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AITIO®AXH THX ENIITPOITHX
m™m¢ ng Mdaiov 2002

GYETIKO, PE KOWVEG TEYVIKES TPOSLAYPUPES VLU TA LUTPOTEYVOLOYLKA
Bondiqpota wov ypnoipomorlovvrol 611N OLdyvmon in vitro

[xowomomnOeioa vro tov apifuc E(2002) 1344]
(Keipevo mov mapovoialer evoragépov yia tov EOX)
(2002/364/EK)
Apbpo 1
Ot teyviKés Tpodloypapég mTov TapaTiBEVTOL GTO TAPEPTNLO TNG TOPOV-
o0G OmOPAONG EYKPIVOVTIOL MG KOWEG TEYVIKEG TPOSLOYPOPES YO, TO.
WTPOTEXVOLOYIKA Pondnato mov ¥pnoipomoovvial ot didyveon in

vitro mov mopoatifevtal oto mapdpmuo II katdAoyog A g odnyiog
98/79/EK.

Apbpo 2

H mopovca amd@aon amngvubovetar oto kpdtn péEA.
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1IAPAPTHMA

KOINEX TEXNIKEX IMPOAIATPA®EX I'lA TA IATPOTEXNOAOI'IKA
BOHOHMATA IIOY XPHXIMOIIOIOYNTAI XTH AIAI'NQXIH IN
VITRO

1. IIEAIO EOAPMOI'HZ

Ot KOWEg TEYVIKEG TPOdIYpopég OV eKTifevTal 6To Tapdv mapapTniLe
epapuofovrat Yo Tovg okomovg tov mapaptipatog I katdroyog A g
odnyiag 98/79/EK.

2. OPIZMOI KAI OPOI
(AwyvoeTikn) svacOnocia

H mbavomta omddoong Oetikod amoterléopatog oamd to Pondnua
Topovsio Tov SelkTn-oTOYOL.

AMOag OeTikd

Agiypa 10 omoio eivatl yvootd 0Tt ivar Oetikd yio To deiktn-6TdYX0 Kot
ta&vopeitor opbdg amd to Pondnpua.

Yevdmg apvnTiké

Agtypa 10 omoio eivatl yvootd 0Tt ivar Oetikd yio To deiktn-6Td)X0 Kot
ta&vopeitol ecpaipéva amd to fornonuo.

(Awyvoetikiy) ggedikevon

H mBavomrto amddoong apvntikod oamoteléopatog and to fondnua
amovcio. Tov JeikT-6TdYOV.

Yevomg OeTikd

Agtypa to omoio eivar yvootd 0Tt givol apynTikd yio to SelkTn-0TOYO
Kot ta&vopeitol ecpoipéva amd to foronpa.

AMOGg apvnTiKO

Agtypa 1o omoio eivar yvootd 0Tt givol apynTikd Yo to SelkTn-0TOYO
kot Tawvopeitar opfog amd to Pondnuo.

Avalotkn) gvacOneio

H avaivtik) gvaicOncio pmopet vo ek@paletatl g o Oplo aviyvevong,
MAadn ©¢ M EAGYLOTN TOGOTNTO TOL OElKTN-GTOYOV OV JVVOTOUL VO
aviyyvevbel pe axpipeto.

Avalotikn e€edikevon

Avaivtikn e€edikevon eivor 1 ikavoémta e pebddov va mpocdiopilet
AMOKAEIGTIKG TO OEIKTN-GTOYO.

Teyvikég evioyvong voukAeivik®dv o&émv (NAT)

O 6pog «teyvikés evioyvong voukAeivikov o&éwmv» (NAT) ypnoiponor-
etton yu dokipacies mov mpoopilovtar y v oviyvevon n/kol Tov
TOCOTIKO TPOGOIOPIGUO VOVKAEIVIKOV 0E€mv glte pe v evioyvon
oG akorovBiog-otoyov eite pe v evioyvon evog oNHOTOG N e
vBp1dopd.

Aokpacio Tayeiag drayveoong

O 6pog «dokipooio Tayeiog dGyvoong onuaivel o TOOTIKG N M-
TOGOTIKA 10TPOTEXVOAOYIKA Bonbnpato g Siyveong in vitro, mov
¥PNOLLOTOOVVTOL [ELOVOUEVA 1) OE TEPLOPIOUEVEG OEIPEG KOl TO
onoia. TepAapPavovy pun aVTOHATOTOMUEVEG Ol0dIKAGIEG KAl EQOVV
oxedlaoTel €161 GOTE VO SIVOUV GPECO OMOTENEGLLO.

AvOekTiKéTNTO

AvBekTikOTTO oG aVOALTIKNG Stadikaciog eivat 1 tkavdTnTd TG va
unv emnpedletol and mEPLOPICUEVEG AAAG CKOTLUES TPOTOTOMCELS TMV
TopapETpev TG pebddov Kot givar evoelkTikn yioo v aflomiotio g
pebddov kotd T cvvion ypnom.
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3.1

3.1.2.

ZoyvoTNTa 06TOYI0G CVOTINHOTOG

ZoyvomTo acto)log GLGTALTOS Eival 1| GLYVOTNTO ACTOYIOV KOTH TV
ekTédeoT NG TANPOVG SladIKOCIoG COLE®VE LE TG VTOdEIEES TOV
KOTOGKEVAOTY.

Aoxpacio empepaioong

Aokipooio emPefaimong etvar 1 dokipacio mov ypnoiponoteitat yio
mv emPePainon amoteAécpoTog avtidpaonsg o omoio mpoékvye omd
dokipacio SteAoyng.

Aokpacio Tvmomoinong 100

Aokiocio Toromoineng 100 givat 1 SOKILOGIO TOV ¥PNCLULOTOLEITOL Y10,
tomomoinon pe NN yvootd Oetikd deiypoto Kot Oyl Yy TPMOTOYEVH
Sthyvoon poivveng N yo SteAoyn.

Asgiypata opopetotpomig HIV
O 6pog «detypata opopetatporng HIV» onpaiver deiypato:
— mov givan Betikd oto avirydvo p24 f/kor oto RNA tov HIV ko,

— avayvopilovtor and Oleg TG SoKiacies SOAOYNG AVTICOUATOV
Ko,

— divouv Betikd 1 0mpocdoploto anotédecpa oTig doKiLaoieg emPe-
Baioong.

Agiypata mpowpung opopetotporing HIV
O 6pog «detypota mpdung opopetarponng HIV» onuaiver detypoto:
— mov givan Oetikd oto avirydovo p24 f/kor oto RNA tov HIV ko,

— dgev avoyvopilovtatl and OAEG TIG SOKILOGIES SIHAOYNG OVTICOUATMV
Ko,

— divouv ampocdOPIoTo N OPVNTIKO OTOTELEGILO OTIC JOKLLOGIES EML-
BePoimong.

KOINEX TEXNIKEX ITPOAIATPA®EY T1IA TA IPOIONTA TIOY
YIIAI'ONTAI XTO ITAPAPTHMA II KATAAOI'OX A THX OAH-
I'AX 98/79/EK

Kowég teyvikég mpodiaypogic o v aflordynon Tov emdocemv
OVTIOPUGTIPIOV KOl TPOIOVTMV GVIIOPUGTNPIOV YI0 TNV AVi}VELOT,
myv empefaioon kor ToV TOGOTIKG TPocdopopnd oe avOpodmva
deiypato dekT@OV péilvveng amd tovg wig HIV (HIV 1 ko 2),
HTLYV I kou II xor tovg w00g g nratitdeg B, T', A

Tevikés apyés

Ta Bondnpata yioo v aviyvevon poidvoewv amd 100G TANPOLV TIg
amottoglg gvatctnoiog kot egeldikevong (e01kOTTAG) MOV TPOPAETO-
vtat otov mivaka 1 kot otov mivaka 5, aviAoyo pe tov TOTO Tov 100
Kol TIG aviyvevopeves ovtomnteg (ovtiydovo kovr avticopa). BAéme
emiong opyn 3.1.11 yw 11g doxipacieg dtodoyng.

Ta PonbMpata mov mpoopilovial omd TOV KATOCKELAOTH Y10, SOKILO-
oleg COUATIKOV VYPOV TANV TOV 0pOy KOl TOV TAACUATOG, T.)Y. 0VP®YV,
GLEAOV K.AT., TANPOUV TIG i01eC OmALTCELS TOL OETOVV O KOWEG TEXVI-
KEG MPOSLypapéG G Tpog TNV gvatcOncio kot v e&edikevon pe
eketveg TOV SoKpoodv opod N mAdopatos. Katd v a&oddynon
Tov emdocem®V vIOPAAlovial 6 JOKLUN OElyNaTO TOV TPOEPYOVTOL
amd to 0o dropo TOGO OTIG TPOG €YKPLoT SOKILOGleG 0G0 Kol GTnV
avtictoyn dokipacio 0pod 1 TAGGUOTOG.

