naboyovo).

To adpavomoLNUEVO GUUTTUKVWUEVA OULLLOTIETAALO £XOUV CUUTIEPLDOPA avAAoyn UE EKELVN
TWV CUUBATIKWV-UN adpOVOTIOLNUEVWY OTOV EAEYXO KOL TNV QITOTPOTIN TNG aLloppayiag

Agv MAPAUEVOUV TOELKEG N LETOAAOELOYOVEG OUGLEC OTO TTPOG UETAYYLON adpavomolnpéva
TTapAywya.

Ot 6ev umtapyet avaykn dle€aywyng tou CMV teot.
Na tapéxetat mANPNG TEXVIKN KAAUYN amo eELEIKEUUEVO TIPOCWITLKO.

To €pY0OOTACLO KOTOOKEUNG VAL £XEL TILOTOTIOLNTIKA TTOLOTNTAG KATAOKEUNG Omwg I1SO 9001
kal va mAnpotl dadikacia mapaywyng cupdpwvn pe to GMP (good manufacturing
practice).

Mnxévnpa (5) ylo tov kwdikd 208035 KAEIZTO TYITHMA TETPAMAQN AZKQN ZYANOTHE
AIMATOZ ANQ -KATQ EZ0A0Y ME ENZQMATQMENO ®IATPO A THN NAPAFQrH
AEYKAMAIPEMENQN EPYOPOKYTTAPQN KAI AIMOMETAAIQN AMNO BUFFY COAT pe 6uvos6
e€onAopé AYTOMATO AIAXQPIZTH NAPATQIQN AIMATOZ

1. Na givol auTopaTn - NAEKTPOVIKI GUCKEUT TIANPWC TTPOYPOUUATI{OUEVN KoL EUKOAN 0T XpHon TNG.
2. Na S1o0€tel pikpry 006vn kal TANKTPOAOYLO (EVOWUATWHEVA) YLa ELOAYWYH] KoL EAEYXO TWV
TIPOYPOUUATWY, EAeyXo Kot S16pBwaon Aabwv 1 BAaBwV Kal avayvwon oAwv Twy otadiwv Asttoupyiag
TNC CUOKEUNG.

3. Na 6€xetal moAAQMAQ POy PARMOTA SLAXWPLOUOU TIOpOyWwYwVY TTou Ba Umopel o xpriotng va ta
KOAAEOEL KOl VAL TAL AELTOUPYHOEL AVA TIAOA OTLYLL TIATWVTAS LOVO €val TTANKTPO.

4. M€ TO QVOLYLOL TOU KEVIPLKOU SLOKOTITN VA KAVEL QUTOUATO EAEYXO OAWV TWV AELTOUPYLWYV TOU WOTE
va elval €ToLuo yla xpnon.

5. Na StaBétel kevtpikn mopta aodpadeiag/mieong tou GUYOKEVTPLUEVOU aoKOU, LEYAAOU TTAXOUC KOl
600 (2) eldIkéG TMAAKEG TtieoNC SLAXWPLOUOU TWV TOPOAYWYWV LE EVOLAUEDN CUPOHEVN £0W - £EW, TTAAKAL
TOMIG TOU 0.OKOU.

6. ZTNV eNAvw TAEUPA va PEPEL EexwpPLoTh TAAKA TTiEONC YLa €aywyr) TOU cuVTNPENTLKOU SLAAUATOG
£pUBPwWV oTa CUMPATIKA TPUTAA KAL TETPATIAG CUCTHLATO 0LOKWV.

7. Na dpépel eldIka dykiotpa yia thv acdar) tonobETnon omoLloudnmoTe TUMOU 0.oKOU OALKOU aipatog.
8. Metd tnv TomoB£tnon tou ackoU Kal e TOU OVTIoTOL(oU TANKTPOU (start), OAEC oL KLV OELC
HEXPL TO TENOC ekTEAOUVTAL QUTOpATA.

9. Na ouykoAAQ, odpayilel kat Staxwpilel QUTOMOTA TOUG CWANVECG KABE £TOLUNG LOVASAC TTAPAYWYWV.
10. Na eivat elkoAo Kal aLOTLOTO WOTE £Vag XELPLOTNG Vo Yrtopei va xewpiletot 00 (2) cuokeUuEég



TauToOXpOVa.

