HpakAegio 13-10-2022

TEXNIKEZ MPOAIATPADEZ ANAAYTQON KAI ANTIAPAZTHPIQN ANOZOAOTIKOY
TMHMATOZ I'.N. BENIZEAEIOY-MANANEIOY

OMAAA EZETAZEQON 1

TEXNIKEZ NPOAIATPADEZ ANOZOANAAYTOY XHMEIOODQTAYTEIAZ KAI
ANTIAPAZTHPIQN 1A NMPOZAIOPIZMO AAAEPTIOTONQN

TEXNIKEZ MPOAIATPADEZ ANOZOANAAYTOY

O mpoodepOUEVOG AVOAUTNG TIPETEL VOl TANPOL T TOPAKATW QMAPAITNTEG TEXVIKEC
npodlaypadEg mou Ba TEKUNPLWVOVTAL LE CUVNUUEVO TIPWTOTUTIOL EVIUTIOL TOU OLKOU
KOTQOKEUNG TOU.

1. Na elvat olyxpovng texvoloyiag KOTOOKEUAOUEVOG OE EPYOCTAOLO LE TILOTOMOLNON KATA
ISO kat va dpépel onpavon CE.

2. H peBodoloyia Tou avalutr va ival xnuelopwtavyela Suo otadiwy.

3. Na elval mMANPWG AUTOUATOTOLNEVOC, CUVEXOUC GOpTWONG, Tuxalag Aoy Selyatog
Kal va €xeL tnv duvatdtnta ektéleong mavw amd 180 tests tnv wpa. O xpovog ARPng
TIPWTOU OMOTEAECATOG va. NV Eemepva ta 70 AemTa.

4. Na StaB€tel Yuyeio.
5. Na urtodéxetal ta deiypata, ta aviidpaotripla kot ta aAAepyloyova Ue bar code.
6. Na urtodéxetal cwAnvapla PE PLKPEG TTOCOTNTEG yLla OLdLATPLIKA Selypata.

7. Na €xeL v Ouvatotnta va eKTeAel QUTOPOTO QPOLWOEL Ot Oelypata €KTOG
OVLXVEUCLUWV 0pLwVv.

8. H BaBuovopunon twv {INToUHeEVWY EEETACEWY Va €XEL LOXU TouAdyLlotov duo BSouadec.

9. Na €xeL tnv duvarotnta Ovixveuong Tn¢ moootntag opol Kal avildpaotnpiwv, ot
TIEPLMTWON AVETIAPKELOG TOUG VA TIPOELSOTIOLEL UE OTTTIKO 1 NXNTLKO CriUa.

10. Na unootnpiletal amnd mpoypopupa 060 To duvatov mio clyxpovo He Suvatotnta
Sdwatripnong apxeiov aobevwv, amobépatog avidpaotnpiwyv, enavaAnPewv acBevwy,
LOTOPLIKO aoBevwy, KABwWC Kol TPOYpPAUUA HE SuvaTOTNTA TIOLOTIKOU €AEyXOU TWV
OTOTEAECUATWV.

11. Na €xeL Tnv duvatotnTa Anmodoonc TWV ATIOTEAECUATWY CUYKEVTPWTLKA OAAG KoL ova
00Bgevn Ue AN PN oTOLXELO TOU.

12. To unxavnua va urtootnpiletal anod otabepomolntr Tdong, computer Kal EKTUTIWTH.

13. Na €xeL Tnv duvatotnta audidpoung cuvEeon UE TO KEVIPLKO TPOypappa Slaxeiplong
anoteAeopATwV Tou epyaotnpiou (LIS). H etalpeia odeilel va avalafel ta E€oda ocuvdeong
TOU MPOOoPEPOUEVOU AVAAUTH LE TO TPOYPALUA TOU EpYAcTnpiou.

14. Na €XEL EVOWUATWUEVO OUOTNUA AUTOEAEYXOU HE SuvaToTnTa EVTOTILOUOU BAaBwv Kol
eldomnoinong Tou XeLPLOTH.

15. H anédoon twv anmoteAECUATWY va YIVETAL TTOCOTIKA cUUPWVA PE TNG LOVASES TNG
MNaykoéoutag Opyavwong Yyelag, aAAd KoL NUUTOCOTIKA OE TAEELG KAl KATA TPOTiUNoN oo
™V taén 0 péxpL tnv Tan 6.

16. Na €xeL tnv duvatdtnta va kaAu el To 100% twv {ntnBevtwy e€eTdoEWV.
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MPOAIATPA®MES ANTIAPASXTHPION

1. H kaBe nmpoodopd va mepLEXEL OAQ TA amapaitnTa avildpaoTPLA VLA TNV EKTEAECH TNG
kKaBe e€€taong oe Kit N emuépoug ouokevaoieg (Controls, Calibrators, onuacuévo avti-
avtiowpa, Substrate, Buffers .....)

2. OAa ta aMlepyloydva Kol Ta GAAQ QVTLlyOvVOL TIOU XPNOLUOTOLoUVTaL Vo Elval Kotd
TPOTIUNON EVOWMOTWHEVO O oTeped daon teAeutaiag texvoloyiag kal va gival oAU
vPnAng kabapotntac.

3. Ta aM\epyloyova KabBwg Kal Ta avtidpaothpla va €Xouv HoKpU Xpovo Iwng emi Tou
avaAuth TouAdytotov 90 nuEPEG.

4. Ta mpoodepOPeEVA avTLIOPACTHPLA VA TIPOEPXOVTAL ATIO EUMOPLKO OIKO UE EUMELPLA OTO
OUYKEKPLUEVO XWPO KAl VA XPNOLUOTIOLoUVTAL amo eEELOIKEVUEVA KEVTPO TOU EEWTEPLKOU
KOlL TOU ECWTEPLKOU.

6. Na mapouolalel amodedbelypéva mARPN YPUUUIKOTNTO OTLC APOLWOELG TWV SELYUATWV.

7. 2tov KwdLKO 26116 10 MPoodEPOUEVO Uiy TIPETEL va TIEPLEXEL T aAAepyLoyova f1, f2,
3, f4, f13, f14.

8. 2tov Kwbkd 25904 1o MpoodPePOUEVO Ly TIPETIEL VA TIEPLEXEL TOL OAAEPYLOYOVA €1, €3,
e4, e5

9. Ytov KWOLIKO 28645 10 MPOodEPOUEVO HUiyHa TIPETEL VA TIEPLEXEL T AAAEpyLOyOva m1,
m2, m3,m5, m6

10. H etaipeia mpnel va KataBETeL TEAATOAOYLO TTOU 0ldpOpPA LOVO TIG {NTOUUEVEC EEETAOELC
Kol OXL AAAEG TTOU TUXOV EKTEAEL O IPOCPEPOUEVOC AVOAUTHG.

11. Ou péBodol mpemeL va €ival OTAVIAPLOUEVEC O 0poUG avadopds TG MNaykoouLag
Opyavwong Yyeiag kot 0Aa ta avtibpaotrpla va pépouv oruaveon CE kat ISO kal yevika va
€Xouv TNV péylotn duvatn akpifela kat emavoAnPuotnta.

MPOZOXH

Ma TNV KAAUTEPN OLKOVOLLKA oUYKpLlon otnv poodopd tng Kabe etatpeiog Oa mpémnet va
neplAappavovtal 0Aa ta avaiwotpa (Baoikd avtidpaoctipla, calibrators, controls, buffers
Kat cups) SnAadn n T toug va cupneplhapfavetal o kdBe poodepOEv alAepyLloyovo.

H etalpeia €xeL TNV uTOXPEWGN VA AVAAABEL TO KOOTOC TOU TIOLOTLKOU EEWTEPLKOU EAEYXOU.