Ta Bondfuata mov mpoopilovtatl amd TOV KOTOOKEVOOTH Y10, QLTOOH-
YVOOoT, dNACST Yot OKLOKY ¥PNoT, TANPOVV TIG B1EC AMOLTHOELS TOV
0&touv 01 KOWEG TEYVIKEG TTPOdIAYPOUPES MG TPOG TV gvatctnoio ko
mv e&edikevon pe ta avtiotoryo Pondiuota mov mpoopilovrar yio
emayyehpotikn ypnion. Ta oyeticd pépn g a&loldynong tev emdo-
cewv ektehobvtar (1 emavorappdvovtor) and katdAAniovg pun ewdnpo-
VEG YPNOTEG TTPOG EMKLPMOTN TNG Agrtovpyiog Tov Pondnpotog Kot TV
odmydv ypriong.
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3.1.4.

3.1.8.1.

3.1.8.2.

3.1.8.3.

3.1.10.

3.1.11.

‘Oleg o1 a&oroynoelg emdocemv PaciCovtar oe ancvbeing oOykplon pe
eykekpipévo Pondnpa cdyyxpovng texvoroyioc. To Pondnpa mov ypnot-
pomotetrat ywo T cdykpion mpémet va pépet to onpo CE, av kvkdogo-
pel oV ayopd KoTé TN YPOVIKY oTiypn TG o&loAdynong Tov emdo-
GEWV.

Av pwo aglohdynon mpocdlopicel OVTIQATIKG OTOTEAEGILOTO OOKIHLO-
oDV, TO €V AOY® OMOTEAEGLOTO OVOADOVTOL KOTO TO dvvatdv, ylo
TOPASELYLOL

— pe mv agordoynon tov omokAiivovtog deiypotog e GAle GLOTI-
pato SoKLung,

— ue ) xpnon evaAloktikng pedddov N deiktn,

— pe Vv emaveEETAon TG KAWVIKNAG KOTAGTAONG KOl TG d1dyvmong
oV 0c0evolg Kot

— pe mV e&Taom EMOVOANTTIKOV OEIYLATMV.

Ot a&loroynoeg tov enddcemv deEdyoviol oe TANOVGHO avticToyo
pe exeivov g Evpdang.

Ta Oetwcd deiypota mov ypnoioroovvial 6to mhaicto g a&loAdyn-
oNG TV EMOOCEMV EMAEYOVIOL KOTH TPOTOV (MGTE VO OVTOVOKAOVV
dibpopa otdda g avtiotoyns acbévelag (1] T@v avtictoywv acbe-
VELDV), S1APOPOVG TOTOVG AVTICOUATOV, SIEPOPOVS YOVOTHTOVS, dLAPO-
POVG VIOTVTOVG, UETOARAEELG K.AT.

H evaictnoio pe oAnbmhg Oetuch detyparta kot deiypoto OpoUETATPOTNG
a&oroyeitol og e&ng

H Swyvootikn gvacOnoio g dokipnaciog Kotd TNV OpPOUETATPOTN
TPEMEL VO OVTATOKPIVETAL GTO GUYYPOVO EMIMEDO TNG TEXVOLOYiNG. Ave-
Eapmnra and T delaymyn TepUITEP® SOKIL®V TV dlov 1 Tpdodetmv
TWVOAK®OV OPOUETATPOTNG OO TOV KOLWVOTOUUEVO OPYUVIGULO 1) TOV KOTO-
OKEVOOTY, TO OMOTEAECUOTO TPEMEL VAL EMKVPOVOLY TO. OPYIKE dedo-
péva mg a&ordynong emddoemv (PAéne mivaka 1). Ov mivakeg opopie-
Totpomng mpémel v opyiCovv pe apvmtikn dokipacio (Sokipaciec)
aipotog, eved to SoTAROTO HETAED TOV SOKLLAGIOV OilOTOg TPETEL
vo gtvor pkpd.

Yy mepintoon tov Bondnpdtov ekéyyov aipatog (e&apovpuévov tov
dokipaciov HbsAg kot anti-HBc), 6Aa 1o aAnbdg Oetucd delypota
npocdopiloviar g Oetikd amd to Pondnuo mov mpoKELTaL Vo PEPEL
to onua CE (mivokag 1). Zmv mepintoon tov dokipacidv HbsAg kot
anti-HBc, ot cuvolikég emddoelg tov véov Ponbnuartog sivar TovAdyt-
GTOV OVTIOTOEG HE €KEIVEG TOL gykekpiuévov Pondnpatog (Bréme
onueio 3.1.4).

To 11g dokpacieg HIV:
— Ol ta deiypota opopegtatpontic HIV mpémet va eivar Oetikd ko

— mpémet va. vrofAnBovv oe dokipacio tovAdylotov 40 deiypata
mpmdwung opopetatporng HIV. Ta amoteléopata mpémet va avtomo-
Kpivovtatl 6To chOyypovo emimedo NG TEXVOLOYIOG.

H o&oAldynon tov emddcemv tov SoKILACIOV SoA0YAG TPEMEL va.
nepthopfavel 25 Oetikd (av eivar dabéonon, o mepintwon omdviov
polvvoemv) detypata vomod opod f/kot mAdopatog g idtag nuépag
(£ 1 nuépa petd ™ derypotornyio).

Ta apvnTiKd delypato mov YPNCILOTOOVVTOL 6TO TAAIGLO NG 0EL0A0-
yNong tov enddcewv opilovtal Katd TPOTOV MOTE VO EIVOL OVTITPO-
COTEVTIKG TOL TANOVOROV-GTOYXOL Yot ToV omoio TpoopileTal M doki-
paoie, wy. yu apodoTes, VOooKopelakovs acbevels, ykveg yuvaikeg
KA

o myv a&loddynon tov emdocemy TV S0KILACIOV dlohoyng (Tivakag
1) eEetdlovtat opddeg apodotdv amd TOLAGYIGTOV dV0 KEVIPO OLfL0-
dociag, evd ta delypota TPoéPovtol amd SLadOYIKES ALLOd0GIEG OV
dev emeléynoav Kotd tpdémov dote vo amokAeiovtal vEOL OpodOTEC.
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3.1.12.

3.1.13.

3.1.14.

3.1.15.

3.1.16.

3.1.17.

3.2

3.2.1.

322

Yy mepintoon g apodociag, N e&edikevon Tov Pondnpdtov avép-
YETOL G€ TOGOGTO TOoLVAd)GTOV 99,5 %, av dev opiletar kATl dopope-
Tkd otovg cvvnupévoug mivakes. H e&edikevon vmoroyiletonr Pacet
™mMG GLYVOTNTUG TV KOT™ ETAVAANYT avTdpOVIOV (SnAadn yevdmg
OeTikdV) omoTELEGUATOV OO aPVNTIKOVG 6TO OEIKTN-0TOYO OLOdOTEG.

Y10 mAaiclo g a&loddynong Tov emdocenv, To Pondnuoate a&loro-
yoOvtar Tpokelpévov va. eEakpipwbei n dpdon ovcudv mov dvvavtot vo
npokarécovy mapepPforés. Ot vd a&loAdyNon SVVNTIKOG ToPEUTOdi-
Covoeg ovoieg e&aptdvtar o kamolo Pabud and ) cvvbeon tov avri-
dpactnpiov kot m ddroén g dokipaciog. Ot duynTikOg TopeUTodi-
Covoeg ovoieg mpoodiopilovtar 6to MAAico TG ovaAvong Kivovvev
mov emParheTar omd TS Pacikég amartioels yoo kébs véo Bondnpa,
dvvavtal, 0oTdc0, Vo TEPIAALPEvVOLY, ).

— delypoto Tov aVIITPOCHOTEVOVV «GVYYEVEIDY LLOADVGELS,

— delypota and molvtoka Gropo, dniadn yvvaikeg mov elyov meplo-
cOTEPEG OO L0l EYKVILOOVVEG, 1 BeTIKODG GTO PELLOTOEDT TOPh-
yovta aofeveig,

— 710 avtyova mov AopPdvovtor omd avaGLUVOLUGIO YEVETIKOD VAL-
KOO, avOpOTIVOL OVTIGOUOTO EVOVTL OTOWEI®V TOV GLGTNOTOG
£KQPOONG, Y10 TOPASELYLO OVIICOUATO EVOVTIL TOV KOAOBOKTNPL-
diov (E.coli) 1 tewv Qupopvkitov.

To ta Bondnpata mov Tpoopiloviat amd TOV KOTACKEVOGTY Yo XP1oM
pe 0pd Kot TAAGHO, M OEOAOYNON TOV EMSOOCEMV TPEMEL VO OTOOEL-
KVOEL 1ooduvapio opov TPog TAAGHO. AVTO ATOSEIKVIETOL Y10 TOVAGYL-
otov 50 delypora (25 Oetikd kot 25 apvnTikad).

To 1o Bondnpata mov mpoopilovrar yuo xprion pe mAdopa, N 0ELOAO-
YNoN TOV eMBOcEMV TPEMEL VoL ELEYYEL TIG EMBOGES Tov Pononpatog
pe OAOL TO OVTITNKTIKG TOL O KOTUOKELOGTIG GUVIGTH VO JPNCLULOTOL-
ovvtat pe to fondnuo. Avtd amoderkvoetat Yo, TovAdyiotov 50 dety-
pata (25 Oetikd Kot 25 apynTika).