11. Na StaB<tel oelpa amo oktw (8) emimedouc alobntrpeg avixveuonc, eni Twv MAaKwWV mieong yla
avixveuon umnepkeipevng otolpadag Aeukwy kat atponetadiwy (buffy coat) i tng otolBadag twv
gpuBpwv atpoocdatpiwv.

12. Na StaB<tel touldaylotov entd (7) 181k kepaAéG TOAATAWY AELTOUpYLWY (CUYKPATNONG OAWV
TWV CWANVWOEWVY TOU CUCTHHOTOG, SLAKOTING poNG, EAEYXOU ponc, TaxutnTag, obpaylong Kat
OUYKOAANONG).

13. Na StaBétel nYNTIkd cuvayepuo pe mapdAAnAn epdavion otnv 086vn yla olodnmote npopAnua
TMAPOUCLAETAL KATA TN AelToupyia f TPV A’ auTAv.

14. Na mapayet otabepn kot UPNAR ToOLOTNTA TAPAYWYWV.

15. Na HELWVEL TIC AMWAELEG KOl TO KOOTOC EPYAOCLAC OTO EAAXLOTO.

16. Na pmnopet va cuvdeBel e tov H/Y Tou umdpyovtog SLoxwpLoTh Mopaywywy aijatod.

17. Na avtanokpivetat TARpw¢ otnv Eupwrnaikr NopoBeoia nept Aodaieiog, E€omAlopou kot
KukAodopiag Slabétovtag OAa Ta amapaitnta MLoTOMOLNTKA

Mnxévnpoa 6: AIMOMETAAIAQAIPEZHE NMAAIMA®MAIPEZHE (BMINH) yia Toug kwSikoug 41400 Ko
238583

1. Na gival cuyxpovnc texvohoyiog kat oxediaonc

2. Na €xeL aBopuPn Asttoupyia, tbavikn yia to rieptBaiiov dotou/ aoBevolg

3. Na Asttoupyei ota 220V/50Hz kot va edpappoletol n apxf ThS GuyoKEVTPNONG YL TNV EMLTEVEN
TOU S1oXwpLopol TwV EUHopdwV OTOLXELWV TOU alpatog

4, No cUAAEyEL auTOpaTa, pe SuvaTOTNTA EMEUPRACNC OTOV QUTOUATIOUO, OLLLOTIETAALOL
Aeukadatpepéva, TnS TaEnc <1X10° (amapdparoc 6poc)

5. Na katoateBolv oxeTikég pehéteg mpog emiPBefaiwan tng tagng Aeukadalpeong Kal Tng
MEYLOTNG BLWOLUOTNTAG TWV ALUOTETAA WY

6. Na edapudlel BepameuTika TPWTOKOAA:

-Bepaneutikng maopadaipeong

- ouMoyn stem cells
KaBe emumAéov Suvatdtnta Ba ektiunBet 1dlaitepa, £T0L WOTE VA KAAUTITOVTOL OL EKAOTOTE AVAYKEG TWV
SuvatotTwy tou 80Tn.
7. O efwowPaTIKOG OYKOG va glval eviog 13% Tou alpatog tou Oykou Tou §0Tn, £T0L WOTE VAL LNV
Tohalnwpeital o 8§6tng/acbevic kal va SLeukoAUVETAL 0 yLOTPOC (A.X. 0 mepimtwaon mou Sev €XeL O
60tnc/ aoBevng KaAég PAEBEC va UTIAPYOUV TIEPLOOOTEPECG ETILAOYEG)

8. Na Aettoupyel e AUTOUATOTIONUEVEG TaXUTNTEG AYPNG Kal ETLoTpodnc, oL omoieg va
npocopuolovial oTLG LOVASIKEG SUVATOTNTEG POWV TOU KABe 60TN

9. Na mpoodEpel amapattTwe Tn SuVATOTNTA ELOAYWYNG OTOoLXELWV Tou SOTN, OMWE ALLATOKPLTH,
vy og, dUAo, emetepydoiio OyKo, yLa Tov UTIOAOYLOO €apxnc Tou yield Twv atpomnetaliwy