Na t™ O&woddiion tng opolopopdiag kat T OleukdAuvon NG Aeltoupyiag Tou
epyaotnpiou, oL {NToUPEVEC €EETACELS KAl O AMOALTOUMEVOG ouvodog e€omAlopog Ba
KatakupwBoULv wg eviaia opdada.
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MINAKAZ EZETAZEQN OMAAAZ 1

A/A NEPIFPA®H EZETAZEQN

1 AM\epyloyova yupewv G2

2 AMepyloyova yupewv G3

3 AM\epyloyova yupewv G6

4 AM\epyloyova yupswv W6

5 AMepyloyova yupswv W19

6 AMepyloyova yupewv T9

7 AM\epyloyova yupewv T23

8 AMepyloyova ecwteplkol xwpou D1
9 AM\epyLOyOVO ECWTEPLKOV Xwpou D2
10 AMepyloyova ecwtepLkol xwpou E1
11 AM\epyloyova ecwTePLKOU Ywpou ES5
12 AMepyloyova ecwtepLkol xwpou E2
13 AM\epyLloyova ECWTEPLKOU Xwpou M2
14 AM\epyloyova ecwTtepLkol xwpou M3
15 AMN\epyloyova ecwTEPLKOU Xwpou M6
16 AM\epyloyova ecwTtepLkol xwpou M1
17 Tpodka alAepyloyova F1

18 Tpodkd alepyloyova F2

19 Tpodkad alepyloyova F3

20 Tpodikd alepyloyova F4

21 Tpodwka aAepyloyova F10

22 Tpodwka alepyloyova F13

23 Tpodwka aAepyloyova F14

24 Tpodwka alepyloyova F17

25 Tpodka arepyloyova F18

26 Tpodwka aAepyloyova F20

27 Tpodka alepyloyova F23

28 Tpodka aAlepyloyova F24

29 Tpodka alepyloyova F25

30 Tpodka alepyloyova F26

31 Tpodka alepyloyova F75

32 Tpodka arepyloyova F76

33 Tpodwka alepyloyova F77

34 Tpodka alepyloyova F78

35 Tpodka alepyloyova K84

36 Tpodka alepyloyova F95

37 Tpodwa alepyloyova F202

38 Tpodwka alepyloyova F203

39 Tpodwka alepyloyova F256
40 Miypa tpodikev aMepyloydvwy FP1 A Fx1 (F13,F14, F17,F18,F20)
41 Miyua tpodikwv aAAepyloyovwy FP5 r Fx5 (F1,F2,F3,F4,F13,F14)
42 AMepyloyova UEVOTTTEPWV |1
43 AMN\epyloyova UPEVOTTEPWY |2
44 AM\epyloyova UEVOTTTEPWV I3
45 AM\epyloyova upevonTépwy |14
46 AMN\epyloyova upevonTEpwy 15
47 Miyuata elonvedpevwy alepyloyovwy EP1 1) Ex1 (E1,E3, E4, E5)
48 Miyuata elorivedpevwy alepyloyovwy MP1 i My1 (M1, M2, M3,M5,M6)
49 EnayyeApatikd alepyloyova K82
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OMAAA EZETAZEQN 2

TEXNIKEZ NPOAIATPADEZ AYTOMATOY ZYZTHMATOZ lNA HAEKTPO®OPHZEI2-
ANOZOKAOHAQZEIZ KAl ANTIAPAZTHPIQN

TEXNIKEZ MPOAIATPAQEZ 3Y3THMATO2

O mpoodepOUEVOC AVAAUTNG TIPETEL VO TANPOL T TOPAKATW QMAPAITNTEG TEXVIKEC
npodlaypadEg mou Ba TEKUNPLWVOVTOL LE CUVNUUEVO TIPWTOTUTIOL €VTUTIAL TOU OIKOU
KOTQOKEUNG TOU.

1. Na elvat olyxpovng TexVoAoyiag KOTAOKEUAOUEVOG OE EPYOCTACLO E TILOTOMOLNON KATA
ISO kot va ¢pépet onjpavon CE.

2. To cvuotnua va eival MAAPWG AUTOUATOTONUEVO, 600V adopd tnv evamobeon, to
OTEYVWHA KAL TO scanning Twv Selypatwv.

3. Na éxeLtnv duvatotnta eKTEAECNG OGO TO SUVATOV TTEPLOCOTEPWV SELYUATWV KoL 0 600
To SUVATOV ULKPOTEPO XPOVO, EMIONG VAL XPNOLLOTIOLEL [LKPR TToooTnTa SElypaToC.

4. O xpnotng va €xeL tnv duvatotnta va enefepyaocbei to nAektpodopnua, onwe St1opbwoan
n dlaypadn KAACUATWV.

5. Ot mpoodePOUEVEC ATO TNV TOLPELD EEETATELG VO KaAUTTTOUV TO 100% Twv {nTtnBévTwv.

6. Na €xeL Tnv Suvatotnta apdidbpouns ouvSeong UE TO KEVIPLIKO Tipoypappa Staxeiplong
QIMOTEAECUATWY TOU gpyactnpiou(LIS). H etatpeia opeilel va avalaBet ta €€oda cuvdeong
TOU MPOOPEPOUEVOU AVAAUTH] LLE TO TPOYPALLA TOU EPYACTNPLOU.

MPOAIATPADEX ANTIAPASXTHPION

1. H mpoodopd mpenel va mepllapfavel OAa ta amapaitnta avtidpootipla ywo TV
ekTtéAeon kabe e€€taong ot kit | empépoug avtidpaotrpla EToLUa TTPOG XPNoN.

2. To péoo nAektpododpnong va ivat puAAa ayapolng, oL XpPnNOLULOTIOLOUMEVOL AVTLOPOL va
elvatl avtiavBpwrelol uPnAng moLOTNTAG.

3. Baolko kpLtiplo eMAOYNG TWV OXETIKWV avtidpaotnplwy anotelel n eupeia xprion Toug
ano Noookopelakd Kévipa pe moAUXpovn evacxoAnon Kot LEYAAn EMLOTNOVLIKH EUTELPLA
OTLG CUYKEKPLUEVEG EEETAOELC.

4. H etaupeia mpemnel va kataBetel meAatoAdyLo mou adopd Hovo Tig INTOUUEVEG EEETAOELS
Kol OXL AAAEG TTOU TUXOV eKTEAEL TO TPOODEPOUEVO CUCTNUAL.

5. 0Aa ta avtdpaotrpla va dépouv orjpavon CE kat ISO yeyovog mou Ba TEKUNPLWVETAL UE
CUVNUUEVA TIPWTOTUTIA EVIUTIAL.

MPOZOXH:

1. MNa TNV KAAUTEPN OLKOVOLLKA CUYKPLoN TG Tpoodopdg TnG KABe etalpeiag Oa mpémnel va
neptAappavovtal oAa ta avalwotpa (buffers mAuoipatog kat anoxpwpatiopol Kabwg Kot
TOuGg avtopoug G,A,M yla tnv AvocokaBnAwon opou kat GAM, K, L, Kf, Lf yia tnv
AvoookaBnAwon oupwv) SnAadn n T toug va cuuneplAapBavetat otig mpoodepOeioeg
eetaoslc.

2. H etalpeia €xel TNV UMOXPEWON va aVOAAPEL TO KOOTOG TOU TOLOTIKOU £EWTEPLKOU
eAéyyou.
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3. Ou etalpeieg mou Ba cuppetéyouv oto Slaywviopo odeilouv va emibeiéouv Tov
npoodepOUEVO EEOMALOUO OTN TEPIMTWON TIOU TO £pYAOTPLO SeV EXEL EUMELPLA O’ AUTOV
kat ed’ 6oov tng {ntnBel. Emiong n etalpeia odeilel va eAéyéel yvwota Selypata acBevwy
TIOU TUXOV Ba oTaAoUV amod To EpyaoThPLo.

Mo tn StaodaAion TnG opolopopdiag kat tn SleukdAUvVen TNG AELToupyLag Tou epyactnpiou
oL {NTOUUEVEG EEETAOELG KOL O ATIALTOUUEVOG 0UVOSOG €€OMALOUOG Ba KATAKUPWOOUV WG
eviaia opada.