310 TAQIOL0 TNG OmOITOVUEVIS avaAvong KvdOvov, Tpoodiopiletar m
GLYVOTNTA AGTOYI0G TOV GUOTHWATOS, OO THV OTOl0 TPOKVITOLY YEL-
3 opvnTikd omoTEAECHOTO, HEC® EMOVOANTTIKOV OOKLULACIOV CE
acbevag Oeticd deiyparto.

Av éva véo wtpoteyvoloykd Bonbnpa tng Sidyvwong in vitro mwov
avAKEL GTOV KoTdAoyo A Ttov mapoptipatog II dev koldmretonr pntd
amd TIG KOWEG TEXVIKEG TPOSIYpOapES, TPEMEL Vo, Aapévovtat voyn ot
KOWEG TEYVIKEG TTPOdypapég v ouvapés fondnuo. XZvvaer Pondn-
LLOTO LTOPOVV VO TPOGOLOPIGTOVV O€ SLAPOopa TAAISLA, T.). Yo TV 1010
N TOPOUOLL GKOTOVUEVT ¥PNOT N Y10 TOPOLOIOVG KIVODVOUG.

IIp6oBeteg amarti)oelg Y10 GVVOVOONEVEG DOKINAGIES AVTIYOVOL KOL
avTIcORATOV T1o. Tovg 1wig HIV ke HCV

Ot oLVOVOCHEVEG SOKILOGIEG avTLYOVOL KOl OVIICOUATOV Yo ToV 10
HIV, mov mpoopilovtar yio v aviyvevon tov oaviryévov p24 tov o0
HIV-1 kot avticopdtov evavtio otovg tovg HIV-1/2, mnpovv tig
amottoelg evactnoiog kot e€edikevong (ewdkotnrag) mov kabopilo-
vtar 6tov mivaka 1 kot otov mivaka 5.

Ot cUVOVUGHEVES JOKILAGIEG OVTIYOVOL KOl OVTIGOUATOV Yo TOV 10
nratitdag C (HCV), mov mpoopiloviar yioo v ovigvevon avtyovov
tov 100 HCV kot aviioopdtov evavtia otov 10 HCV, mnpodv tig
anouthoelg evartotnoiog kot eedikevong (edwodmTag) mov Kabopilo-
vtol otov mivaka 1 kot otov mivaka 5. Ot mivaxeg opopetatponng HCV
yio v 0§loAdYNoN TOV GUVOVOCUEVEOY SOKILOCLOV OvVTlyOVOL Kot
avtiocopdtov yo. tov 10 HCV Eekwvovv pe pio 1 meplocodtepeg apvn-
TIKéEG apoinyieg kot meprapfavovy deiypata omd mpdun Aoipoén
HCV (fgtikd yioo mopnvikd ovtiyovo HCV kavnp yuo HCV RNA
aALG apvntikd yo anti-HCV). Ot cuvdvacpéveg dokipaoieg avityovov
Kot avticopdtav yo tov 10 HCV mopovcialovy Bertiopévn evacdn-
oo Yo 116 Tpdipes Aowwméelc HCV og ohykpion pe t1g doKiuaoieg pe
avticopoto HCV poévo.
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3.3.

3.3.20.

3.3.2.

IIpocOeTes amorTOES Y10 TIS TEYVIKEG EVIGHLONG VOVKAEIVIKAV
o&émv

Ta kprrplo a&lordynong tov emddcemv Y10 SOKLLAGIES TOV TEPIAOLL-
Bavouv TeyxViKEG evioyvong VOLKAEIVIKOV o&Emv Topatifeviol oTov
nivako 2.

T'o 115 doxipacieg mov mepthopfdavovy v evicyvon akorovOLOV-6TO-
yov deEdyetar yio Kabe delypo ELeyyog AEITOVPYIKOTNTOS (ECMTEPIKOG
éheyyog) ovyypovov emmédov teyvoroyios. O ev Aoym éheyyog Se&a-
yetal, katd to dvvatov, kah’ Ola ta oTddle G dadikoociog, dniadn
KOTA TNV eKYOAION, TV eVioyLon/VPPIBIGHO Kol TV avixvevo.

H avolvtikr gvoicbncio 1 1o 6plo aviyvevong t@v SOKILOGLOV TOV
TEPIMOUPAVOVY TEYVIKEG EVIOYVONG VOVKAEIKOV 0&E@V ex@paleTal pe
™ Oetwkr) T amokomng 95 %. H tiun ovt) eivor 1 ovykévipmon
™G aVOALTENS OVGInG 6TV omoia ot doKILacieg divovy BeTikd omoté-
Aeopa g m0600TO 95 % Votepa amd SdOYIKEG APALDCELS EVOG dle-
Bvovg vAKOL avapopds, 6mote eival dobéciLo, OmG m.y. €vOG Ote-
Bvovg mpotomov g IMaykoopag Opydvoong Yyeiog (ITOY) 1 evdg
VAKOU avoeopds Pabpovounpévov €vavit debvovg TPoTvTOL NG
Toy.

Ot nowotikég dokacieg NAT yw tov 10 HIV, mov mpoopilovrar va
ypnopomombovy yoo TV aviyvevon g mopovsiog tov 00 HIV ot0
aipo, 6 GLGTOTIKG TOL OiNOTOG, GE KOTTOPA, GE IGTOVG 1| 6 Opyavo, 1
Gg OTOdNTOTE TOPAY®YE TOVG, TPOKELEVOL Vo a&toAoynOel 1 KoToA-
ANAOTNTA TOVG Yo LETAYYION, Y10 LETAUOGYEVLON 1) YO YOPNYNON KUT-
TapwV, TPENEL VO gival oYeSIACUEVEG TG MOTE VO AVLXVEDOLY TOGO TOV
10 HIV-1 600 kot tov 16 HIV-2.

Ot nootikég dokpacieg NAT yw tov 10 HIV, minv tov dokipacidv
LOAOYIKNG TLTOTOINGNG, TPEMEL Vo gival oyedlOopéVeEG £T0L MOTE VO
umopodv va mapakapyovy toxov anotvyia s NAT oe kdmoo meplo-
yn-ot6x0 otov HIV-1, my. péom g xpriong dbo aveapmtov mepto-
AOV-GTOYMV.

H aviyvevon yovotdmov amodeikvietor pe Ty KOToAANAN enkbpmon
TOV GYEOLOGLOD TOL EVOPKTNPLOL LOPIOv 1 TOV aviyyvevty], Kabmg Kot
pe Tov EAEYYO SEYUAT®V YVOGTOD YOVOTHTOV.

To 0moTEAEGOTO TOV TOGOTIKMV SOKLULOGLOV EVIGYVONG VOUKAEIVIKOY
ofémv eivar cuykpiopa pe Sebvny mpdétuma 1 Paduovounuéva vAKE
avaQeopac, ov vIapyovv, Kol ekppdlovtal otig debveic povades mov
¥PNOLLOTOOVVTOL GTO GUYKEKPULEVO TESIO EQAUPULOYNG.

Ot dokipacies evioyvong VOukAEIVIKGOV 0&Emv duvavtal Vo, ¥pNCLLOTOL-
00VTOL Yl0L TNV OVIYVEVLGT 1OV G€ JElYNLOTO TOV JEV MEPIEXOVV OVTIOO-
pata, dnAadn oe deiypata mpo g opopetatpomng Ot decpevpévol
EVTOG GUUTMAEYHATOV OVTIYOVOL-OVTICOUOTOG 101 EVOEYETAL VO ELOAVI-
Couv JlopOPETIKES O1OTNTEG GE GUYKPLON UE TOVG OOECUEVTOVG LOVG,
Yo ToPAdeLyLo. Koté To 6tado g puyokévrpnong. [ to Adyo avtd,
ot pehéteg avhekTikOTTOG lval oNHovTiKo vo TepthapuPdvouy delypoto
OV JEV TEPLEXOVY OVTICOUATO (TPO OPOUETATPOTNG).

Xt0 mhoicto TV peketdv avlekTikdmnTeg SeEdyoviol TOVAGYIOTOV
mévie doKacieg pe evollag eviovog Betikd kot apvnTikd defypota
v T degpevvnon mhavodv dtactavpodpevav avtidpdoemy. To gvto-
vog Oeticd detypata cuvictavtol oe delypota e puOIOA0YIKA LYNAOVG
T{ITAOVG 1OV

H ocvyvéomta actoyiog cvotipnatog, amd v onoic TpokHTTOLY YELIMS
apYNTIKG amoTeAéopaTo, TPOodlopileTal HEC® TOL EAEYXOL aoOeVd]
Oeticdv derypdrov. Ta acbevig Betikd deiypato TepEyovy ukd poptio
i00 pe 1o tpwhdoio tov 95 % Tov BeTikod UKOV POPTIOL OTOKOTNGC.
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3.4.

3.4.1.

3.4.2.

3.5.

