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MpPoz TO

MENIKO NOzOKOMEIO AGHNQON

«O EYAITEAIZMOZ — OOOAAMIATPEIO AGHNQN — MMOAYKAINIKH»
TMHMA BIOIATPIKHZ TEXNOAOTIAS

YWHAANTOY 45-47

ABGHNA

OEMA: AIABOYAEYSH TEXNIKQN [MPOAIATPA®QN TIA KYTTAPOMETPHTH POH:Z ME TYMNOMOIHMENEZ

AIAAIKASIES TIA ANAAYSH MYEAQMATOS, PNH, HIV

A&LoTipeg Kupleg ACLotiuol Kuplot,

Ita mAaiowa tng dtaBouleuong texvikwy mpodiaypadwy yia Kuttapopetpntr Pong pe
Tumnomnotwnpuéveg Awadikaoieg yio AvaAuon Muehwpatos, PNH, HIV Ba 6éAaue va
UTTOBAAOULIE TIC TTAPAKATW TTOPATNPHAOELS TNG eTalpeiag pag SafeBlood BioAnalytica A.E.

TEXNIKEZ NPOAIATPADEZ KYTTAPOMETPHTH POHZ

ZHTEITAI

Npodiaypadn Bl
“TUyxpovng teleutaiag texvoloyiag Na avadepBel n nuepounvia KATAGKEUNG TOU
CUOTNHATOG Kal n xpovoAoyia mpwtng kukAodopiag”.

Andvtnon:

Onwcg kat otnv dtaBouAeuon mou adopd tnv MpounBela Kuttapouetpntr Pong yla
™mv AvaAluon Asuxalplwv-AepdwpdTwv-MeTapooxeUoewy, {NTeital  avaAutng
ouyxpovng texvoloyiag yla KAWLKO epyootnplo, Ba mpémel o MPoodePOUEVOS
avalutig va  Swobétet  tnv  teAeutaio  miotormoinon  CE(98/79EK)  kou
RoHS(2011/65/EE).

ZHTEITAI

Npodiaypadn Al

“Aedopéva aviyveuong kavaAlwv

o) PuBpuoc duvaptkou evpoug 218bits. Na avadepBei 0 aplOUOC Twv KavaAlwy.

B) To €UPOC TNG ATELKOVLONG VA KAAUTITEL TOUAGXLOTOV 5 AoyaplOKEG KALHAKEG yLa
OAEG TIG TTAPOUETPOUG.
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Andavtnon:

H ynolakn enetepyacia Twv AoyoplOUIKWY ONUATWY OMOTEAEL ULOL TIOPAUETPO
afLOAOYNONG TOU NAEKTPOVIKOU CUOTAHATOC TOU KUTTAPOUETPNTH. Edv Béloupe va
0a§LOAOYNCOUHE OWOTA TNV CUYKEKPLUEVN TTAPAUETPO, Ba mpénel va {ntnBel n Tun
enefepyaoiag tooo ylwa tnv availuon yndlomnoinong, 600 Kal yla TNV availuon
QMELKOVIONG Twv SeSopévwy. OL avaAuTéG ouyxpovng texvoloyiag tng statpiag BD
SlaBétouv 18 bit tdéoo kata tnv avaluon PndLomoinong 600 Kot KATA TNV ATELKOVLON.
Oswpolpe OTL Onw¢ kat otnv OlaBouAeuon mou adopd tnv MNpounbela
Kuttapopetpntn Pong vywa tnv  AvaAuon AguxallwV-AeUPWHUATWV-
MetapooxeUoswy, ota mAaiola tou Beuitol avraywviopou, n mpodlaypadn Oa
npénel va alAayBet kat va IntnBet n tiun tng Yndrakng availvon Pnolonoinong va
elvat touldylotov 218 bit kat va pnv IntnBei o pubuOC Tou SuvapLkol eUpouUG va ivat
>18 bit.

ZHTEITAI

Mpodiaypapn E2 a-5

“AELYUATOAATITNG HLKPOTIAOKWV

a) Na 600el SelyHATOAATTNG AUTOMATNG HETPNONG UIKPOTIAQKWY. Oa eKTIUnOel n
Suvatotnta GopEa TOCO yLA TIG LKPOTIAGKEG 00O KAl yLO Ta CWANVApLa.

B) To ocvotnua SelypatoAnyiag va Stopopdwvetal KATAAANAa wote va SEXETAL
TIAALKEG LLKPOTITA0SOTNONG 96 Kal 384 mnyadilwy.

y) Na StaB£tel Touldylotov cuoTnUa avadeuaong mPLV T HETPNON

8) Na avadepbel o Xpovog MPOOTEAACNG ylO TO CUVOAO TwV OSELYUATWV TOU
SelypatoAnmTn UikpomAakag”.

