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AIATQNIEMOZ A THN ANAAEI=H XOPHITHTOY/TQN [IA THN TPOMHOEIA
ANTIAPAZTHPIQN KAI ANAAQZIMQN A THN KAAYWH TQON ANATKQN ZE
EZETAZEIX THZ KAINIKHE AIMATOAOTIKHZ KAl AEMMQMATQN TOY I.N.A.
«O EYAITEAIZMOZ»

ZHTOYMENO EPT'O
latpoTexvohoylkdg EE€omAlopog TG Alpatoloyikng  KAWIKAG  TpEMEL  va

xapaktnpiletal anod niotonoinon Kot amodotikotnTta KatdAAnAng aglomiotiag.

TEXNIKEX ITPOAIATPA®EX
1. AYTOMATOX AIMATOAOTTKOX ANAAYTHX

A/A | NPOAIATPA®H
l. Ma Tov avaAuth | CUVSUAGHO AVOAUTWV

1. Na eivatl ouyxpovng texvoloyiag kat va duvatal va avaAlel ta ppopda otolyeia Tou
aipartog og anmdAuto aplBuo Kal o€ TocooTO.

2. Na Staxetpiletal ta Ssiypato — cwAnvapla apxkng atpoAnyiag pe avtopatn apaiwon
Seyuatwy, avtidpaotnpiwv, controls. Na o0sl mepintwon edappoyng pe avaiuon
PONG EPYACLWV.

3. H Suvatotnta avaluong oe dAAa BloAoykd uypa TEpa Tou PAEBLKOU va KatateBel kat
Ba aflohoynOel.

4, Na ekTeAOUVTOL QUTOMOTA N LETPNON TWV KATWOL TAPAPETPWY Ao To GLaAidio g

YEVIKNG aiparog:

ETHzIOZ
A/A NEPITPA®H APIOMOS MAPATHPHZEIZ
1 AplBuog )\su'va 30000
awpoodatpiwy
) AplBuOG epubpwv 30000
alpoodatpiwv

ATOAUTO 0pLBUO KL 30000
3 TT0000TO % TWV
EUMUPAVWVY EPUBPWV

4 Awuotokpitn 30000
5 Awoodatpivn 30000
6 MCH 30000
7 MCV 30000
8 MCHC 30000
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A/A | NPOAIATPADH
9 RDW 30000
10 PLT 30000
11 PDW 30000
12 MPV 30000
13 PCT 30000
30000
ATOAUTO 0plBUO Kal
TT0o00TO % TWV To aBpolopa Tou TocooToU
14 umonAnBuopwy Tou Twv  unmonmAnBuouwv va
AgUKOKUTTOPLKOU eivat 100.
Sladoptkol TUTOU
AmnoAuto aplBuo Kat
A O,
15 000010 % tw\'/ 6000
Slktuoepubpokuttdpwy
(AEK)
Agiktn wpipavong Twy
16 AEK 0
Agiktn
alpoodatpvonoinong
17 , , 0
Twv AEK R avtiotolou
QMOTEAEOATOG

5. H mapaywylkdétnta tou avalutr va eivatl touldylotov 100 Seiypata avd wpa oto
QUTOMOTO KAELOTO CUOCTNHA, YLt OAEG TLG PACLKECG ALLOTOAOYLKEG TIOPOETPOUG, ATIO TLG
omolieg e€alpeital n pEtpnon twv AEK.

6. Na avadepBolv kat va meplypadolv oL XpnoLlomoloUueves pebBodohoyieg PETpnong
nou Ba Staodalilouv Tnv opBATNTA TWV ATIOTEAECUATWV.

7. Na avadepBel 0 HKPOTEPOG OYKOG SELYUATOG TPOG AVAAUGCT TOCO OTO QVOLXTO 00O KOl
oto KA£wotO cuotnuo(ul/avolytd/kheotd) kat va Stacholiletalr n akpifela Twv
apalwoswv. H duvatdtnta avaluong Selypatog TpLYoeLSLIKOU TIPOAPALWHEVOU OLATOC
Ba aflohoynOel.