3.6.

Kowég tegvikég mpodraypagés Yo tov €heyyo o1d0eong mov dievep-
Yel 0 KOTUGKEVUOTIG OVIIOPAGTIPIOV KUl TPOIGVTMV OVTIOPUGTI-
piov Yo v avigveven, v empePfaioon Ko TOV TOGOTIKO TPOG-
oopiopd oe avOpOTIVE dEiypaTA IEIKTAOV POAVVENG 0d TOVG 100G
HIV (HIV 1 ko 2), HTLV I ko II kon Tovg 100¢ T nrartitides B,
I, A (névo 0vocoroyIKéS SOKINAGIES).

Ta kpuriplo Tov eléyyov Sudbeong mov Sievepyel 0 KOTOGKELOOTHG
SraceariCovv 6Tt kGOe Taptida mpocdiopilet otabepd To. GYETIKG OvVTL-
YOva, EMTOTOVG KO OVTIGMLLOTO.

O éleyyog d1a0eong moptidmwv mov dlevepyel 0 KATACKELAOGTNG YO TIG
dokipacieg dahoyhg mepiapPavel tovidyiotov 100 delypota mov ivan
OPVNTIKG GTN GLYKEKPILEVT] OVOAVLTED OVGTA.

Kowég teyvikég mpodwaypopéc yio v aflorkdynon Tov emddcemv
OVTIOPUGTNPIOV KUl TPOIGVTOV AVTIOPAGTIPIMV Y10 TOV TPOGILOPL-
opé TOV aKOLOVO®V aVTIYOVOV Opad®V ipaTog: cVGTNHO OpAd®V
aipatog ABO ABOI1 (A), ABO2 (B), ABO3 (A,B): cvotnpo opddmv
aiparogc Rh RH1 (D), RH2 (C), RH3 (E), RH4 (c), RH5 (e)
ovotnpa opddwv aipatog Kell KEL1 (K).

Ytov mivaka 9 mopatifeviol ta kprmpia yio Ty a&loldynon Tov emt-
300GEmV aVTISPAGTNPI®V KOl TPOIOVIOV avTIOpUoTPiOV Yot TOV TPOs-
Sopopd TOV aviydvov opddmv ailoTog GUGTNIO ORAd®V CiL0TOg
ABO ABOI (A), ABO2 (B), ABO3 (A,B)" chotpo opddwv aipotog
Rh RH1 (D), RH2 (C), RH3 (E), RH4 (c), RHS (e)' cbotpa opddwv
aipatog Kell KEL1 (K).

‘Oheg o1 a&oroynoelg emddcemv PaciCovtar oe ancvbeing oOykplon pe
gykekpipévo Pondnpa cdyyxpovng texvoroyioc. To Pondnpoa mov ypnot-
pomoteital yio T cvykpion mpénet va eépet to onpa CE, av kvkhogo-
pel oV ayopd KoTé TN YPOVIKY oTiypn TG a&lohdynong tov emdo-
GEMV.

Av po a&lohdynon TpocdlopicEL AVIIQATIKG OTOTEAEGILOTO. SOKILO-
OOV, TO. €V AOY® OTOTEAEGLOTO OVOADOVTOL KOTG TO OLVOTOV, Yo
TOPASELYLLOL

— pe v a&oroynon tov omokAivovtog deiypatog pe dAle ovoti-
pote SoKUnG,

— pe ™ xpron eVOAROKTIKNG pedddov.

Ot a&loroynoeg tov emddcemv deEdyoviol oe TANOVGHO avticTolo
pe eketvov g Evpomng.

Ta Beticd delypato TOv XPNGULOTOLOVVTOL 6TO TAAIGLO THG 0EOAOYN-
oNG TOV EMBOCEMV EMAEYOVTIOL KATA TPOTOV MOTE VO, AVTOVOKAODV T
petafAnt kot achevi) EKOPAcT TV aVTIyOVOV.

Y10 mAaiclo g a&loddynong Tov emdocenv, To Pondnuoate a&loro-
yoOvtat Tpokelpévov va. eEakpipwbei n dpdon ovcudv mov dvvavtot vo
npokarécovy mapeprPforés. Ot vd a&loAdynon SVVNTIKOG ToPEUTOdT-
Covoeg ovoieg e&aptdvtar o kamolo Pabud and ) cvvbeon Tov avri-
dpactnpiov kot m ddtoén g dokipaciog. Ot duynTKoOg TopeUTodi-
Covoeg ovoieg mpoodiopilovtal 6To TANIGLO THG OVAAVGNG KVOOVMV
mov emParheTar omd TS Pacikég amartioels yo kébs véo Bondnpa.

o 1o Bondnpata mov mpoopilovrar yuo xprion pe mhdopa, 1 0ELOAO-
ynon tov emdocemv ehEyyel Tig emddoelg Tov Pondnuotog pe Oho To
OVTUTNKTIKG TOL 0 KOTOOKEVOGTIG GUVIGTA VO PTGLLOTOLOVVTOL LLE TO
Bononuo. Avtd amodewkvoetal yio. TovAdyiotov S0 detyparo.

Kowég tegvikég mpodraypagés Yo tov €heyyo o1dBeong mov dievep-
Yel 0 KOTOOKEVUOTIS AVTIOPUGTIPIOV KUl TPOIGVTOV OVTIIOPUCTI)-
plOV Yo TOV TPOGOOPIOCHO TAOV AVILYOVAOV ONGIOV aipaTog:
cvotpno opddwv aipatog ABO ABO1 (A), ABO2 (B), ABO3 (A,
B)* ocvonpo opadmv aipatoc Rh RH1 (D), RH2 (C), RH3 (E), RH4
(¢), RHS5 (e)* ovomnpa opddowv aiportog Kell KEL1 (K)
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3.6.1.

3.6.2.

Ta kpunpo tov eréyxov S1beong mov devepyel 0 KOTOOKELOGTNG
SracpariCovv 0Tt kébe maptida mpocsdiopilet otabepd T GYETIKG OVTL-
YOVa, EMTOMOVG KO OVTICMLOTO.

Ot oot oelg oYeTikd pe tov éheyyo duabeong maptidmv mov devepyel
0 KOTOGKELOOTNG OKlaypopovvtot otov mivako 10.

Kowég tegvikég Tpodiaypagic Yo T 00KIPES TNG TOPUALOYNS TG
vooov Creutzfeldt-Jakob (vCJD) yw avervoers aipatog

Kowég teyvikég mpodiaypagég yioo Ti S0KIUES TG TapoAayng g
vocov Creutzfeldt-Jakob (vCID) ywa avaAvoelg aipotog mapatifevron
otov mivaka 11.



ITivokog 1

Aoxipoocieg dweroync: anti-HIV 1/2, HIV 1/2 Ag/Ab, anti-HTLV UIl, anti-HCV, HCV Ag/Ab, HBsAg, anti-HBc

anti-HIV 1/2, HIV 1/2 Ag/Ab anti-HTLV-I/IT anti-HCV, HCV Ag/Ab HBsAg anti-HBc
Aloyvootikn gvatl- | Oetikd deiypato 400 HIV-1 300 HTLV-I 400 (Betcd detypata) 400 400
oOnoia 100 HIV-2 100 HTLV-II cvumeprapfavopévov cuuTEPIAALPOVOULEV®V cuumepthapBovopévng
cvumepthapfovopévav 40 detydtov omd SopOPETIKE | VITOTHTOV ™m¢ a&lorldynong aAkmv
vrotHT®V «un By 6hot ot TGO LOAVVONG KOL LLE dewtdv HBV
Swbéoipot vrotdomor HIV/1 S10POPETIKOVG TOTTOVG AVTL-
TPEMEL VO OVTUTPOCHOTEVO- cOUATOV.
vtor amd TovAdyietov 3 T'ovotomor 1-4: > 20 deiy-
delypota avd vrotdno pato avd yovotumo (Gu-
purepapfavoprévov vroto-
TOV UM a» TOL YOVOTD-
mov 4)
5: > 5 delypotor
6: av eivol dabéoya
[Tivakeg opopeta- | 20 mivokeg Opilovtan 6tav eivor dwbé- | 20 mivokeg 20 mivakeg Opilovtor 6tav givon

TPOTNG

10 mepartépo mivakes (o€
KOWOTOMUEVO OPYOVIGULO M

GO

10 mepartépo mivakeg (o€
KOWOTOMUEVO OPYOVIGULO M

10 meportépw mivakeg (o€
KOWOTOMUEVO OPYOVIGLO

Swbéoipa

KOTOUOKEVAGTY]) KOTOOKELAGTN) 1 KOTOGKELAGTY])
Avaivtiky evauctn- | IIpdtuna 0,130 IU/ml (d1e0vég mpo-
oio tono TTIOY: 30 diebvég
mpotumo yio. HBsAg,
vrotomot aywl/adw2,
yovotunog HBV B4,
Kkwdwkog NIBSC: 12/226)
Ewdwomta Mn emiheypévol 5000 5000 5000 5000 5000
a1p0doteg (ovpme-
phapfavopévav
VEOV OLLOSOTMV)
Nocokopetakot 200 200 200 200 200
acbeveig
Agtypota aipotog 100 100 100 100 100

pe dvvntikn do-
GTOVPOVLLEV OVTi-
dpaon (RF+, ovy-
vevelg 101, €ykvot
K.AT.)