Andvinon:
Yrdpyouv 3 katnyopileg avaAutwyv 600 adopd tov SelypatoAnmn.

JUYKEKPLUEVA: a) aVAAUTAC HE SELYUATOANTITN HLKPOTIAAKAC Kol SELYUATOAATTN
owAnvapiwv, B) avaAutr¢ Hovo pe SelypatoAnmin cwAnvopiwy Kot y) ovaAutig LOVo
pe SelypatoAnmn pkpomAdkac. Epoocov To epyaoctriplo emBUUEL Kal Evav avaAuth
HE SELYHOTOAATTN HKPOTIAAKAC BewpoUpe OtL n mpodlaypadn E2 a-6 mpemel va
Staypadel kat va tpomonoinBei n mpodlaypadn E1 a-6.

JUYKEKPLUEVAL:

ZHTEITAI

Npodiaypadn E1

“AglypotoAnmTng cwAnvapiwy

o) Na 600el SetypatoAnmng cwAnvapiwv.

B) Na avagepBel 0 aplBuoc twv BEoewv Twv cwAnvapiwv.

v) Na avadepBoUlv ol tpomol Tautonoinong Twv Selypdtwy Tpog eEETaon amo To
AOYLOUIKO TOU OVOAUTH O€ OXE0N HE TOV SELYUOTOANTTN.

6) Na 8labétel touhdylotov cuotnua avadsuong yla KABe ocwAnvaplo mpwv TN

uétpnon. ”
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Andvtnon:

H npoSlaypadn E1 a mpémnet va tpononolnBel wg €nc:

Na §00¢l SetypatoAnmeng pikpomAdkag. EmBuuntn kat n duvatotnta SelypuatoAnmen
ocwAnvapiwv.

H npoSiaypaodn E1 B mpénel va tpomormnolnbet wg €€NG:
Na avadpepBolv ta (6N TWV ULKPOTIAAKWV.

H npodlaypadn E1 y mapapével wg €xEL.

H npodiaypadn E1 & mpénel va tpomnomnolnBetl wg €NG:
Na Slabétel ocvotnua avadsuong Kal va avodepBel o xpovog oAokARpwong Ml
TAAKaG 96 BEoswv.

EMINAEON NPOAIATPA®EZ

Edbdoov mpokettal yia Staywviopo cuvodol e€omAlopoU, Bewpol e amapaitntn tv
PocBnKkn MpodlaypadwV OXETIKA UE TNV EMLOTNUOVLK KL TEXVLKA UTIOOTAPLEN.
MNapakdtw mapobetou e avtioTolyeg mpodilaypadeg

1. O avadoxoc va avaAdBel tnv €yKATAOTOON TOU KUTTOPOUETPNTH KAl TWV
TIAPEAKOUEVWY TOU.

2. Na avadepBolv ol Slootdosl tou ovaAuty Kal oL TpolTnoBéoelg opBng
Aettoupylag tou.

3. O avadoxo¢ va avaAdBel tnv mopoxn TEXVIKAG UTOOTAPLENG TTou adopolv Tnv
€UpuBUN Aettoupyia Tou TPOOHEPOUEVOU KUTTAPOUETPNTH.

4. Na katoateBoUv Ta TLOTOMOLNTIKA EKMALSEUONG TOU TEXVLKOU TIPOCWTILKOU TNG
TiPoUNBeUTPLAG ETALPELOC ATIO TNV KOTOOKEUAOTPLA ETALPELQL.

5. Na katateBolv O&eAtia amootoAlg amd Tnv TEXVIKN UNnpecia Tou va
emBeBaLWVOUV TNV TEXVIKA UTIOOTHPLEN KAL TNV AUECT QVTIHETWILON TwV PAaBwv oe
OVOAUTEG KUTTAPOUETPLAG TNG MpoodEpouaag etatpiag.

6. O avadoxog va avaAdfel TNV mapoxr EMOTNUOVIKAG UTIOoTHPLENG TIou adopouv
™V pLUOULON TWV TPWTOKOAAWYV TOU TIPOCHEPOUEVOU KUTTAPOUETPNTH.

7. Na katateBoUv Ta TLOTOMOLNTIKA EKTTALGEVGCNC TOU ETLOTNLOVIKOU TIPOCWTTLKOU TNC
mpopunBelTPLAC ETALPELOG ATIO TNV KOTOOKEUAOTPLA ETALPELQL.