8. Na SLaBETEL TPOYPOUIA TTIOLOTLKOU EAEYXOU YL TNV A€LOTILOTN AELTOUPYLA TOU OpyAvoU.

9. Na 606oUv ctoleia yia tnv  akpifeta (WBC count/RBC count, Hemoglobin/platelet,
MCV 1 Hct), tn ypappwotnta (WBC count/RBC count, Hemoglobin/platelet, MCV(fl) 1
Hct (%)) kat tnv emavaAnPuotnta Twv LETPHOEWV .

10. | OLKOTOVOUEG TWV KUTTAPWV va epdavilovtal otnv 080vn Eyxpwua Kol va
EKTUTIWVOVTOL O HOPPEC VEDEAOYPAUUATWY LOTOYPAUMATWY, KATT, tapéxovtog achaln)
mAnpodopia otn Stadikacio tne Stayvwong.

11. | Na éxel auénpéveg Suvatotnteg otnv afloAdynon Twv amoteAeopdTwy amnd delypata

Tou TtepLéxouv moboloyikd kUTTapa, Kabwe emiong Kot oo Seiypata He EAATTWHEVO )
auénuévo aplOpod KUTTApwWVY. AVaAUTLIKOTEPA Kot avadopLKA LE:
Vv popdoloyia twv Aeukwy otpoodatpiwy va emonuaivet:

> to atuna Aspdokitrapa
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A/A

NPOAIATPAOH

> toug BAGoTEG

> tnv Aeukomevia

> TNV AEUKOKUTTOPWON

» tnv Aepdomevia

» tnv oudeteporevia

» v oudetepodiia

» TNV LOVOKUTTApWON

» tnv nwowodia

> Tnv Bacsodiia.
Vv popdolroyia Twv epuBpwv alpoodalpiwy va entonpaiveL:

> TNV aVLOOKUTTAPWOoN

> TNV UKPOKUTTAPWON

» UAKPOKUTTAPWON KO TIOLKINOKUTTAPWOT), OTWCE Kal TV UIapén avatpiog,

£puBpoKUTTIAPWONC, BpAUCUATWY KAl CUYKOANROEWY £puUBpwWV.

NV popdoloyia Twv aloneTaAiwy va emonpaivet:

» TNV Umapén CUCCWUATWUEVWVY ALUOTIETOALWY

> YLYAvTlwv alpomnetaiiwy

> tnv BpopPonevia kat

> tnv BpopPokuttapwaon.

12. | Na Staodaliletal n £ykalpn avIlkataotaon Twv avidpaotnpiwv. Na meplypadet
OVOAUTLKA TO oUoTNUO (EL60TIOLAOELG, KAL),

13. | Na StaB<tel cbotnua autogAéyyxou kot Babuovounong. Na meplypadel avoAuTIKA.

14. | Na StaB£tel dAkn Ttpocg to xprnotn Siemadn (interface), Suvatdtnta ekTUMWONG KoL va
avaAuBolv oL SuvatotnTeg Tou Aoyloplkol , ou Ba cuvoSeUel Tov TMPOGPEPOEVO
e€omALopo.

15. | Na StaBétel Eyxpwiun 080vn Kal EKTUTIWTH EYXPWING EKTUTTIWONG.

16. | Na ouvdeBel To avahutikd cuotnua pe to MAnpodoplakd Zuotnua tou Epyactnpiou
(LIS) kot to MAnpodoplako uotnua tou Nocokopeiou (HIS):

(2taBpol Epyaciag: ). Oa §060Uv avaAuTikd otolyeia.

17. | O SLoxelploThg SELYUATWY TOU CUCTHLATOC VA :

a) SLabétel éva onpelo eloaywyng dopewv detypatwy , va avadepBei n xwpntikotnta
B) emutpEmel T SlevEpyeLa EMELYOVTWY avaluoswv (STAT) .

18. | Na mepiypadel avolutika oevaplo PAABng oto cuotnua wote va KaAudBel n
TLAPAYWYLKOTNTA TOu epyactnpiou. O XpOvog TNG HELWHEVNG TTOPAYWYLIKOTNTAG VA KNV
unepPaivel eTnoiwg Tig 48 wpEC.

19. | Na avadepbei o xpdvog ou amatteltal Katd TNV Evapén Kot To KAEIOLLO ToU avaAuTh.