020T°L0C0 — Td — #9€£0dT00C0
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ITivokog 2
AoKlpooies Yoo TEYVIKES &VioVoNG VOUKAEIVIKOV o&éwv ywe wivg HIV 1, HCV, HBV, HTLV VIl (mowTikéc Kol TOGOTIKES SOKINAGIES" Ol MPOCOOPIGHOS TOV HOPLUKOV
FOPUKTNPLOTIKAOV)
HIV1 HCV HBV HTLV V11
TOLOTIKEG TOLOTIKES TOLOTIKEG
Teyvikég evioyvong Onwg kot otV Onwg kot otV Onog kat oy [ Kprmpra amodoyng
VOUKAEIVIKOV TOLOTIKEG TOLOTIKEG TOLOTIKEG mepinToon TOV TOLOTIKEG mepintwon tov TOLOTIKEG mepinTOon TOV
o&émv SOKILAGIOV TOGO- SOKILOCIOV TOGO- SOKILAGIOV TOGO-
TIKOV TTPOGILOPL- TIKOD TPOGALOPL- TIKOV TPOGILOPL-
cuob tov v HIV opod tov v HIV cuob tov v HIV
EvaicOnoia Zoppmva Le TV Opro avigvevong: | Zougovo pe Zopemvo Le Zopemva pe

Opto aviyvevong
Aviyvevon g
AVOAVTIKAG €VOL-
obnolog (IU/m
oplopdg Paoet
TPOTVTWV TNG
Hoaykoopog
Opydvoong
Yyeiog 1 Padpo-
VOUNLEVOV VAL~
KOV avapopdc)

Koatevbuvtnplo
ypapun mes Evpo-
maikng Gappoko-
molog Yo TV €mt-
kopoon (V): apke-
TG S10S0YIKEG
OPULDCELS GE
0plOKY GLYKE-
VIPOOT" GTATL-
oTIKN avdivon (m.
% avdivon mba-
vottev) Paoet
TovVAGyoTOV 24
OVTLYPAQ®V* VO~
hoytopdg Tng
amoxomng 95 %

OMMOG Kol GTNV
TEPIMTOOT TOV
SOKILACIOV Tol-
0TIKOV TTPOGILOPL-
GlLob" Oplo TOGO-
TIKOV TPOGSLOPL-
GLoY: apOIDCELS
(MuiroyopBpikég
10 1 Ayotepeg)
Bobpovounpévav
TOPOCKEVACUATOV
ovapopas, opt-
GLLOG KATDTEPOV,
ovATEPOL 0piov
TOGOTIKOV TTPOG-
droptopov, axpi-
Bela, opHoOTTAQL,
CYPOLLLIKOY Tedio
pETpnong, «dvvo-
pd medion. Ipé-
TEL VOL ATTOOEL-
KVOETOL 1) OVOTTOL-
POYOYLOTNTO GE
dibpopa. emimedo
GUYKEVTPOONG

mv Katevhv-
VTP YPOUHN
¢ Evponraikng
Qappaxomrotiog
Yo TV €mKd-
pwon (V): apke-
TG S10S0YIKEG
OPULDCELS OE
0plOKY GLYKE-
VIPOOT" GTATL-
OTIKN avdivon
(.. avdioon
mhavotitmv)
Baoer TovAdyt-
otov 24 avrl-
YPAO®V' VTOAO-
Yo TG
amoxonmng 95 %

™mv Kotevhu-
VTP YPORHT
¢ Evponaikng
DQoppakonotiog
Yo TNV EMKL-
poon (1): apke-
TEC OL0BOYIKES
OPULDCELS OE
0OplKY GLYKE-
VIPOOT® GTATL
OTIKN avdivon
(m.y. avdloon
mavotnTeV)
Béoetr Tovddyt-
otov 24 avri-
YPAQ®V' vIToLo-
Yopdg TIUNg
amokomng 95 %

mv Katgvho-
VIpLL YPORHN
¢ Evponraikng
Dappaxomrotiog
Yo TV €mKd-
poon (V): opke-
TG J10S0YIKEG
OPULDCELS OE
0plOKY GLYKE-
VIpOOT" OTATL-
OTIKN avdivon
(m.y. avdioon
mhavotitmv)
Baoet TovAdyt-
otov 24 avrl-
YPAO®V' VTOAO-
Y1opdg TIuNG
amoxonmng 95 %
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HIV1 HCV HBV HTLV /11
TOLOTIKEG TOLOTIKES TOLOTIKEG
Teyviég evioyvong Onog kot oty Onog kot oty Onwg kot oty
VOVKAEIVIKMV TOL0TIKEG TOLOTIKEG TOLOTIKEG TEPITTOON TOV TOLOTIKEG TEPITTOON TOV TOLOTIKEG TEPITTOON TOV

o&éav

SOKILAGIOV TOCO-
TIKOV TPOGILOPL-
opov tov v HIV

S0KILOCIOV TOGO-
TIKOD TPOGdLOpt-
opod tov v HIV

SOKILAGIOV TOGO-
TIKOV TPOGILOPL-
opov tov v HIV

Kpiipa omodoyng

ATod0TIKOTN T
aviyvevong/
TOGOTIKOV TPOC-
S1optopov yovo-
TOTOV/VTOTHTOV

TovAdyotov 10
delypota avad vmo-
Tomo (epoGoV etvar
Sw0éopa)

Yrepkeipeva vypd
KUTTOPOKOAALEP-
yvewov (Ba pmopov-
GOV VO VTOKOTO-
GTNGOLV GTAVIONG
vrotomovg HIV-1)

ZOUQOVE 1E TNV
Kkatevbouvtipia
ypapun ms Evpo-
maikng dappoko-
molog Yo TV EmL-
Kopoon (V). epo-
cov givol dwbé-
oo Babpovoun-
péva VAKG avo-
POPAS VITOTVTIWV"
0o pmopovcav va
xpnoporombovv
Kat aKoAovbieg
petaypagng in
vitro

Zepd apodoEOV
OA®V TOV GUVa-
POV yovoTHTI®V/
VIOTOTTOV, KOTO
TPOTIUNOT VKOV
ovapopas, epdcov
eivor dobéoa

Advavtol vo gpn-
oiponombovv
akxohovbieg peto-
YpopNg M TAooHE-
S Tov €yovv
TPOGIOPLOTEL
TOGOTIKA L€
KoTaAAeg nebo-
dovg.

TovAdyotov 10
detypota ova
VIOTOTO (EPO-
cov givot do-
Oéolna)

ZOUQOVO L
mv Katevhv-
VP YPOUHN
¢ Evponraikng
DQoppokomotiog
Yo TV €mKd-
poon (), epo-
cov &ivol dwa-
0éowa Padpo-
VOUNEVE DAKA
ovapopds vmo-
tonov: Bo pmo-
povGaV Vo, xpN-
oponombodv
Kot aKoAovbieg
petaypaeng in
vitro.

Epocov vmép-
youv dobéorpa
Bobpovounuéva
VAIKG avapopag
YOVOTOTTOV

Zopoova pe
™mv Kotevhv-
VTP YPORHT
¢ Evponaikng
DQoppakonotiog
YL TNV EMKL-
poon (), epo-
cov givat do-
0éowa Pabpo-
VOUTLEVAL DAL
avopPopas vmo-
tonev: Oo pmo-
povsav va. xpn-
oonombody
Kot akoAovBieg
peTaypapng in
vitro.

Epocov vrdap-
xouvv dabéoya
Bobuovounpéva
VAKG ovapopdg
YOVOTOTOV

ZOUQOVO L
mv Katgvho-
VTP YPOUHN
¢ Evponraikng
DQoppokomotiog
Yo TV €mKd-
poon (), epo-
cov givol dwa-
0éowa Padpo-
VOUNEVE VAKA
ovapopds vmo-
tonov: Bo pmo-
povGaV Vo, xpN-
oonombodv
Kot aKoAovbieg
petaypaeng in
vitro.
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HIV1 HCV HBV HTLV /11
TOLOTIKEG TOLOTIKES TOLOTIKEG
Teyviég evioyvong Onog kot oty Onog kot oty Onwg kot oty
VOVKAEIVIKMV TOL0TIKEG TOLOTIKEG TOLOTIKEG TEPITTOON TOV TOLOTIKEG TEPITTOON TOV TOLOTIKEG TEPITTOON TOV