NINAKAZ EZETAZEQN OMAAAZ 2

A/A MNEPIFTPA®H EZETAZEQN

ANO3OKAGHAQIH OPOY ( Gel)

ANOZOKAOHAQZH NPQOT. BENCE JONES (Gel)

HAEKTPO®OPHZH OPOY KAI OYPQN

ANOZOKAOHAQZH OPOY ME NMENTAZOENH ANTIOPO(SCREEINING TEST)

VR WIN| =

ANOZOKA®GHAQIH OPOY ME ENA TEZT ANA TAINIA (Gel)
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OMAAA EZETAZEQN 3 (3A &3B)

TEXNIKEZ NPOAIATPA®EZ ANOZOANAAYTOY ELISA/ANOZO®DOOPIZMOY KAI
ANTIAPAZTHPIQN 1A MPOZAIOPIZMO AYTOANTIZQMATQN

TEXNIKEZ MPOAIATPADEZ ANOZOANAAYTOY

O mpoodepOUEVOC AVAAUTNG TIPETEL VO TANPOL T TOPAKATW QMAPAITNTEG TEXVIKEC
npodlaypadEg mou Ba TEKUNPLWVOVTOL UE CUVNUHUEVO TIPWTOTUTIOL EVIUTIOL TOU OLKOU
KOTQOKEUNG TOU.

1. Na elvat olyxpovng TexVoAoyiag KOTAOKEUAOUEVOG OE EPYOCTACLO E TILOTOMOLNON KATA
ISO kot va ¢pépet onjpavon CE.

2. Na eivat dutAng xpriong ELISA kat IFA 8nA. o avaAuTAg va umopel va ekteAel kal Tig Vo
OUAdEC e€eTAOEWV.

3. Na €xeL Suvatotnta otpwong MAakLSiwv avoocodpBoplopol yia tig Intnbévieg e€eTdoelg
™¢ opadac.

4. Na gival Tou (610U KATOOKEUAOTIKOU OLKOU UE Ta TpoodePOUEV avTIOpAOTHPLA.

5. Na eival TAAPWC QUTOUATOTOLNUEVO ocuoTnua Omou Ba oAokAnpwvovtol To

TIPOYPOAUHUATIOHEVA TIPWTOKOANQ XWPLG Kapla mapEpuBaon Tou XprRotn EKTOC TOU apXLKOU
TIPOYPAUUATIOUOU.

6. Na eivol avolytol TUTMOU £T0L WOTE VA UMOPEL TO €PYOOTAPLO VO TIPOYPAUUATIOEL
omnotodnmote MpwTtOkoANo AAANG e€€taong ELISA.

7. Na 6€xetatl touldaylwotov 200 delypata tautdxpova Kol va €xel tnv duvatotnta
TauToXpovNG availuong SladopeTikwy eEETACEWY OTO (610 run.

8. Na 6€xetal 6 MAGKEC ¢ Ama€ Kal VoL ETUTPETEL TOV TIPOYPAUUATIONO otV (dla mAdKa 2 -
3 SladopeTIKWV €EETACEWV.

9. Na SlabéteL t€ooeplg BEoelg emwaong .

10. OL enwAOoELG va yivovtal o€ TpayUaTtiko xpovo. AnAadn va Stabetel mpoypappa mou a
Slaodalilel Tov mpokaBoplopévo Xpovo enwacng oUWV UE TO TIPWTOKOAAO TNG KABE
e€€taong Kal aveEApTNTA LE TOV OPLOUO TWV EKTEAOUUEVWYV EEETACEWV OTO TPEXOV run. Na
TEKUNPLWOEL Bdon Twv podlaypadwy Tou UNXavAUOTOC.

11. Na StaBétel touAdyiotov 25 Béoelg mAakidiwv avoocodBoplopou.

12. Na 8laBétel 600 10 duvatdv meplocotepa GWTOUETPIKA Pidtpa pe eVpog amo 400-
690nm.

13. Na 6éxetal motkihio cwAnvapiwv.

14. Na dlaBgtel 600 Tto duvatov neploocdtepeg B€oeLg yla controls, calibrators kat Baowka
avtibpaotipla KabBwg va €xel onwaodnmote BEoelg yla TEooePLS SLadOPETIKEG DLAAEG
TIAUVOTLKWV VYpwV. O aplBudg Ba AndBet umt o Y.

15. Na €xeL ovotnua avayvwplong bar code delypdtwy, avidpaotnpiwv Kot TMAAKLSiwY
avooodBoplopou.

18. Na €xetal 600 To SuVATOV HIKPOTEPN TTOCOTNTA £€ETAOTEOU Selypatog, va avadepbel
0 eAAXLOTOG OYyKOC delypartog.
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19. Na £xeL TNV duvatoTnTa EAEYXOU TNG OTAOUNG SELYUATWY KoL avTdpaotnplwv aAAd Kot
oloTNUA aviyveuong mRyuatog oto Selypa. e mepimtwon 6& avenmdpkeLlag Toug va Sivel
NXNTWKA 1 ypamntn eldomnoinon.

20. Ocov adopa Tov avocodpBoplopo, n tonobetnon SelyudTwy, TwV MPOAPALWOEWY TOUG,
To MAUGLUO Kal TomoB£tnon avtldpaoctnplwy va eivat MARPWGS AUTOUATOTOLNUEVN.

21. To pnxavnua va urtootnpiletal ano otabepomnolntr Taong, computer Kol EKTUNTWTH.

22. Na éxeLtnv duvatotnta apdidpopung ocuVEEONG LE TO KEVIPLKO TpOypappa Slaxeiplong
anoteAeopATwY Tou epyaotnpiou (LIS). H etalpeia odeilel va avaldPel ta £€oda ouvdeon(
TOU MPOOPEPOUEVOU AVAAUTH LE TO TPOYPALUA TOU EPYACTNPLOU.

MPOAIATPADEX ANTIAPASTHPION
A. MPOAIATPADEZ ANTIAPASZTHPIQON ELISA (OMAAA 3A)

1. H mpoodopa mpémnel va meplhapPfavel 6Aa ta amapaitnta avidpaotipla oe kit (
Controls, Calibrators, onuacuévo avti-avtiowpa, Substrate, Buffers .....) yla tnv ektéAeon
kaBe e€€taong kat va eival otnv mAsloPndia Toug EToLua TPog Xpnon.

2. H mpoodopd va kaAUTtel To 100% twv {NTNBEVIWY e€eTAoewV Kol OAeC Ba mpémel va
ekteAovvtal otov dlo avaluth.

3. Na StaB€touv MAAKEC pe amooTwHeva pikpodpeatia (wells).

4. Ta avtdpaotipla OAwv twv I{Ntnbévtwv efetdoswv mpémel va elvat ¢ Slag
npogAeuon( (olkog mapaywyng) yla va €ival CUYKPLoLUA TOL ATTOTEAECUOTA LETAEY TOUG.

5. 0A\a ta avtidpaothpla va ¢p€pouv arpavon CE kat ISO yeyovog mou Ba TEKUNPLWVETAL UE
CUVNUUEVA TPWTOTUTIO EVIUTIAL.

6. Ta avtibpaotripla va tonobetouvtal aneuBeiag otov avaAuth Kal va GEPOUV ETIKETEG
avayvwplong (bar-code).

7. Na €xouv 600 to Suvatov peyaAUTePN opolopopdia MPWTOKOAAWY, WOTE VAL yivovTaL TiLo
g€UkoAa oL cuvduaopol eéetdoewv oto 8Lo run. Na xpnotpomnotlolv 6co to duvatov Kowa
avtibpaotipla (MAUOTIKA, OPALWTIKA, anti- avTloWHATA ) €T0L WOTE VA OPYAVWVETOL
KaAUtepa tO run, O6nAadn va yivetar mapdAAnAn ektéAeon TOAAWV SLabOPETLKWV
e€etdoewv avelaptitw maptidwv avidpaotnpiwv Kot mTapapETpwWY avaAuond.

8. H amodoon twv amoTeAeOHATWY va YIVETAL TIOOOTIKA KOl NUUTOCOTIKA Kol T
npoodepOueva avtidpaotipla va €ouv 000 To duvatov Alyotepoug Babuovounteg yla
AGyouG olKovouiag.