20. | Na ouvobeletal amd otoabeporoiwnt tdong UPS pe kotdAAnAn wox0 Kot
OMTIKOAKOUOTIKA Slataén mpoeldomnoinong os mepintwon SLaKOTAC TG TAoNg Kol o€
Tepintwon emumedou TAong Twv eNavodopT{OUEVWY UIMATAPLWY

21. | Na SwaBtel avayvwplon delypdtwy Kot avtdpaotnpiwv pe barcode.

22. | OAa Tt MOpOMAVW VO TEKUNPLWVOVTAL QTMOPAITNTA LE TIOPOTIOUNEG KoL OF TEXVLKA
€VTUTIOL TOU KATALOKEUOLOTH] O{KOU .

23. | OL mpoodEPOVTEG £XOUV TNV UTIOXPEWOH VA EVIALOUV TO €PYAOTNPLO OE EYKEKPLUEVO

olOTNUA €EWTEPLKOU TIOLOTLKOU €Aéyyou. Oa ektiunOel o KaATdAoyoG EAANVIKWV
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A/A

NPOAIATPAOH

VOOOKOUELWYV TTOU CUUUETEXOUV OTO TTPOYPAUAL.

2. KYTTAPOMETPHTHX POHX

NPOAIArPA®EZ KYTTAPOMETPHTH POHZ

o/a MPOAIArPA®H

1. Na cival ouyxpovng TexvoAoyiag, axpnolpoTToinTog Kal va dIaKPIvETal atrd TNG
uwnAng aglommoTiag atroteAéouaTa.

2. | Na 0OioBétel laser 488 nm yia avdhucn 600 TO0 OuvaTtd TTEPIOCOOTEPWV
@BoplIoXpwWUATWY TAUTOXPOVA Kal Xwpic avaykn eubuypduuiong. H duvatétnra
O1dBeong deuTépou laser 633nm va TTpoo@epOei kal Ba BabuoAoynOei.

Na ekTeAei TIg e€eTdoelg TTou TTepiypdgovTtal oto NMAPAPTHMA A.

3. | Na diaBétel ouyxpovn OTITIKY TeEXVOAoyia yia Tnv eAaxioToTroinon tng didxuong
TNG akTIVOBOoAiag Tng déaung laser péxpl TNV KUWEAida pon..

4. | Na diaB€tel Tn peyaAuTepn duvarth suaicbnaia yia 6Aoug Toug @Bopicuols. Na
avagepBei (MESF) kai Ba a&loAoynOei.

5. | Na diabétel katdAAnAo udpoduvapiké oUoTNUa yIa TNV EAAXIOTOTTOINCN TNG
ETTINOAUVONG TWV OEIYUATWV.

6. | O avaAuThg va TTpaypaToTrolei avaAuon > 2000 kUTTapa avd SeuTEPOAETTTO.

7. | Na diabétel yngiakr nAeKTpovIKA avaAuong.

8. | Na utropei va puBuiCel autéuata mn XpWHATIKA aAANAETTIKGAUYN (compensation)
KAl NAEKTPOVIKG PECW €18IKOU AOYIOHIKOU.

9. | Na £xel duvatdTnTa XeIpoKivnTng EI0ayWYAS BEiYHATOG KAl HETPNONG ME AUTOPATO
OEIYMATOAATTTN.

Av umtdpxel duvaTtétnTa TO OUOTNUA delydaToAnwiag va Oéxetal TTAAKEG
MIKPOTITAOBOTNONG 96 Kal 384 TTnyadiwy, va TTpoopepOei kal Ba agioAoynBki.
10. | Ta doxeia Twv AEITOUPYIKWY UYPWV TOU OpYyAvou va gival JeyadAng XwpenTiKOTNTAG

eCao@aAiovtag TNV aTTpOCKOTITN EKTEAEDN TWV EEETACEWV.




11. | Na avoepBei 0 eAAXIOTOG OTTAITOUMEVOG OYKOG OEiyJaTog TTOU UTTOPEI va
peTpNnBei (dead volume).

12. | Na mrepiypagei 1o oUoTnua auTéuaTng TTPoEToINaCiag deiyuaTog AUong epubpwv
algooPaIpiwy.