8. Na katateBel Alota eyKATEOTNUEVWYV QVOAUTWVYV OE KAWLKA E€PYyaoTApLO HE
ovtiotolyo oplOuo efetdoswyv, wote va emPePoawwdel n  Suvapk TOU

npoodepOUEVOU AVOAUTH.
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TEXNIKEZ MPOAIATPA®EZ ANTIAPAZTHPIQN

A/A-1-27 & 36-40

Mo ta €idn pe o/a 1-27 kat 36-40 Ba BEAape va {nteltal LOvo n GUVOALKH TTocOTNTA
TWV €EETACEWV KO OXL EVOELKTLKI) TIOCOTNTA (CUOKEUAOLWWYV) N omola dtadépel and
eTalpla o etalpia, KaBwG katad TNV dleCaywyn TwV NAEKTPOVIKWY SLAYWVIOUWV TO
TIPOYPOUMO KATAXWPENONG Poodopwv TNG NAEKTPOVLIKNG TAatdopuag EZHAHY &ev
ETUTPEMEL TNV ELOAYWYH EL6WV 0TO cuoTNUA €AV §ev cupmintel n {nTtolevn moooTnTA
HE TNV IPOOHEPOUEVN.

A/A 33, 34,35

Emeldn ta {ntovpeva €idn amotedolv avtidpactipla YL TOV TIOLOTLKO €AEYX0O TOU
avaAuth, lowg Ba Atav kaAvtepa va {Ntnbel to kABe €va xwplotd, epocov KABe
etalpia Slabétel Sladopetikd TPOMO puLOUIONG Tou avaAutr. Amapaitntn
npoUmnoBeon anoteAel n ouvoAikr {NTOUPEVN TOCOTNTA O€ APLOUO EEETACEWV.

A/A 36-40
Mo ta €ién pe a/a 36-40, Oswpoupe OTL Ba Ty poTLpotepo va Intnbolv ta i6n wg
€€NC: « ZwAnvapla pe cuviuaopo Twv {INTOUUEVWV LOVOKAWVIKWYV ] avTioToLya».

Mapatnpnon.

Edbdoov o Slaywviopdc sival cuvodog e€omAlopodg ta {nToupeva LOVOKAWVIKA Ba
umopouvoav va ixav {ntnBel pe tnv popdn e€etacewyv omou Ba cupneplapBdavovral
TA AVOAWGCLUA UALKA KABWGE KL O TIOLOTIKOG EAeyX0G Tou avaAuTtr). Mapakatw Ba Seite
€VOELKTIKOUG OUVOUAOMOUG MOVOKAWVLKWY yla TIG {NTOUUEVEG €EETAOELS, TIPOG
afloAoynon.

ZwAnvaptla pe cuvéuaouo twv {NTOUUEVWVY UOVOKAWVIKWV

e HLA-DR FITC/ CD56 PE/CD16 PerCP-Cy™5.5/CD4 PE-Cy™7 /CD19 APC/CD8
APC-H7/CD3 V450/CD45 V500

e (CD38FITC/CD56PE/CD45PerCP-Cy™5.5/CD19PE-Cy™7 /KAPPA APC/LAMBDA
APC-H7 /CD138 V450/CD27 V500

e CDI103FITC/ LAIR-1PE/CD11cPerCP-Cy™5.5/CD19PE-Cy™7/smlgM APC/CD49d
APC-H7/CD20 V450/CD45 V500
CD35FITC/CD64PE/CD34PerCP-Cy™5.5/CD117PE-
Cy™7/CD300e(IREM2)APC/CD14 APC-H7/HLA-DR V450/CD45 V500

e (CD38FITC/CD56PE/CD45PerCP-Cy™5.5/CD19PE-Cy™7/CD117APC/CD81APC-
H7/CD138 V450/CD27 V500

e CDA4FITC/CD38PE/CD45PerCP-Cy™5.5/CD19PE-Cy™7/CD27APC/CD8APC-
H7/CD20 V450/CD3 V500

e CDA45RAFITC/CD25PE/CD127PerCP-Cy™5.5/HLA-DRPE-Cy™7/CD39
APC/CD4APC-H7
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e MPOFITC/CD79aPE/CD19PerCP-Cy™5.5/CD34PE-Cy™7 /CD3 APC/CDA45 V450

e CD38FITC/CD56PE/CD20PerCP-Cy™5.5/CD19PE-Cy™7 /CD138 APC/CDA45 V450

e CDS8 FITC +Anti-Lambda FITC /CD56 PE +Anti-Kappa PE /CD5 PerCP-Cy™5.5a /
CD19 PE-Cy™7 + Anti-TCRy/6-1 PE-Cy7 /CD3 APC/CD38 APC-H7 /CD4 V450+

CD20 V450 /CD45 V500

e lambdaFITC/kappaPE/CD19PerCP-Cy™5.5/CD38PE-Cy™7 /CD56 APC /CD45

V450

Me ekTipnon

MNa tnv SafeBlood/BioAnalytica A.E.
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YneuBuvn Tou Topéa tng Kuttapopetpiag Pong