9. Na €xouv 600 T0 Suvatdv cUVTIOPA TIPWTOKOAAQ AVAAUGCNG.

10. H etaipeia mpénel va kataBETel meAATOAOYLO TTOU adpOopa POVO TIG {INTOUUEVEC EEETAOELS
Kol OXL AAAEG TTOU TUXOV eKTEAEL TO TPoodEPOUEVO CUCTNUAL.
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MINAKAZ EZETAZEQN OMAAA:Z 3A

A/A NEPIFTPA®H ESETAZEQN
1 ENA SCREEN EZl ANTIFONQN (SS-A, SS-B, RNP, SM-RNP, Jo, Scl-70)
2 ANTIZQMATA IgG TYNMOY ENANTI B2-TAYKOMPQTEINHZ -I (B2-GPI)
3 ANTIZQMATA IgM TYNOY ENANTI B2-TAYKOMPQTEINHZ -I (B2-GPI)
4 ANTIZOMATA 1gG TYNOY ENANTI KAPAIOAIMINHZ
5 ANTIZQMATA IgG TYNOY ENANTI TOY CCP3(TPITHZ FENIAZ)NENTIAIOY
6 ANTIZQMATA I1gM TYNOY ENANTI KAPAIOAININHZ
7 ANTIZQMATA TYNOY IgA ENANTI IZTIKHX TPANFTAOYTAMINAZHZ (h- tTG)
8 ANTIZQMATA TYMNOY IgG ENANTI IZTIKHZ TPANFAOYTAMINAZHZ (h- tTG)
9 ANTIZQMATA ENANTI MYEAOYNEPOZEIAAZHZ (MPO IgG)
10 ANTIZQOMATA ENANTI MPQTEINAZHZ- 3 (PR 3 1gG)
11 ANTIZQMATA ENANTI AINAHZ EAIKAZ TOY DNA(dsDNA)
12 ANTIZQMATA ENANTI TOY Jol
13 ANTIZQMATA ENANTI TOY RNP
14 ANTIZQMATA ENANTI TOY Scl 70
15 ANTIZQMATA ENANTI TOY Sm
16 ANTIZQMATA ENANTI TOY SS-A(Ro)
17 ANTIZQMATA ENANTI TOY SS-B (La)
18 ANTIZQOMATA ENANTI M2
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B. MPOAIATPADEZ ANTIAPASTHPION ANOZOMDOOPIZMOY (OMAAA 3B)

1. Ta npoodepoueva avtidpaotripla Ba mpenel va dlatiBevtal oe MANPELS CUCKEUAGCLEC
(kits) mou Ba mepléyouv OAa Ta amapaitnta yla tTnv avaiuvon avidpaotnpla (slides pe
€L61KO UTIOOTPWHA, APALWTIKA, conjugate, Stalvpata EKMAUONG, BETIKOUG KoL apVNTIKOUG
HAPTUPEG TITAOTIOLNUEVOUG, UYPO OTEPEWONG, KOAUTITPISEC).

2. H peBodoloyia va Siacdalilel tnv andAutn opolopopdio 6TOUG XPOVOUG EMWACNC,
aveéaptnta anod Tov aplBud Twy delypdtwy nmou Ba avaAvovtal og KABe KUKAO.

3. Ta mpwtokoAa Twv {NTOUPEVWV EEETACEWV va Elval 060 To Suvatd CUVTOUOTEPQ.
4. H mpoodopad mpemnet va KaAUTTeL To 100% twv {nTnBEVTIWY.

5. Ta npoodepopeva avtidpaotipla va dépouv onuavon CE kat ISO yeyovog mou Ba
TEKUNPLWVETOL UE CUVNUUEVO TIPWTOTUTIAL EVTUTIA.

MPOXOXH

Na mpoodepbolv OAa Ta amapaitnTta aVOAWOLUQ OF EMOPKEI OUCKEUAOLEC ylo TNV
EKTEANEON TOU GUVOALKOU aplBpol tTwv {NToUUEVWY €EETACEWV.

Na t™ O&wodaiion tng opolopopdiag kat T OSlteukdAuvon NG Asltoupyiag Tou
epyaotnpiou, ol {NTOUPEVEC €EETACELC KAL O QAMALTOUPEVOG ouvodOg eomAlonog Ba
KaTakupwBoULV w¢ eviaia opada.

H etalpeia £xeL TNV UTIOXPEWON VAL AVAAABEL TO KOOTOG TOU TIOLOTIKOU £EWTEPLKOU EAEYXOU.

MINAKAZ EZETAZEQN OMAAA:Z 3B

A/A NEPIFPA®H EZETAZEQN
1 ANIXNEYSH ANTIZOMATQON ENANTI TOY DNA (ANTI-DNA)
2 ANIXNEYZH ANTISOMATQN ENANTI TON MITOXONAPION (AMA, ASMA, APCA)
3 ANIXNEYSH IGA kat IGG AYTOANTIZQMATQN ENANTI ENAOMYIOY
a ANIXNEYZH AYTOANTISOMATQN ENANTI KYTAPOMAASMATOS OYAETEPO®DIAQN ME

AIOANOAH (ANCA)

5 ANIXNEYZH AYTOANTIZQMATQN ENANTI KYTAPOMAAZMATOS OYAETEPODIAQN ME
®OPMAAAEYAH (ANCA)

ANTINYPHNIKA ANTIZQMATA (ANA)

ANTIZQOMATA ENANTI F-AKTINHZ
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OMAAA EZETAZEQN 4

MPOAIATPADEZ ANOZOANAAYTOY XHMEIDQTAYTEIAZ KAI ANTIAPAZTHPIQN TA TON
MPOZAIOPIZMO KAPKINIKQN AEIKTQN

TEXNIKEZ MPOAIATPADEZ ANAAYTOY

O mpoodpepOUEVOC AVAAUTHG TIPETEL val TANPOL TIG TOPAKATW OTMAPAITNTEG TEXVIKEG
npodlaypadEg mou Ba TEKUNPLWVOVTOL LE CUVNUUEVO TIPWTOTUTIOL EVIUTIOL TOU OLKOU
KOTQOKEUNG.

1. Na elvat olyxpovng TexVoAoyiag KOTAOKEUAOUEVOG OE EPYOCTACLO E TILOTOMOLNON KATA
ISO kot va ¢pépet onjpavon CE.

2. O avaAutng va ival 600 1o duvatdv mio clyxpovog He duvatdtnta Tuxaiag, cuvexoug
KOl LLECOU TIPOOTIEAACEWG.

3. H peBodoloyia mou xpnolpomnolel o avaAuthg va eival xnuetopwtavyeta dvo otadiwyv
yla Ti¢ {ntovupeveg e€etdoelg, ywa va amodelyovtol ¢avopeva mpolwvng Kol TuXoV
Sl00TAUPOUHEVEG OVTIOPACELS KAl VA XPNOLUOTOLEL KATA TPOTIHNoNn yla LxvnOEtn
napaywya akptdivng.

4. Na SlaBétel evowpatwpévo Puyeio (<12 Babuoug C) wote va pmopolv vo TapaApEVOUV
TO AVTLOPACTHPLA VLA LEYAAO SLACTN O OTOV AVOAUTH XWPLE TOV KivOuvo Kataotpodg Twv.

5. Na €xet tnv duvatdtnta ¢poptwong edamnaf touldylotov 60 Selypdtwy Kal TtaxlutnTa
TouAdylotov 100 e€eTdoswv ava wpa.

6. Na xpeltaletal 600 To SuvaTOV PLKPOTEPN TOOOTNTA SEIYUATOC, EMIONG VO UTTOPEL va
unodexBel Stadopoug Tumoug cwAnvapiwv delypdtwy,control kat calibrator otoug idloug
Sdeypatodopeic.