13. | H diemagn Tou avaAuth va ouvodeleTal atmmd AOYIOHIKO yia KAIVIKEG £QAPHOYES
TMoTOoTTOINKEVA IO XPAON dIayvWOTIKWV/ KAIVIKWY €EeTACEWY, OAAG KAl atro
avoIKTO AOYIGUIKO yia £peuvVNTIKA TTPWTOKOAAQ.

14. | Na ouvodeueTal atrd UTTOAOYIOTH) UWNARG TEXVOAOYIaG KABWG Kal £yXPWHO
EKTUTTWTH.

15. | OAa ta TTapatrdvi va TEKUNPIWVOVTAI ATTAPAITATA PE TTOPATTOPTTEG KAl O TEXVIKA
EVTUTTA TOU KOTAOKEUAOTH) OiKOU .

16. | Ta Tpoc@epdueva avTiIdpacTAPIa va gival atmOAuTa cuhBaTd Pe Tov avaAuTh Kal
moTotroinuéva katd CE/IVD.

17. | O TTpounBeuTNG va JIABETEl OPYOAVWHEVO TUAPO ETTIOTNUOVIKAG KAl TEXVIKNAG
UTTOOTRPIENG KAl £TTIONG Va £XEl AKPOXpovn TTapoucia otnv EAAnvikA ayopd. Na
KATaTEBEI KATAOTAON EYKATEGTNMEVWV AVAAUTWV.

18. | Emiong o TpounBeutiic va O108£Tel opyavwuévo TUAMO  exTTaideuong He
MOKPOXPOVN €UTTEIpIO OTO QVTIKEIEVO TTOU Ba avaAdfel Tnv uttooThpIEn Kal
EVNUEPWON TOU gpyacTnpiou OTn XPNon Kai TIG TEAEUTAIEG €QAPUOYEG Tou
OPYAVOU HE EVTUTTO Kal NAEKTPOVIKO UAIKO.

ITAPAPTHMA A.
A/A E=ZETAZEIZ, NEPIFrPA®H APIOMOZ
METPHZH NMOZOZTOY KAI
1 AMNOAYTOY APIGMOY TQN CD34 40

APXEIONQN AIMOTMOIHTIKQN
KYTTAPQN ZE MNMEPIPEPIKO
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A/A

E=ETAZEIZ, NEPITPA®H

APIOMOZ

AIMA AZOENQN

METPHXH MNMEPIEKTIKOTHTAZ

AYTOAOIN QN MOZXEYMATQON

(MPOIONTA AEYKA®AIPEZHY)

2E APXEIONA AIMOTOIHTIKA
KYTTAPA

35

METPHZH MOZOZTOY KAl
AMOAYTOY APIOMOY TQN CD34
APXETONQN AIMOTOIHTIKQN
KYTTAPQN SE AAAOTENH
MOZXEYMATA (MPOIONTA
AEYKAGAIPEZHE, MYEAOS
OZTON)

40

EAEMXOZ AAAOTENQN
MOZXEYMATQN
OMO®AANOTNAAKOYNTIAKOY
AIMATOZ Q% NPOZ TH
2YTKENTPQZH TQN
APXEIONQN AIMOTMOIHTIKQN
KYTTAPQN

10

METPHZH BIQXIMOTHTAZ TQN

APXETONQN AIMOTOIHTIKQN

KYTTAPQN ZE AYTOAOIA KAl
AANNOTENH MOZXEYMATA

85

METPHZH MNMOZOXTOY,
AMNOAYTOY APIOGMOY KAI
BIQZIMOTHTAZ OAIKQN
EMIMYPHNQN KYTTAPQON ZE
AYTOAOI'A KAl AAAOTENH
MOZXEYMATA

85

EAEMXOZ THZ ANOAOZHZ THZ
ANOMAKPYNZHZ TQN CD3
AEMOOKYTTAPQN (T cell
depletion) AITO AAAOIENH
MOZXEYMATA KATA THN
ANAOTAYTOZHMH
METAMOZXEYZzH
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A/A E=ETAZEIZ, NEPITPA®H APIOMOZ