Kpiipa omodoyng

o&éav SOKILAGIOV TOCO- S0KILOCIOV TOGO- SOKILAGIOV TOGO-

TIKOV TPOGILOPL- TIKOD TPOGdLOpt- TIKOV TPOGILOPL-

opov tov v HIV opod tov v HIV opov tov v HIV
AloyvooTikn 500 oipoddteg 100 oupodoteg 500 o1poddteg 500 oipoddTeg 500 empépoug
e€e1dikevon, delypoto oipo-

apvntikd deiypo-
o

T0G

Agikteg pe dvvn-
TIKOG SooTon-
povuevn ovti-
dpoaon

Me ™V KoTGAANAY
oyedioon g
dokipaciog (..
GUYKPLOT 0KOAOV-
O1dv) f/kon ™
Sokiun| TovAdyL-
otov 10 Oetikdv

Onwg kot otV
MEPINTOON T®V
SOKIULOCIOV TTOt-
OTIKOV TPOGIOPL-
GHOYv

Me 1t oyedioon
mg JOKILAGIoG
/Kot ) SoKiun
TovAdyotov 10
Oetikdv derypd-
Tov avipomt-

vov erafoidv

Me ) oyedioon
™¢ dokipuaciog
n/xot T oK
TovAdyotov 10
axoun Oetikmv

detypdtov 1ov
DNA

Me 1 oyedioon
™m¢ SOKILOGLogG
/Kot ™ SoKiun
TovAdyotov 10
Oetikdv derypd-
Tov avipomt-

VOV PETPOIOV

derypdrov avOpm- (n.y. HGV, (m.y. HIV-)
TVOV PETPOIDV (T YFV)
x. HTLV)
AvOekticoémra Onog kot otV
MEPINTOON T®V
SOKLULOGIOV TTOl-
OTIKOV TPOGILOPL-
GHov
Awotavpovpevn | Tovkdyiotov 5 TovAdyotov 5 TovAdyotov 5 TovAdyotov 5
podivven dokipacies pe dokipacies pe dokipacieg pe dokipacies pe

eVOALGE eVIOVmG
Ogticd (mov amov-
To0vV 61N PvoM)
Kot opvnTIKa Ogty-
poto

evolrag evto-
vog Oetikd (Tov
omovTohV oTn
@vom) Kot
apvnTikd dety-
poto

eVOAGE evTo-

vog OgTikd (Tov

amovTovV 61N
@voN) Kot

apYNTIKA dety-

pota

evolrag evto-
vog Oetikd (Tov
omovTohV oTn
@vom) Kot
apvnTikd dety-
poto
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HIV1 HCV HBV HTLV /11
TOLOTIKEG TOLOTIKES TOLOTIKEG
Teyviég evioyvong Onwg kot otnv Onwg kot oty Onwg kot oy | Kpuipra amodoynig
VOVKAEIVIKMV TOL0TIKEG TOLOTIKEG TOLOTIKEG TEPITTOON TOV TOLOTIKEG TEPITTOON TOV TOLOTIKEG TEPITTOON TOV
o&éav SOKILAGIOV TOCO- S0KILOCIOV TOGO- SoKILOcIHV OG0~
TIKOV TPOGILOPL- TIKOD TPOGdLOpt- TIKOV TPOGILOPL-
opov tov v HIV opod tov v HIV opov tov v HIV
AvaocTtol Ecwtepkdg éley- Ecwtepikodc Ecwtepkog Ecwtepikdg

XOG OV KOTA
mpotiunon de&d-
yetan ko’ 6An ™
dwdikacio gvioyv-
oG VOUKAEIVIKOV

£\eyyog mov
Katé mpotiunon
Se&ayetan kab’
OAN T Srdika-
ola evioyvong

£\eyy oG mov
Katé mpotiunon
Se&ayetan kad’
OAN TN dlodika-
clo gvioyvong

£\eyyog mov
Katé mpotiunon
de&ayetan kad’
OAN T Srdika-
ola evioyvong

ofémv VOUKAEIVIKOV VOUKAEIVIKOV VOUKAEIVIKOV
ofémv oféwv ofémv
Zouyvotnta aoto- | TovAdyiotov 100 TovAdyioTov TovAdyotov TovAdyioTov 99/100 Oetikég

¥log cvoToTog
oL amodidet
YELIMDG opvI-
TIKG OMOTEAE-
GupoTa

detlypota mov
TEPLEXOVV UKD
poptio ico pe 3 x
95 % tov BeTucov
uKov Qoptiov
OTOKOTNG

100 deiypoto
OV TEPLEYOVV
uko6 goptio ico
pe 3 x 95 % tov
[IAINQURIINOY)
poptiov amoKo-

TG

100 detypota
OV TEPLEYOLV
uk6d goptio ico
pe 3 x 95 % tov
Betikol UKoy
poptiov amoKo-

TG

100 detypata
OV TEPLEYOVV
uko6 goptio ico
pe 3 x 95 % tov
[IAINQURIINGY)
poptiov amoKo-

g

dokipacieg

(") Karevbovmpia ypappf g Evponrdikng Poappoakorotiog.

Znueiwon: To KPITHPLO AmOdOYNG Yol TN «GLYVOTNTO AOTOXI0G CUGTHLOTOG OV amodidel WYeudms apvnTika amoteléopotay eivatr 99/100 Oetucég dokipaciec.I'a T TOGOTIKEG TEXVIKEG EVIoYLONG
VOUKAEWVIK®OV o€V Oa dtevepynOel pedétn e tovidyiotov 100 Oetikd Selypota mov aviovakAodv Tig cuvndels GuVONKeEg TOV YPNOTAOV (T.)., U1 TPOETAOYN SEIYHAT®V). ZuyXpOVOS,
Oo e€aybovv cLYKPITIKA amoTEAEGHATO [1e GALO GUOTNHO SOKILAGIOV Yol TEXVIKEG EVIoYLONG VOVKAEIVIKOV 0&éwv.I0 TG TOWOTIKES TEXVIKEG EVIOYVONG VOUKAEIVIK®OV 0&EmV o
StevepynOel pehétn yia ) doyveotikn evaicOncia pe tovddytotov 10 mivakeg opopetaTpomic. Xuyypovms, Ho eEuyfovv cuyKpLTIKE 0moTEAEGLOTA e GALO GUGTNLLO SOKLULOGLOV V1oL
TEYVIKEG EVIOYLONG VOUKAEIVIKOV 0EEDV.
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Iivoxog 3

Aoxpaoieg Taysiog dwayvoong: anti-HIV 1 ko 2, anti-HCV, HBsAg, anti-HBc, anti-HTLV 1 ko 11

anti-HIV 1/2

anti-HCV

HBsAg

anti-HBc

anti-HTLV V11

Kpimipa omodoyng

AlryvooTikrn gvouctn-
clo

Oetikd delypoto

Tow kprrfpror Ommg

Kol 0TV mEpinToon
TV SOKILAGLOV S0~
hoyfg

Towr kprehpor O

KOl 6TV TEPINTOOT
TOV SOKULOGLOV S0~

hoyfg

Towr kpreipo. O

Kot otV mepintwon
TV SOKILAGIOV S0~

hoyfg

Tow kprefprar Ommg

Kol 6TV mepintoon
TOV SOKILOCLDV d0-

royng

Tow kprrhpor O

Kot otV nepintmon
TOV SOKULOGLOV S0~

Loyng

Tow kprrfpro. Ommg

Kol 6TV mepintoon
TOV SOKILOCLOV d0-

hoyng

[Tivakeg opopetatpo-
mhg

Tow kprrplo Omog

Kot TNV TepinTeon
TOV SOKILOGIDV dlo-

hoyng

o kprmplo OO

Kol TNV TEPINTOON
TOV SOKILOGLDV S0~

hoyng

To kprmplo OO

Kot 6TV mepintoon
TOV SOKULOGLDV S0~

Loyng

Too kpreplo Omog

Kol 6NV TePInTmon
TOV SOKILOGLOV dl0-
Aoy

o kprmplo 6T

Kot 6TV mepintoon
TOV SOKULOGLOV S0~

Loyng

Too kpreploe Omog

KOl GTNV TEPInTOON
TOV SOKILOGLOV dl0-

hoyng

Awyvootik eEetdi-
Kevom

Apvntikd deiypato

1 000 deiypato
aipartog

200 Khwvikd detypato

200 detyparta eykdmv

100 delypota pe
mBavég mapepPorég

1 000 deiypata
aiparog

200 Khvika detlypo-
o

200 deiypoto
gykdV

100 deiypoto pe
mbavég mapepforég

1 000 deiypata
aiparog

200 khwvikd detypoto

200 deiypata gyxbwv

100 deiypoto pe
mbavég mapepforég

1 000 deiypato
aiparog

200 khwikd detyparto

100 delypota pe
mBavég mapepPorég

1 000 deiypara
aiporog

200 khwvikd detypato

200 deiypoto pe
mOovEG TapePOAEG

100 deiypato pe
mbavég mopepforég

> 99 % (anti-HBc:
> 96 %)
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Iivokog 4

Aoxipocisg empepaioonc/coprinpopotikig dokipocicg yro anti-HIV 1 ko 2, anti-HTLV I ko I, anti-HCV, HBsAg