7. Na €xeL Tnv Suvatotnta mapEeUBAoNG Kal LETPNONG EMELYOVIWY SELYUATWV.

8. Na €xeL tnv duvatotnta avtopdtwy enavaAnPewv kat reflex testing xwpig tn xprion
ETUIAEOV AOYLOULKOU.

9. Na €xeL tnv duvatotnta aviyveuong xaunAng otdbung opou kal avtidpaotnpiwy,
nAypatog kot puoaAibwv.

10. Na diatnpet tTnv KaumuAn avadopdg TOUAAXLOTOV Eva prva Kal va SLaBETEL TTOLOTIKA
controls yLo Tov €Aeyxo Twv eeTACEWV.

11. Na €xeL v duvatotnta eKTEAeonS OAWV TwWV {NTOUPEVWY EEETACEWV.

12. Na éxeL tnv duvatotnta anodoong TwV ANMOTEAECUATWY CUVOALKA aAAQ KoL avd acBevn)
WE Ta MARpn otolxela tou.

13. Na umdpxet n duvatotnta standby Aettoupyiag tou Kal va TAPOPEVEL ETOLUOC yLa
Aettoupyia 6Ao to 24wpo.

14. Na SlaBEtel cuotnua avayvwplong tTwv delypdtwy e bar code.

15. Na €xeL tnv duvatotnta audidpopng cuvOeoNG LE TO KEVTPLKO TTPOYpaApUa SLaxeiplong
QMOTEAECUATWY TOU epyaoctnpiou (LIS). H etapeia opeirel va avaraBel ta €€0da ocuvEeaNG
TOU MPOOPEPOUEVOU AVAAUTH] LLE TO TIPOYPA LA TOU EPYACTNPLOU.
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MPOAIATPA®MES ANTIAPASXTHPION

1. H mpoodopd va meplExel 0Aa ta amapaitnta avidpaotipla oe kit § oe empépoug
ouokevaoleg buffers, controls, calibrators, Baowo avtidpaotiplo KaBwg Kot To aVaAWoLU
TIou amattouvtal. H 8€ TIU TOUG va EUTEPLEXETAL OTNV TIPOOPEPOUEVN TIUN TNG KABE
e€€taonc.

2. OAa ta avtidpaoctipla (reagents, controls, calibrators)va eival €tolpa mpog xpron os
uypn Hopdn, ou va Tonobetouvtal KateuBelav otov avaiuth.

3. Ou etalpeieg va avadépouv mola eivat n otabepdtnta Twv avtidpaotnpiwv(Controls,
calibrators kal reagents) LETA TO AVOLYLLO TG CUCKEUAOLOG TOUG.

4. Ta mpoodepodueva avildpaothpla va €Xouv eupeia xprion oe peyaAa Noookoueia.

5. H etalpeia npénel va katabEtel meAatoAdyLo ou adopd Povo TiG INTOUUEVEC EEETAOELG
Kall OXL AAAEG TTOU TUXOV KTEAEL TO TpoodePOEVO CUOTNUA.

6. Ta avtidpaotrpla va €ouV HaKpU Xpovo ARénG.

7. 0M\a ta avtidpaothpla va pEpouv onuavon CE kat ISO yeyovog mou Ba TEKUNPLWVETAL UE
CUVNUUEVA TPWTOTUTIA EVIUTIAL.

MPOZOXH H etalpeia €xel tnv umoxpéwon va avoAdfel ToO KOOTOG TOU TIOLOTLKOU
e€wteplkol eAéyyou.

MNa t™ O&wodaiion tng opolopopdiag kat T OSlteukdAuvon NG Asltoupyiag Tou
epyaotnpiou, ot {NTOUPEVEC €EETACELC KAL O QAMALTOUPEVOG ouvodOg eomMALONOG Ba
KaTakupwBoULV w¢ eviaia opada.

NINAKAZ EZETAZEQN OMAAAZ 4

A/A NEPIFTPA®H EZETAZEQN

ANIXNEYZH KAPKINIKOY AEIKTOY CA 19-9

ANIXNEYZH KAPKINIKOY AEIKTOY AFP

ANIXNEYZH KAPKINIKOY AEIKTOY CA 125

ANIXNEYZH KAPKINIKOY AEIKTOY CA 15-3

ANIXNEYZH KAPKINIKOY AEIKTOY CEA

ANIXNEYZH KAPKINIKOY AEIKTOY FREE PSA

ANIXNEYZH KAPKINIKOY AEIKTOY PSA

N[OV |HWIN |-

ANIXNEYZH KAPKINIKOY AEIKTOY SCC

11
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OMAAA EZETAZEQN 5
MNPOAIATPADEZ ANAAYTOY NEQEAOMETPIAZ KAI ANTIAPAZTHPIQN
TEXNIKEZ MPOAIATPADEZ ANAAYTOY

O mpoodepOUEVOG AVAAUTNG TIPETEL VOl TANPOL T TOPAKATW QMAPAITNTEG TEXVIKEC
npodlaypadEg mou Ba TEKUNPLWVOVTAL LE CUVNUUEVO TIPWTOTUTIOL EVIUTIOL TOU OLKOU
KOTQOKEUNG TOU.

1. Na elvat olyxpovng TexVoAoyiag KOTAOKEUAOUEVOG OE EPYOOTACLO LE TILOTOMOLNON KATA
ISO kat va dpépel onpavon CE.

2. O avaAutn¢ va xpnotuomnolel pebodoloyia teAkou onpeiou A KNtk vedeoueTpia.
3. Na ektelel to 100% Twv INTOUUEVWV EEETACEWV.

4. Na elval 600 1o duvatov MO CUYXPOVOG HE Suvatotnta Tuxoilag MPooTméAaong Kol
ouvexoUC popTwaong Xwpig Stakormn T Asltoupyiag Tou.

5. Na pmopet av ivat Suvatov va mapapEVEL 0 aVOAUTHG ETOLLOC TTPOC XPrion 0Ao to 24wpo
N av xpelaletal va tebel oe kabnuepivr) Asttoupyia va pnv amatteitat kapia dtadikaoia
EKKLVNONG 1 KAELOLLATOC Ao Tov XpHoTn.

6. Na €xeL Tnv duvatotnta va dexBel avtidpaotripla AAAWV ETALPELWY (AVOLKTO cUCTNUA).

7. Na €xeL tnv duvatotnta dpoptwong epamas touddayiotov 70 Selyudtwy Kat n toxutnTa
avaAuoncg va sival mAéov Twv 180 tests/ wpa.

8. Na xpeltdletal 600 to duvatov WUIKPOTEPN ToooTnTA Selypatog opoU, oUpwv Kol
eykedalovwTtiaiou uypou, emiong va propet va urtodexBel Stadopouc TUMoug cwAnvapiwy
TauTOXpOVA.

9. Na €xeL tnv duvatotnta autopatwy enavoAnPewy o mepimtwon mou To deiypa gival
EKTOC AVIXVEUOLUWY oplwv.

10. Na €xeL tnv duvatdtnta auTOPaTNG avixveuong tng XOUNAAG otabung Selypdtwy,
avtibpaotnpiwy, standards kat controls kot va apEXEL NXNTIKO 1) OTTIKO CHUO OTO XPHoTNn
O€ TEPIMTWON AVEMAPKELA TOUC KaBwWG Kal cuoTnua avayvwong aviidpaotnpiwv.

11. Na déxetal eloaywyn otolxeiwv acBevoug, avtibpaotnpiwy, standards kat controls pe
barcode.

12. Na €xeL tnv duvatotnta mapeuPacns Kal LETPNONG EMELYOVIWY SELYUATWV.

13. Na kdvel autopatn fabuovounaon kat n kaumuAn avadopdg va eival o xprion yLo 660
TO SUVATOV PEYAAUTEPO XPOVLKO SLdotnua (Kot yia 600 To Suvatov MEPLOCOTEPEG MAPTIOEC
6lou avtidpaotnpiou) evw mapdAAnAa va SLabEtel oloTikd controls yla Tov €Aeyxo twv
gfetaoewv.

14. No SLoBétel mpodypappa EAEyxou oLOTNTAC e SuvatoTnTa mapouciaong pnviaiwy Kot
NUEPAOLWV TIVAKWVY TwV controls.

15. Na prnopet va evrtomnilel opdApata mou odeilovtal o€ mepiooela aviyovou ,dslypata
pe apoAuon i uPpnAa Autidia kat av eivatl Suvatov va ta SlopBwvel.