10. Na StaBétel 086vn mou va Sivel avd maca oty TAnpodopleg OXETIKA LE TN GUAAOYH TWV
KUTTAPWYV, TLG TAXUTNTES KL EVOELEN yLa TNV Tiieon emtotpodng otov 0Tn

11. Na pooKopLoTOUV avVeEAPTNTEC LEAETEG SNLOCLEUPEVEG O ETILOTNOVLKA TIEPLOSLKA TIOU Val

TEKUNPLWVOUV TNV TOLOTNTA Tou {NToUEVOU TeALKOU Ttapaywyou écov adopd Tov 0yko, Tov aplBud
TWV €pUBPOKUTIAPWYV TIOU TIEPLEXOVTOL OE AUTO, TOV APLOUO TWV UTIOAELTIOUEVWVY AEUKOKUTTAPWYV Kal
TNV TEPLEKTLIKOTNTA OE QULUOTIETAALLL



Aiota e1dwv "TIPOIONTA AIMATOZ" AIMOAOZIAZ

o/a KQAIKOZ NEPIrPA®H

PINTPA AEYKADGAIPEZHZ AIMOMETAAION IMA XPHZH MNAPA THN
KAINH YWHAHZ KATAKPATHZHZ AEYKQN 5 EQX 6 MONAAQN

1 41418

PINTPA AEYKAGAIPEZHZ XYMIMNYKNQMENQN EPYOPON A XPHZH

2 41415 NAPA THN KAINH YWHAHZ KATAKPATHZHZ AEYKQN T'A MIA MONAAA

3 153378 OINTPA AEYKAGAIPEZHZ YWHAHZ AMTOAOZHE, A MNAY>XH MIAX
MONAAAZ ZYMITYKNQMENQN EPYOPQN XTO EPTAXTHPIO

4 41410 EPFASTHPIAKA OIANTPA AEYKADAIPEZHY KAI OAYZHS>
ZYMNOYKNOMENQN EPYOPOKYTTAPQON ME AYO YYNOAOYZ AXKOYZ

5 50758 EPrASTHPIAKA OINTPA AEYKAGAIPEZHY KAI OAYZHY
ZYMIMTYKNQMENQN EPYOPOKYTTAPQN ME AYO XYNOAOYZ AZKOYZ

6 50762 OINTPA YWHAHZ AEYKADAIPEXHZ EPITASXTHPIAKA
2YMOYKNOMENON EPYOPOKYTTAPON (Z.E.) ME ZYNOAO AZKO

7 06353 EPFASTHPIAKA OINTPA AEYKADAIPEZH AIMOMETAAION EQY 6

MONAAQN ME ENXOMATQMENO AZKO ZYAAOIHZ

KAEIZTO ZYZTHMA TETPATMNAQN AZKQN XYAAOIHZ AIMATOX ANQ -
KATQ EZOAOY ME ENXQMATQOMENO ®IATPO IMNA THN NAPAIQrH

8 208035 NAEYKAGAIPEMENQN EPYOPOKYTTAPQN KAI AIMOTMNETAAIQN AMO
BUFFY COAT pe ouvodo egommAiopyd AYTOMATO AIAXQPIZTH
MAPAIQIrON AIMATOZ pnxdvnua 5

ANAAQZIMA ZET MONHZ BEAONHZ A ZYAAOIH AINAHZ H MONHZ
OEPAMEYTIKHZ AOZHZ AIMOMNETAAIQN ENOX AOTH

9 49899 AEYKAGAIPEMENQN ME ZYNOAO E=OMNAIZMO (atraitouvtal dUo
pNxavhipata yia KAAuywn Twv avaykwy Twv acBevwv) (MHXANHMA 1%)

(unxavnua 1)

ANAAQZIMA ZET MONHZ BEAONHZ A ZYAAOIH MONO MNMAAZMATOZX
1 EQX 4 MONAAEZX ENOX AOTH AEYKADAIPEMENOY pe duvatotnta

10 49900 X0pPrynong uypouU avtikatdoTaong yia HETAyylon aoBevwv TTou XpeiddovTal
MEYAAn TTo06TNTA TTAGOPOTOG T1.X.0.Moschovitz, eykauparieg, K.AT.