Aoxipocio emBefaioong

Aoxipooio emPefaioong

Svpninpopatiky dokpacio HCV

Aokacio emPefaioong HbsAg

Kpimipa omodoyng

anti-HIV anti-HTLV
Awyvootikh gvat- | Oetikd detypato 200 HIV-1 kot 100 HIV-2 | 200 HTLV-I kot 300 HCV (Betwca detypota) | 300 HBsAg Q¢ opbog mpocdiopt-
oOnocia 100 HTLV-II opég Bsopeitar o Oett-
KOG (1] ampocdopt-
GT0G), OYL O OPVNTIKOG
ZouneptrapPfavopéveov Toumephapfavopévov dety- | Zvpmeptiapfavopéveov

JerypaTov amd SopopeTiKd
oTAd0 TNG HOALVONG KOt
S18popovg THTOVG AVTIC®-
pérov

pétwv omd SlapopETIKG oTd-
St TG poAvveng kat Sidpo-
pOVG TOTOVG CVTICOUATMV.
TFovotomot 1 — 4: > 20 deiy-
pata (cvpmeptiapPavoprévmy
VTOTOT®V N0 TOV YOVOTV-
mov 4)

5: > 5 detyporar

6: av givor dbéoa

detypdtov and dopope-
TG oTade TG LOAVVGNG
20 «evtoévog Betikd» dely-
pata (> 26 IU/ml)" 20
detypoto 6T0 €0pOg TIUAV
OTOKOTNG

[Tivaxeg opopeta-
TPOTNG

15 mivaxeg opopetatpomng
nivokeg yauniov titAov

15 mivaxeg opopetatpomnic/
mivoKeg yauniov tithov

15 mivaxeg opopetoTpomng
mivoKeg yauniov tithov

Avoivtikny gvot-
oOnocia

[Ipotuma

Agvtepo Sebvég mpdTumo
ywo. HBsAg, vrotdmog
adw2, yovotumog A, kwdt-
k6g NIBSC: 00/588

Awyvootikn) e&et-
dikgvon

Apvntikd detypato

200 deiypato aipotog

200 khvikd detypota,
ocvumepapfavopévoy
SeyLATOV TOV TPOEPYOVTOL
amd eykbLOLG

50 detyporta pe mbavég
nopeUPorEC, cuuTEPIA-
Bavouévev detypdtov pe
AmPOGAOPLOTO ATOTELE-
opato o GAleg dokipacieg
emPePaimong

200 deiypoto aipatog

200 Kavika detypora,
ocvunephapfovopévav dety-
LAT®V TOL TTPOEPYOVTOL amd
£YKVOLG

50 detyparta pe mbavég
napepnPoréc, copnepiapfo-
VOUEVOV SEIYLATOV e
OmPOGOIOPLOTO. ATOTELE-
opato 6e GAAEG SoKLpOGies
emPePfaimong

200 deiypoto aipatog

200 Khvikd detypora,
cvunephapfovopévav dety-
LAT®V TOV TTPOEPYOVTOL amd
£YKVOLG

50 detypoarta pe mbavég
mapepnforés, copnepiapfo-
VOUEVOV SEIYLATOV LE
OmPOGOOPLOTO ATOTELE-
opato 6e GAAEG SoKLHOGiES
emPefaimong

10 yevdwg Betikd omote-
Aéopato, Omeg givar dio-
Oéowo and v a&loro-
YNoN TV EMSOCE®Y TG
dokpaoiog dohoyig (1)

50 defypato pe mbovég
mapePorég

Kaborov wevdig
Oeticd anoteléopata/
(M) xapio e&ovdetépwon

() Kpuipua omodoyng: kapio eovdetépmon yuo ) dokpacio emBePaioong HBs Ag.
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Iivaxog 5

Avtiyovo (Ag) HIV 1, avriyévo/avticopata (Ag/Ab) HIV, avtiyéve (Ag) HCV, avtiyéve/avricopata (Ag/Ab) HCV

Aoxpacieg HIV-1 Ag kot HIV Ag/Ab

Aokipacieg HCV Ag xar HCV Ag/Ab

Kpuripu amodoyng

Awyvootikh evaicnoio

®etikd Oeiypato

50 Oetwcd yuo avtryovo HIV-1

50 vmepkeipeva VYPA KLTTOPOKOAALEP-
YELOV, GUUTEPINOUBOVOUEVOV SLOPOPETL-
kv vrotdnwv HIV-1 ko HIV-2

25 delypoto OeTikd Yoo TUPNVIKO OVTL-
yovo HCV xavn yio HCV RNA alrd
apyntikéd ywo anti-HCV, mov va mept-
Aoppdvovv Toug yovotumovg -6 tov
HCV (gdv xdmotog yovotumog dev eivar
Sw0€oipoc, mapéyetor aiTioAdynon)

BlAéme yevikn apyn otnv mopdypopo
3.1.8.

Mivaxeg opopetatporng (1)

20 mivokeg OpOUETATPOTNY/TIVAKES
yopuniov tithov

20 mivoKeg OPOUETUTPOTNG/TIVOKEG
XOUNA0D TiTAOL

Avaivtikn evacOnocio

IIpotuna

Avtiydovo HIV-1 p24, lo debvég avtt-
dpactplo avaeopds, kwdkés NIBSC:
90/636

To 6plo aviyvevong tov TLPNVIKOL OVTL-
yovov HCV &iepguvdtor pe yprion opot-
moemv tov dtebvodg mpotdmov g [TOY
ywo. To Topnvikd avtryovo HCV (HCV

core Ag, k®d. mpoidvrog: PEI 129096/12)

T'o 1o avtyovo HIV-1 p24:
< 2 1U/ml

Awyvootikn eedikevon

200 detypato ayrodociog
200 xhvikd deiypoto
50 detyparta pe mbavég moapepforég

200 deiypoto oapodociog 200 kAtvikd
delypora, 50 detyparta pe mbavég
mapepnPorég

> 99,5 % petd v e&ovdetépwon N,
€qv dgv vrapyet dwbéoiun doKipLo-
oo g&ovdetépmong, Hetd ) diev-
Kkpivion g katdotoong Tov dely-
LOTOG GOULQMVOL LLE TIG YEVIKEG aPYES
g mapaypdeov 3.1.5

(") O ovvolkOG aplOUdg TVAKOV OPOUETATPOTHS Y0, cLVEVaoUEVES dokipooieg Ag/Ab (amd toug mivakeg 1 kot 5) dev ypewdleton va givor peyardrepog amd 30.

Iivaxog 6

Opotomikiy Ko yovotvmiky dokipacio: HCV

Opotumikn Kot yovotumiky dokipocio HCV

Kpuipo omodoyng

Awyvootiki] gvaicnoio

Oetikd delypoto

200 (Oetcd deiypoto)

Zoumepiapfavopéveoyv derypndtmv and Stopo-
PETIKA oTAdIL TG LOAVVENG Kot SLAPOPOVg
TOTOVG OVTICOULATOV.

Tovotumol 1 — 4: > 20 deiypata (copmepthop-
Bavopévev vIoTHT®VY Un-o ToV YovoTumov 4)°
5: > 5 delyporos

6: av givor dbéopa

> 95 % ocvpeovio petagd TG OPOTLIIKNG Kot
NG YOVOTLTIKNG SOKILAGIOG

»C1 > 95 % cvpgwvia petagd g yovotumi-
KNG doKlpaciog Kol thg doKipaoiog Tpoodiopt-
opov aliniovyiog «

Alyvootikny eEetdikevon

Apvntikd detypoto

100
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Ilivokog 7

Agikteg HBV: anti-HBs, anti-HBc IgM, anti-HBe, HBeAg

anti-HBs anti-HBc IgM anti-HBe HBeAg Kpuripua amodoyng
Ayvootikn gvat- | Ogtikd delypata 100 epportachévieg 200 200 200 > 98 %
ofnoia
1 100 dropa mov porvvinkav | Zvumepilappavopévov dety- | ZvumeptropPovonévev Svpmeprapfavopévoy

Ue QLoKO TPOTO

pétov ord SopopETIKE GTd-
S g poéAvvong (o&eia/
¥POVIOL KAT.)

Ta kprmpiee anodoyng Tpénet
va epappolovtar povo oe
detyporta omd v ofeia pdon
poéAvveng.

SelyLATOV 0md SL0POPETIKA
oTad10 TNG HOALVGNG
(o&eia/ypovia K.AT.)

detypdtov and dopope-

TIKG 6TAd0 TNG HLOAVVONG

(o&eia/ypoviar K.AT.)