16. Na StaB£tel Suo Slavepntéc évav yia ta Sslypata Kal £vayv ylo Ta avtidpaotripla.

17. Na XpnOLUOTOLEL AUTOUATO TIAEVOUEVEG KUBETEG TTOAAWVY XPrOEWV.

12
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18. Na eilvol MpoomeAAOIHOG OToV Xpnotn oOcov adopd TOV TPOYPAUUATIONO TWV
GUGLOAOYIKWYV TLLWV KOL TWV HovAadwy.

19. Na €xelL 600 TO SuUVOTOV HEYAAUTEPO OPXLKO €UPOG METPNONG Yl VA KAAUTTEL
bUGCLOAOYIKEG Kal TIAOOAOYLKEG TIMEG ME Mio HETPNON €T0L WOTE va amodeuyovtal
XPOVOBOPEC KOl QVTLOIKOVOULIKEG TOANQMAEG apalwoelg ot Selypota pe uvPnAég
OUYKEVTPWOELG.

20. H avaluon twv efetaocswv K kat L eAevBepwv ehadplwv aAucidwv va yivetal pe
vedelopeTpla og 0p0, oUpa Kal eykedalovwTiaio uypo.

21. Na €xel tnv duvatotnta anddoong TwV AMOTEAECUATWY CUVOAKA oAAA Kot ava/
aoBevry pe ta mMARpn otolxeia tou. Emiong va Stabétel mAnpn Baon dedopévwy yla v
Swatripnon apxeiov.

22. Na S100€tel oUOTNUO AUTOEAEYXOU TWV NAEKTPOVIKWYV HEPWV KL CUCTNO EVTOTILOUOU
BAaBwv tou avaAuth.

23. Na umootnpiletal amd mpoypappa cUyXpovo Kol SuvatotnTa cUVOECNC LE KEVIPLKO
ocvotnua Staxeiplong amoteAeopdtwy (LIS), kat n etapeio va avalappavel ta £€oda
ouvdeong tou TPOOGDEPOUEVOU QVAAUTOU HE TO UTAPXOV Tpoypappo  Slaxeiplong
QIMOTEAECUATWY TOU EpyaoTtnpiou.

24. Emiong n etalpeia mMpEMeL va KATABETEL TEAATOAOYLO TTOU adopd HOVO TG {NTOUUEVEG
€€eTAOELC KOL OXL AAAEG TTOU TUXOV eKTEAEL O MPOOPEPOUEVOC AVOAUTHG.

MPOAIATPADEX ANTIAPASXTHPION

1. H mpoodopd va meplexel 6Aa ta amapaitnta avidpaotipla oe kit 1 oe empépoug
OUOKeLOOLEG Pe pakpL Xpovo Anéncg (buffers, controls, calibrators, Baowo avtidpaothplo,
TUXOV CUUTTANPWHATIKA avTIOpaoThipla) €miong Kal Ta amoltoUEVA OVOAWOLUA, Kal va
neplAappavovtal otnv T TG e€€taonc.

2. Na Bpiokovtal og vypd popdn £tolpa mpog xpron.

3. Ta nmpoodepOueva avTLOpACTAPLA VA EXOUV EUPELA XPON OE AVOOOAOYLKA £pyaoThpLa
peyaAwv Noookopeiwv.

4. 0\a ta avidpaotrpla va d€épouv oipavon CE kat ISO yeyovog mou Ba TEKUNPLWVETOAL UE
CUVNUUEVA TPWTOTUTIA EVIUTIAL.
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Na tn &wacddaAiion tg opolopopdiag kot tn SleukoAuvon TtnNg Aettoupylag tou
epyootnpiou, oL INToUPEVEC €EETAOCEL KOL O QMALTOUPEVOC ouvodOg €€omAlopog Ba
KatakupwBoULV wg eviaia opada.

MNINAKAZ EZETAZEQN OMAAAZ 5

A/A NEPITPAM®H EZETAZEQN
1 ASTO
2 C3
3 C4
4 IGA
5 IGE
6 IgG
7 IgM
8 R.F.
9 SAA
10 Kappa Light Chain
11 Lamda Light Chain
12 Kappa free Light Chain
13 Lamda free Light Chain

14
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OMAAA EZETAZEQN 6

MNPOAIATPADEZ ANOZOANAAYTOY XHMEIDQTAYTEIAZ KAl ANTIAPAZTHPIQN TA
NPOZzZAIOPIZMO OPMONQN

TEXNIKEZ MPOAIATPADEZ ANAAYTOY

1. Na elvat oUyxpovng Texvoloylog KOTAOKEUACUEVOG OE EPYOCTACLO LIE TILOTOTOLNON
kata ISO kat va ¢pépet onpavon CE.

2. Na elval euxpnoTog, CUVEXOUG KAl AUECOU TMPOOTIEAACEWG YLO TOL EMElyovVTA KAl Vo
TIPEXEL TNV LEYLOTN AODAAELO OTO TIPOCWTTILKO UE KAELOTO KUKAWMO OOBANTWY KO VOl NV
emPapuvel to TEPPBANOV pE emMAéov oteEped amoPAnta mépav amd tnv KuBEta
avtidpaong.

3. H peBoboloyia Ba mpémet va eival xnuelopwtavyela SUo otadilwv yLa TIG TEPLOCOTEPES
e€etdoelg (touAayLoto yia to 70% Twv {NTOUPEVWY EEETACEWV.)

4. Na eival ocuvexol¢ doptwong oe avtdpaotnpla, Seiypata (poutivag kot enelyovra),
calibrators kat controls ané kowo onueio, xwpic Stakomn tng Asettoupyiag tou. Na givat
ouvexoULC POPTWONG EMIONC OE AVOAWGLUAL.

5. Na €xelL duvatotnta emneiyouocag avaluong xwpic dtakomn tng Asttoupyiag Tou o€
opL{OUEVEC OO ToVv Xelplot B€oelg. Meta tn SelypoatoAnyio va punv deopevovtal ta
Selypata evtog Tou avaluth.

6. No umtapyet ocuotnua YPuéng (<12 Babuoug C) otov avaAuTh Kal va UIMOPEL var EKTEAEDEL
TEPLOCOTEPEC amo 20 SladopeTikeg e€etaoelg e epamal poptwon iStag n dtadopeTikng
naptidac avidpaotnpiwv.

7. Na umdapxel Suvatotnto EVIOMIOMOU OVETAPKELAG Selypatog, avidpaotnplwv Kal
avaAwoipwy, mapén mRyuatog kat pucaAidag oto delyua ) ota avtidpaothpla.

8. O XpNOLUOTIOLOUEVOG OYKOG TOU Selypatog va eival o pikpotepog duvatog (< 200ul), va
avadepBel 0 vekpdg Oykog ava e€ETaon PoKeLUEVOU va aloAoynBet.

9. H toyutnTa avaluong Twv Selypdtwy va eivat touAdylotov 200 e€etdoelg /wpa.
10. H apxwkn N edpamnaf doéptwon va adopd touldyiotov 150 deiyuata.

11. Na &éxetatr tautdxpova otoug (Sloug OSelypatoAnmuikolg dopei¢ kat OxL o€
TipoKaBopLlopEVOUG OAOUG TOUG TUTIOUG KoL Ta MeYEBN ocwAnvapiwv, delypata opou
(emewydvtwy kat poutivag), ovpwy, calibrators kat controls.

12. Na umdpxel cUOTNUA AVAYVWELONG - OVAYVWONG T000 TwV Selypudtwy 600 Kal Twv
avtibpaotnpiwv Kal aVOAWCIHWY UE YpauULIko kwdika (Bar-code).

13. Na vumdpxelt Sduvatotnta autopatng apaiwong &nAadn mMpPoypAUUATIOMOU Yl
QUTOMATN A TIPOETIAEYUEVN EMAVAANYN TWV EKTOC Oplwv SELYUATWV.