EAEMXOZ THZ ANOAOZHZ THX
OETIKHZ EMAOIMHZ TON NK
AEMOOKYTTAPQN 2E
AANNOIENH MOZXEYMATA KATA
THN AMAOTAYTOZHMH
METAMOZXEYZH

ANOZIAKOZ EAEIMXOZ

AANNOTENQN MOZXEYMATQN 50

METPHZH NMOZOZTOY KAI
AMOAYTOY APIOMOY TQN T,B,
NK AEMOOKYTTAPQN ZE
MPOIONTA EMXYsHs
AEMOOKYTTAPQN AOTH (Donor
Leukocyte Infusions)

10 10

EAEMXOZ THZ ANOZIAKHZ
AMNOKATAZTAZHZ TON
AZOENQON 1-3 MHNEZ META
AIO AAANOTIENH
METAMOZXEYZH
AIMOIMOIHTIKQON KYTTAPQN

11 90

METPHZH MNMOZOZTOY KAI
ATIOAYTOY APIOMOY TQON
AEMO®OKYTTAPIKQN
YMNOMNMAHOYZMQN TQN
AZOENQN META AlNO 45
AANNOITENH METAMOZXEYZH
AIMOIMOIHTIKQON KYTTAPQN

12

Emonpaivoupe o1 Ta TTpoo@epduEVa avTIOpacTApIa yia TIG £CETATEIG 1-6 TTPETTEN va
givar moTtotroinuéva katd CE/IVD yia avdAuon Twv €EAG PBIOAOYIKWY OEIYUATWV:
QUOIOAOYIKO KOl EVEPYOTTOINUEVO TTEPIPEPIKO  aipa, @PEOKa Kal amoyuxBévra
TTPOIOVTA AEUKAQPAIPEDONG, PPECKOG KAl OTTOYUXOEIC JUEAOS TWV OOTWV KAl QPECKO

Kal aTTouyxBEv aipa op@aiiou Awpou.
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EIAIKOI OPOI

1. TTpoteiveTtar To Xpoviké didoTnua The oUuPacng va eivar TouAdxioTov Téooepda
(4) étn. H /o1 eTaipeia/ec othv omoia/ec Ba katakupwOei o diaywvioudg
utoxpeoUTal/vrar va mapaxwphoer Tov IatpoTexvoAoyiké EEomAiopé. Ta
avTidpaoThpid, avaAwaipa, K.A.mt. Oa tapadidovral ge oUOKEUATid oUYKEKPILEVOU
ap1Buol e€etdoswy. EIdIkdTEPA, OTNV TIPOGPEPOHEVN ATTO TOV TIPOUNOEUTA TIUA
povadacg ouptrepiAdUPAvETAl UTTOXPEWTIKA:

e n d8idBeon TOU amaitoUpevou efomAiopoU KAl h UTTOXpEwon
avTikatdotache Tou Ot TepimTwon PAAPNG R og  mepimTwon
KUKAo@opia¢ pnxavAuatog véag TtexvoAoyiac katd Ttn Oidpkeld TnG
ouupaong,

e n e€aopdAion Tng adidAITTNG AgIToupYidg Tou epyacTnpiou,

e n avaPpdduion Tou AoyiopikoU Tou e€oTTAIOUOU Kail h oUVEEoh TOUG HE TO
TAnpopopiakd ovothpa Tou Noogokopegiou yia 6An Th didpkeld ThG
ouppaong,

e Thv TARPN ouvTAPNON Yid 6A0 To XpovIk6 dIdoThHa ThG oUppaong

e T0 OUVOAO TWV £pYATIWY Kdl UAIKWY CUVTAPNONG Kal ETTIOKEUWY, HE ThV
uTtoxpéwan TAPNONG eAaxioTou amoBéuaTog avTaAAaKTIKWY Kdal €V YEVEI
avaAwaoipwy UAIKWY €VTOC TOU VOGOKOUEIoOU,

* 0 ATMAITOUHEVOC EOWTEPIKOG Kal €EWTEPIKOG £AeyX0C TG KAAAC
A€IToupyiag Twv pnxavnudTwy.