[Tivakeg opopeta-
TPOTG

10 mopokorovOncelg M
opopetatponés anti-HBs

Mol eivon dwbéoipa

Avaivtikn gvouctn-
clo

[Ipotuna

lo diebvég mpodtumo mopa-
okevaopo g Haykoouiog
Opyavaoong Yyelog 1977
NIBSC, Hvopévo Bacilelo

HBe — Referenzantigen
82 PEI I'eppavio

anti-HBs: < 10 mIU/ml

Awyvootiky eEetdi-
Kevon

Apvnrtikd deiypo-
o

500 deiypota aipotog

cupumePAaULBOvOUEVOV KAL-
VIKOV OEIYUAT®V

50 detypata pe mbavég
napeUBorég

200 deiypato aipotog
200 khvikd detypoto

50 detyparo pe mbavég
mapenPorég

200 deiypota aipotog
200 khvikd detypoto

50 deiyparta pe mbavég
mapepnPoréc

200 deiypoto aipatog
200 Khvika Setypota

50 deiypata pe mbavég
mapepnPorég

> 98 %
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Iivokog 8

Agikteg HDV: anti-HDV, anti-HDV IgM, avtiyovo déita

anti-HDV anti-HDV IgM Avtiyovo SéAta Kpunpua amodoyng

Awyvootikyy svaucOnoio Octikd delypato 100 50 10 > 98 %

deikteg mpocdopiopod HBV | deikteg mpocdiopiopod HBV | deikteg mpocdiopiopod HBV
Awyvootikrn egedikevon Apvntikd detypoto 200 200 200 > 98 %

ocvunepthapfavopévav kKhvi- | coprepirapfavopéveoy kKivi- | copmepirapfavopévoy kKivi-

KOV SelypaTmv KOV derypdtmv KOV derypdtmv

50 deiypato pe mboavég 50 detyparta pe mbavég 50 detypoto pe mbavég

mapeLPorég mopeLPorég nopeBorég

ITivokog 9
AvVTiy6va opadov aipatog ote cvoTipota opddov cipatog ABO, Rh ko Kell
1 2 3

E&edikevon

Ap1Budg dokiudv avé cuvictdpevy pébodo

2uvolkog apBpog mpog e€€taon SetypdTov ylo véo

ZUVoMKOG apudG mpog eEftaon Setypudtav yo véa
aVTIOPACTNPLOL | XPNOT EXAPKAG YOPAKTNPICUEVOV

TPOIOV .
avtdpactnpiov

Anti-ABOI1 (anti-A), anti-ABO2 (anti-B), anti 500 3 000 1 000

ABO3 (anti-A,B)

Anti-RH1 (anti-D) 500 3 000 1 000
Anti-RH2 (anti-C), anti-RH4 (anti-c), anti-RH3 100 1 000 200

(anti-E)
Anti-RHS5 (anti-e) 100 500 200
Anti-KEL1 (anti-K) 100 500 200

Kpitiipro. amodoyng:

Ol o g Gve avtidpactiplo Tpémel Vo omodidovy cuykpicia anoteAécpota SOKIUNG UE EYKEKPILEVO OVTISPACTIPLO ATOSEKTOV EMIOCEMV OGOV aPOpE TNV ovapepOpevn dpactikotto Tov Pondipatos. Otav 1
EPUPUOYN 1 M XPNON EYKEKPIUEVOV aVTIOpOOTNPiV TpomoToteital 1 emekteivetal, mpémet va Sie&dyovtor Tepautépm SOKIHEG COUPMVA [LE TIG OMALTNOELS TG OTHANG 1 (aveTépm).

H a&wohoynon tov emddcewv avidpactnpiov anti-D npémet va mepthapfdaver dokipaocieg pe pa ogpd acbevav derypdrov RH1 (D) kou pepikdv derypdrov RHI (A), avdloyo pe T oKOTOOUEVT XPHON TOV TPOIOVTOG.

Tomikés omoutioeig:

KAwvid detypato:
Neoyvikd detyporo:
Aciypato ABO:
«oobevng Dx»:

> 40 % A, B Ogtikd.
> 2% tov RH1 (D) Oetucd.

10 % tov vrd e&étaocn mAnbvouoo.
> 2 % tov vad e&étaon mAnbvouod.
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ITivoxog 10

Kpuripro d1G0gong moptid®v Yo, avTidpacTiple. Kol TPpoidvia oviidpacTi-
plOV Y10 TOV TPOGILOPIONG OVTIYOVOV ORAdOV GipaTOS 6TO GUGTHNATA ONd-
dov aipatog ABO, Rh ko Kell

Amoutioelg dokipung e€edikevong v kKabe avtidpactiplo

1. Avnidpactiipro doKipaciog

AW‘SP“(‘:&?Q&O”&S‘*"’ EAdyotog apibyuog Kuttpmy ehéyyov mpog ekétaot
OcTikég avTIdPAoELS Apvntikés avTidpaoelg
Al A2B Ax B 0
Anti-ABO1 (anti-A) 2 2 2% 2 2
B AlB Al 0
Anti-ABO2 (anti-B) 2 2 2 2
Al A2 Ax B 0
Anti-ABO3 (anti-A,B) 2 2 2 2 4
Rlr R2r Acfe- r'r r'r T
wng D
Anti-RH1 (anti-D) 2 2 2(%) 1 1 1
RIR2 Rlr r'r R2R2 r'r T
Anti-RH2 (anti-C) 2 1 1 1 1 1
RIR2 RIr r'r RIRI
Anti-RH4 (anti-c) 1 2 1 3
RIR2 R2r r'r RIR1 r'r T
Anti-RH 3 (anti-E) 2 1 1 1 1 1
RIR2 R2r r'r R2R2
Anti-RHS5 (anti-e) 2 1 1 3
Kk kk
Anti-KEL1 (anti-K) 4 3

(*) M6vo pe ouvioTdueveg TEXVIKEG, G TEPINTMOOT TOL TPOPAALETOL GYVPICUOS TEPT FPACTIKOTNTOG EVOVTL

OVTAOV TOV OvVTLyOVmV.

Znueiwon: Ta TOAKA®VIKG avTdpacTplo. TPEMEL VoL VIOPAAAOVTOL GE GUYKPION HE EVPUTEPES
opadeg Kuttdpov, yuo va emPefoarmbel n egedikevon kot vo anokAgictel 1 mopovsio
avemBVOUNTOV TPOGUEIEEDV AVTICOUATOV.

Kpiriipio. amodoyis:

Kébe maptida avridpactmpiov mpénet vo amodider adwoppiopimero Oeticd M
OPVNTIKG OmOTEAECUATO [E OAEC TIC CLVIOTMUEVEG TEYVIKEG, GOUPOVO LE TO
amotelécpoto mov Aappavovial facel Tov otoyEimv Mg a&loldynong v
EMOOGEMV.

2. Yhka ehéyyov (epvbpa orpocaipra)

O eawvdTLTOG TOV EPLOPDOV ALOGPOLPIMY TOV YPNCLLOTOOVVTOL GTO TAAIGLO
OV EAEYYOV TOV TPOavaPEPDEVTOV avTIdpaoTNPimV TPOGIIOPIGHOL TNG Opd-
d0G aipLaTog TPEMEL VO EMKVPAOVETAL e XPTOT EYKEKPILEVOL PonOnpatog.



Iivokog 11

Aoxipéc g maparriayns s vocov Creutzfeldt-Jakob (vCJID) yw avaidcseis aiportog

Yhkod

ApBpog derypdtmv

Kpuripa omodoyng

Avaivtikn evacOncio

Agtypato eykepdlov mov Eyel mpooPAnOel
and vCID oe avOpdmvo mAdopa (aptd. avo-
eopég II0Y: NHBY0/0003)

24 avrtiypago Kobeplds omd TG TPES opat-
woelg Tov vikov TIOY pe apOpod NHBYO0/
0003

(1x10%, 1x10°, 1x10°)

Ta 23 and 24 avtiypoga aviyvedOnkav ce

1x10*

Agiypata onMjvag mov éyet mpooPanbdel amd
vCJID og avOpomvo midopo (opoyevomor-

24 avrtiypago kobepdg omd TG TPES apot-
woelg tov viukov NIBSC pe opbud

Ta 23 and 24 avtiypoga aviyvedOnkav ce

Alyvootikiy gvoicnoio

npévog 16tdg onvag 10 % — apf. avago- | NHSY0/0009 1>10
pag NIBSC: NHSY0/0009) (1x10, 1x102, 1x10%)
A) Aciypo omd katdAinia (owd poviéha | Oco mepioootepa deiypato eivor dwobéoipa 90 %
KOl EDAOYMG EPIKTO VoL GLAAEYODV, KOl TOVL-
Adyotov 10 deiypata
B) Asiypo and avBpodmovg pe yvootry ki- [ Oco mepiocdtepa delypato eivar dobéoipa 90 %

vikn vCJD

Kot EVAOYMG €QIKTO VO GLAAEYOVV, KOl TOV-
Adyotov 10 deiypota

Movo ot mepintwon mov 10 detypora dev
givar dobéopas

— 0 apuog TV detyUdTmV oL VTOPAALO-
vtot 6g SOKIUN mpémet va givarl peta&d 6
Kot 9

— Ola to Swbécipo detypata mpEmEL va
vroPfdiiovtol Ge SOKIUN

‘Eva, kat’ avototo 6plo, sCOUALEVE OPVNTIKO
OTOTEAEGLOL

Avaivtikn e€eldikevon Agtypata aipatog pe mboavi dtectovpodievn 100
avtidpaon
Awyvootikn egedikevon XovnOn deiypata avBpdTvov TAGGHATOG O 5000 Tovrdyotov 99,5 %

nepoyn He yaunin ékbeon oe EB
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