14. H otaBepotnTa TNG KAUMUANG VO UNV €lval PKpOTEPN Twv 30 NUEPWV Kal Vo PNV
ennpealetal anod tnv Beppokpacio Tou mepBaiiovrod.

15. Na urtapyet Suvatotnta mpoAnPng kat eniluong mpoBAnuatwyv amno andotacn(online)
TIDOKELUEVOU VO ETUTUYXOVETAL N TIPOANTITIK  OVTIUETWIILON TUOOVOV  TEXVIKWV
TIPOPBANUATWY WOTE VO TTEPLOPLIETAL O VEKPOC XPOVOG TOU aVAAUTH.
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16. To Aoywoulkd tou avalutr va Sivel €lkOva TnNC TOPElog TwV £EETACEWV HE TOV
UTIOAEUTOPEVO XPOVO TNG KABe €€€taong Kal LvnAACIUOTNTA ylo KAOE amotéAeopua Tou
avtdpaoctnpiou Kot SLOAUUATWY TTOU XpnoLomoL0nkav oTov avaAuTth).

17. Na €xeL Tnv Suvatotnta apudidpopung cUVEEDNC UE TO KEVTPLKO TPOYPOUMa Slaxeiplong
anoteAeopATwWY ToUu epyaotnpiou (LIS). H etalpeia odeilel va avaldPel ta £€oda ouvdeong
TOU POOPEPOPEVOU AVOAUTH LLE TO MPOYPAUUA TOU EpyacTnpiou.

MPOAIATPA®MEZ ANTIAPASTHPION

H npoodopd mpenel va MepLEXEL OAA Ta amopaitnTa avtidpaotipla yla Ti¢ {NTOUUEVES
e€etaoelg o€ kit n o€ eMPEPOUG CUOKEVAOILEC.

Yroxpewtikad 6Aa ta avtdpaotrpla, calibrators kat control, va Bpiokovtal og vypa popdn
KoL va pnv xpeltalovtal avacuotoon.

OAa ta avtidpaotripla va dpépouv arpavon CE kat ISO yeyovog mou Ba TEKUNPLWVETAL PE
OUVNUUEVA TPWTOTUTIO EVTUTIA IO KABE éva EEXwPLOTAL.

Na xapaktnpilovral and otabepotnta KATtd T SLAPKELA XPrIONG TOUG (IO TO AVOLYHO £WG
TéENOG Xpnong, €dpoocov duolkd TnpouvTal TILOTA aAmnd ToV XPNOoTn ol mpodlaypadEc
ouvtpPNoNG Toug).

Na €xouv peyaAo €0POC HETPNONG WOTE VA KAAUTITOUV OG0 TO SUuVATOV EPLOCOTEPO TLG
TAOOAOYIKEG TIMEC HEWWVOVTAC £TOL TNV avaykn apaiwong tou Oelypotog Kot
EMAvVAUETPNONG Tou (avénaon kdotoug petpnong). Na avadepBouv oe mivaka ava s€€taon
n evaoBnoia, n elIKOTATA KAl N YPOAUULKOTNTA.

Oa afloloynbei n mapeunodion Twv e€eTACEWV AMO TNV MOPOUCio GAAWV OUCLWV OTa
Selypata my aiwpdAuvon, Autopia, Plotivn ed 600V TEKUNPLWVETAL yla KAOe pla amo
eetdoslc.

Ta avtibpaotipla va €Xouv UTIOXPEWTLKA Slapkela {wn¢ peyailtepn Twv 10 efdopddwv
META TO AVOLYHA KAl LEYAAUTEPN TWV €EL UNVWV CUVOALKA amd tnv mapalafn. Emiong ta
avtibpaotipla va €xouv otabepdtnta touAdyxlotov 20-30 CUCCWPEUTIKWY NUEPWV
TIAPOLLOVIA G ETTL TOU AVOAUTH.

Eronuaivetat otL ol mpopnBeutég umoxpeouvtal va tpoodEpouv pe Baon tov {nToUEVO
aplOuo twv efetdoswv. To epyaotplo sival autd mou Ba Kpivel, cUpdwva HE TIG
npodlaypadeg ouvtipnong aAAd kat BAaon tng nUEPnoLla cuxvotnTag XProng Toug mola
avtibpaotipla Ba MPEMEL va TTAPAUEVOUV ETIL TOU AVAAUTH €Tl cuvexopevng Baong Kal
niota 6a puldcoovtat yia Adyoug acdaleiag os ko PUEN, mpokelpévou va StacpaAlobel
n otaBepoTNTA TOUG.
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Na t™ O&wodpaiion tne opolopopdiag kat T OleukOAuvon TNG AslToupyilog Tou
epyootnpiou, oL INTOUEVEC €EETAOCEL KOL O QMALTOUPEVOC ouvodOg €€omAlopog Ba
KatakupwBoULV wg eviaia opada.

MNINAKAZ EZETAZEQN OMAAAZ 6

A/A NEPITPADH EZETAZEQN
1 25-OH VITAMIN D
2 TOTALT3
3 FREE T3
4 FREE T4
5 ANTIOYPEOZ®AIPINIKA ANTIZQMATA ( ANTI Tg)
6 ANTIZOMATA ENANTI MEPO=EIAAZHZ (ANTITPO)
7 OHAAKIOTPOMOZ OPMONH (FSH)
8 OYPEOEIAOTPOMOZ OPMONH 3ng F'ENIAZ (TSH 3 rd generation)
9 KOPTIZOAH ( CORT)
10 OIZTPAAIOAH ( E2)
11 OAIKH TEZTOZTEPONH
12 MAPAGOPMONH (PTH INTACT)
13 QXPINOTPOMOZ OPMONH (LH)
14 MPOTEZTEPONH
15 MPOAAKTINH
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OMAAA EZETAZEQN 7

NPOAIATPADEZ ANOZOANAAYTOY XHMEIODQTAYTEIAZ KAl ANTIAPAZTHPIQN A
NPOZzZAIOPIZMO OPMONQN

TEXNIKEZ MPOAIATPADEZ ANOZOANAAYTOY

O mpoodepOUEVOG AVAAUTNG TIPETEL VO TANPOL T TOPAKATW QMAPAITNTEG TEXVIKEC
npodlaypadEg mou Ba TEKUNPLWVOVTAL LE CUVNUUEVO TIPWTOTUTIOL EVIUTIOL TOU OLKOU
KOTQOKEUNG TOU.

1. Na eival ouyxpovng texVoAoylag KATAOKEUAOUEVOC OE EPYOOTACLO LE TILOTOTOLNON KATA
ISO kot va ¢pépet orjpavon CE.

2. H peBoboloyia tou avaAuth va eival xnuelopwrtauvyela Suo otadiwy.

3.Na elvat MARPWEG QUTOUATOTOLNUEVOC, OUVEXOUG PpOpTwaong Tuxaiag emhoyng delypatog
Kol va €xeL tnv duvatotnta ektéAeong mavw amo 180 tests tnv nuépa. O xpovog AnYng
TIPWTOU QNMOTEAECUATOC VA PNV Eemepvael ta 70 AsmTa.

4. Na StaBEtel Yuyeio.

5. Na urtodéxetal ta avidpaotrpla Kal ta Seiypata pe bar code.

6. Na uTtoS€XETAL KOl CWANVAPLA YLOL LILKPEC TTIOGOTNTEG.

7. H BaBuovounon tTwv InToUpeVWY EETACEWVY VA €XEL LOXV TouAdytotov duo efdouadeg.

8. Na €xeL tnVv duvatotnTa aviyveuong tng moootnNTAg opoU Kal avildpaoTneiwy Kot Otk
1 NXNTIKO cUoTNUO TIPOELSOMOINONG OE EPITITWON AVEMAPKELAG TOUC.

9. Na umootnpiletal and mpoypapupa 600 to Suvatov mio ocuyxpovo pe Sduvatotnta
Sdwatripnong apxeiov acbevwy, amoBEpatog avtidpaotnpiwy, emavaAnpewv aocbevwy,
LOTOPLKO aocBevwy, KabBwg Kal TPOypaupa HE SuvatoTnTa TOLOTIKOU €EAEYXOU TWV
QTMOTEAECUATWV.