(unxdavnua 1)




11

49901

AvoAwaoIua o€T POVAG BEAGVNG yia TAUTOXPOVN GUAAoyR 1 povadag
aipoTrETaAIWY, TTAACUATOG KOl GUUTTUKVWHEVWY £PUBPWV VoG OOTN

Aeukagaipepévwy (unxavnua 1)

12

49905

AVOAWOIUO €18IKOG O€T POVAG BEAGVNG yIa GUAAOYT UTTEPOUUTTUKVWHEVWV
aigoTreTaNiwy evog 66T Acukagaipepévwy (dry platelet) pe autéuartn
TTPOCBNKN TTPOCBETIKOU SIAAUNATOS Kal VO TTAPEXETAI TO TTPOCOETIKO SIGAUMA
yla cuvTripnon aigotreTaAiwy 5 nuepwyv (unxdvnua 1)

13

49902

AVOAWOINO  OET  yiIa  OUANoy 2 povdadwy OUUTTUKVWUEVWV
AEUKOA@AIPEPEVWY  EPUBPWV algoo@alpiwy atmd éva OOTn pe duvatdtnta
auTtéuaTtng TMPooBnkng TTPoaBeTIKOU SIaAUNATOG EpUBPWYV Kal Acukapaipeon
KaTd TNV online diadikagia (pnxavnua 1)

14

49897

AvaAwaolpa o€t yia GUAAOYH alpgoTTeETaAIwY i Kal TTAdopaTog (UnXdavnua 2)
(ka1 yia evaAAOKTIKA Xprion o€ Tepirtwaon BAGRNG Tou pnxavAuatog 1)

15

49898

AVOAWOIUA OET yIa GUAANOYH apXEYOVWY QIUOTTOINTIKWY KUTTAPWY aTTo
TTEPIPEPIKO aipa i CUAAOYH apXEYOoVWV KUTTAPWY aTTd HUEAS TWV 0CTWV
(ere€epyacia-diaxwpiopods BM) (unxdvnua 2)

16

80103

AvoAwaoiua o€T yia BepatreuTiki avtaAAayn Epubpwv aioc@aipiwy

(unxdvnua 2)

17

49896

AVOAWCIUA OET yIa BEPATTEUTIKA AQAipET KOKKIOKUTTAPWY KAl
AEPQOKUTTAPWY / aAlHOTTETAAIWV 1] yIa CUAAOYI KOKKIOKUTTAPWY UE 1 XWPIG
TNV XpHon S1oyKwTIKWV dloAupdTwv(HES) kai Aepgokuttdpwy (Mnxdavnua
2)

18

49895

AvoAwaoiua o€t yia Bepatr/ki avtaAAayr TTAGopaTog (Unxdvnua 2)

19

181196

AvoAwaoiua o€t adpavoTtroinang ,pool 4-8 povadwv AMI n AMIT agaipeong
atd maboyova Pe To ynxdvnua 3

20

181197

AvoAwoiya oeT, adpavoTroinong atd Taboydva TTAdouaTog atré aigodoaoia
rl a1ré agaipeon WUe 1o pnxdvnua 4

21

80108

Nemideg oTeipag uyKOAANONG CWANVAPIWY AoKWV 1 QIATPWVY UE TO
pnxavnua TERUMO SCD(Sterile Connection Device)tng Aipodoaiag

22

80100

ANTINMHKTIKO yia Tnv guvedpia aipagaipeong




MpooBeTiké AidAupa ZuvTApnong AipotreTaAiwv o€ aoKO KAatdAAnAo yia

23 223554 ) ; ]
XPron oTnv adpavoTroinan aIHoTTETaAIWY
MARpeg o yia Tn cuAAoyr dITTARG 86onG (OU0 ACKWYV) CUNTIUKVWHEVWY
24 41410 algoTreTaNiwy 5 nuepwv Kai duvaTtdtnTa CUAAOYAG TTAACUATOG, HE
EVOWMPATWHEVO QIATPO Acukagaipeang TnG Ta&Ng <1X106 (unxdvnua 6)
MARpeg o€t yia Tn BepatreuTikl GUAAOYA TTAGOPATOG aTTd aoBev Kal
o5 238583 avTikatdoTtaon Tou he ahBoupivn, FFP 1 didAupa nAekTpoAuTwy

(unxdavnua 6)