e To kéoTo¢ acpdAiong Tou IatpoTexvoAoyikoU EEomAiopoU

2. Noyw TnC @UOEWC Kal Twv 181AITEPOTATWY TNC 1ATPIKAG TeXVoAoyiag Tou
PEPOUV Ta €V AOYW CUOTAHATA KAl Yid vd TTPOKUYE! To WEYIOTO duvaTd 6@YEAOG
via To NOZOKOMEIO mpoTeiveTar To dvoiypa tng pabuoAoyiag va civai
100 éwc¢ 130 paBuouc. Aaupdvovtag umoyn thv odnyia 2004/18/EK ApBpo
53, To TTA 60/2007(A°64) kai To TTA 118/2007 (ApBpo 3, §3/ ApBpo 2,
§2.7) n paBuoAoyia evéc kpiThpiou civar 100 yia TIC TEPIMTWOEIG TOU
KaAUTIToVTal akpIPWe o1 6pol Kai ol amaIiTROEIC ThG TTdpoUodg TTpokApuEng Kai
umopei va aufdvetar péxpr 130 Pabuolc vyia TIC TEPIMITWOEIC TOU
UTTEPKAAUTITOVTAI 01 0pOI Kal ATAITACEIC.

3. H kdOe mpoogopd va mepiéxel dUO TIPEG :

a) Thv TIgA avd e€£Taon via To {nToUuevo apiBuo e eTdocwy
P)TIUA via e€eTdoeic Tépa Tou TnToUpevou apiBuol e€eTdoswy €TNOIWG.

4. O IatpoTexvohoyikdc EEomAioudc Ba civar To Aéov aUyxpovo MovTéAo Tou
KataokeuaoTikou Oikou kai Oa evowpatwvel 8¢ O6Ad Ta XApAKThPIOTIKA
avaAuTwy peydAou voookopeidkoU epyacThpiou.

5. O IatpoTexvohoyikog EfomAiopéc va umokeivrar otou¢ EupwmdikoUg
KavoviopoU¢ aowaAcia¢ kai aflomioTiac oi omoiol ©a kartovopdlovral Kal
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mioToTolouvTal. Na umdpxouv Kai va katareBolv éykupa mioTomoinTikd ISO
TOOO YId ThV KATAOKEUdOTpla 600 Kal yid Thv TpounBeUTpla eTaipeia.
EidikoTepa yia Tnv TpounBeUTpia eTaipeia va éxer ZuoTthpa Aiaxeipiong
TTo16ThTag oUppwva pe 10 MPdTUTo ISO9001:2008 kar kard To MPOTUTIO
I5013485:2003 yia Thv TeXVIKA uTtooThpIEN.

6. OAa ta avTidpaoThpia va cival eyKekpipéva yia diayvwoTik xphon (CE-IVD
98/79) ouupatd pe TOV TpPoogepdHevo efomAiond, o omoio¢ va eivai
EYKEKPIUEVOC Yia SiayvwoTiKA Xphon (CE-IVD 98/79).

7. ZTnv mpoowopd TnC KAOe eTaipeiac Oa mpémel va uTtdpxouv avTiypdgd Twv
e0WKAgioTWY N dAAwv emionpwy pUAAadiwv TTou Ba agopouy :

* Td XAPAKTNPIOTIKA TWV avTidpaaTnpiwy Kai

e TAnpogopia (HoppA UAIKoU, didpkela (WA, TpdmoC @UAagng, K.a)
OXETIKA yid Tad amadpaithta UAIkA (6mmwg calibrators, controls,
diluents, buffers, K.a.) via dAec Ti¢ TpoopepdueveG e§eTAOEIC.

8. Na avagpepOei n péyiotn karavaAiokopevn 10xUC ToUu avaAuth A Twv
oUOTNHATWV.

9. O1 {nToUpeveg emddoeic, amodooeic Kal duvaToTNTEG TWV avaAuTwy Tou Ba
TpoopepOolv, Ba MPEMel AMAPAITATWS va TIOTOToIoUVTAl HE QUAAGdIa Tou
KATAOKEUAOTIKOU 0iKou.

MATHN NMATO
THN KAINIKH TMHMA
AIMATOAOTIKH KAl AEMOQMATQON BIOIATPIKHZ TEXNOAOTIAZ
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