10. Na €xeL tnv duvatotnta anddocong TwV AMOTEAECUATWY CUYKEVTPWTIKA aAAd Kal ava
aoBevi e AN PN oToLXEla TOU.

11. To unxdavnua va urtootnpiletal anod otabepomolntr Tdong, computer Kal EKTUTIWTH.

12. Na €xeL Tnv duvatotnta audidpopng cuvOeONG LE TO KEVTPLKO TTPOYpapa Slaxeiplong
anoteAeopATwy Tou epyaoctnpiou (LIS). H etalpeia odeilel va avalafel ta é€oda cuvdeong
TOU MPOOoPEPOUEVOU AVAAUTH E TO TPOYPALUA TOU EpyacTnpiou.

13. Nat €XEL EVOWUATWHUEVO CUOTNUO AUTOEAEYXOU e SuvaToTnTa EVTOTILOMOU BAaBwv Kot
eldbomnoinong Tou XeLPLOTA.

14. O npounBeutn¢ onmwaodnmote MPEMel va SLABETEL eKMALOEUUEVO TIPOCWTIILKO yla
ouvtpnong Kot kKuplwg yla emdlopbwon BAaBwv oe Tomiko emninedo.

MPOAIATPADEX ANTIAPASXTHPION

1. H mpoodopd va meplExel 6Aa ta amapaitnta avidpaotipla oe kit § oe emuépoug
OUOKEVOOLEC pE pakpL XpOvo ANENG, LEYAAUTEPO TWV 6 LNVWV.
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2. OA\a ta avtidpaotnpla, calibrators kat control, va Bplokovtal Katd mpotipnon os vypa
pHopdr. Auta 8& Tou KATA avaykn Bpilokovtal o€ oTeEPed Hopdr) LETA TNV OVaCUOTAGCT TOUG
va Statnpouv TV otaBepdTNTA TOUG TOUAAXLOTOV EVal LRVa evtog TnG Babiag Yuéne.

3. 0Aa ta avtidpaotrpla va dpépouv onpavon CE kat ISO yeyovog mou Ba TEKUNPLWVETAL IE
OUVNUUEVA TIPWTOTUTIA EVTIUTIAL.

4. Na xapaktnpilovrat and otabepdtnta Katd tn SLApKeLa Xpriong Toug (amd to avolyua
€wg TENOG Xpnong, edodoov GUCIKA TNPOUVTAL TILOTA OO TOV XPNOTN oL TpodlaypadEg
ouvtApnong toug). Ta avidpaotipla va €xouv Hakpl Xxpovo Iwng €mi Tou avaAutn
TouAdylotov 90 nuéPEG.

5. Na éxouv peydlo e0pog HETPNONE WOTE va KAAUTITOUV 600 TO SuvaTOVv MEPLOGOTEPO TIG
TAOOAOYIKEG TIMEC HEWWVOVTAC €£T0L TNV avaykn apaiwong tou Oelypatog Kot
enavapetpnong tou (avénon kdéotoug pétpnong). Na avadepBouv oe mivaka ava e€€taon
n evawoBnoia, n eIKOTNTA KAL N YPOUULKOTNTA.

MNa t™ O&wodaiion tng opolopopdiag kat T OSlteukdAuvon NG Asltoupyiag Tou
epyaotnpiou, ol {NToUpeveG €EETAOCELC KOL O QMALTOUUEVOG ouvodOG eEOmMALOMOG Ba
KaTakupwBoULV w¢ eviaia opada.

MNINAKAZ EZETAZEQN OMAAA 7

A/A NEPIFTPA®H EZETAZEQN

AAPENOKOPTIKOTPOMNOX OPMONH(ACTH)

OYPEOIMAIPINH (TG)

KAAZITONINH

C-NMENTIAIO

INXOYAINH (INSULINE)

ZQOMATOMEAINH-1 (IGF-1)

EZETAZH ANTIZOMATQN ENANTI TOY YITOAOXEA THX TSH (TSI)

VNN HWIN| P

AYZHTIKH OPMONH (GH)
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ENIZHMANZH: Adopd os 0Aa ta IntnBvta avtidpaotipla

1. OLetalpeieg mou Ba CUMHETEXOUV 0TO SlaywVviopno odpeilouv va oteilouv aviidpaotrpla
yla SOKLUI OTNV TEPIMTWON TTOU TO EPYAOTAPLO SEV EXEL EUMELPLA TTAVW OTA CUYKEKPLUEVA
Kal ep 6oov INTnBel and autod. Emiong n etalpeia odpeiletl va eAéytel Selypata mou TuXov
Ba otaABouv amod to epyactriplo otav n petadopd Tou npoodepBEvTog avaAutou eival
SdUokoAn. OLmapanavw Stadikacieg Sev MpPEMeL va EEMePVOUV XPOVIKA 15 nUEpPEC.

2. Z& MePLMTWON TOU TA KUPpWBOEVTA avTISpaoTrpLa MAPOUCLAcOoUV TTPORANUA alomioTiag
N eTalpela oPpellel va Ta AVIIKATAOTHOEL KOL OTNV TIEPLTTWON TIOU TO MPOBANUa cuvexiletal
auth odelel va KaAUPeL TNV OlKOVOULKN Sladopd O OXEON UE TOV EMOUEVO UELOOOTH.
Eniong eav mpokuPetl BAABN tou avaAutol mou dev odelleTal O0TO XEPLOTH N ETALPELA
odeilel va aviikataoTAoeL Ta avidpaotipla mou exouv avalwBel e€attiag tng BPAABNG.

3. OL TIHéG OAwV Twv efeTdocwv Ba TPEMEL va elval TEAKEG. ZTNV TN TNG povadlaiag
e€étaong Oa ouvumeplapfdavovtat OAa  ta  avidpaothplo—avoAwolpa  (dnAadn
avtibpaotipla, pubulotika SwoAvpata, OSlaAvpoto  kaboaplopou, avildpaotrpla
BaBuovounong kot eAéyxou, Autikd, controls, calibrators k.Am.). OAa ta amapaitnta
avtibpaotipla—avalwolga yla tv OSlevépyela tng kabe e€étaong Ba mpEmel va
napayyEAlovtal pe Tpomo ou Ba e€aodalilel tnv duvatotnTta KOOToOAOYNoNG ava e¢Etaon
KoL va tepLlypadeToL avOAUTIKA OTLS TtpodlaypadeEg.

EnutAéov omou amatteital kapmuAn Babuovounong kat EAeyxog autnc (Létpnon controls
kat calibrators) ta avtidpaoctripla yla va eKTEAEOTOUV QUTEC OL avTLOPAOTELG/UETPAOELG va
napExovral SWPEAV KAl EMUTAEOV TWV ATTALITOUUEVWVY OO TO SLOYWVIOUO TTOCOTATWY £¢
000V XPELAOTEL.

MPOZOXH: H etalpeia otnv omoia Ba katakupwOel n kaBs opdda e€etdoewv €xeL TNV
UTIOXPEWON VoL aAVOAABEL TO KOOTOG TOU TTOLOTIKOU EEWTEPLKOU EAEYXOU QTIO KATAELWUEVOUG
0lKOUC TOU €€WTEPLKOU I AKOUN KOL TOU ECWTEPLKOU.

YNOXPEQTIKA ENTYMA NIZTOMNOIHZHZ:

(Loxvouv yLa OAeg TIg Tapamavw opades INTNBEVIWY avaAuTwy Kat avildpaotnpiwv)

O kdBe mpounBeuTn g uTtoxpeoLTAL VA KATABEDEL TA TAPAKATW EVIUTIA KOLL TILOTOTIOLNTIKA
podl pe tnv mpoodopd Tou:

1. BeBaiwon tou Oikou KATaokeEUAG avaAuToU Kal avildpaotnpiwy Kal avaAwoipwy Kal otL
Ta mpoodepBEvta otov Slaywviopo avidpaotipla kot  avoAwolpa (mou  Ba
XpnotomnololvTal and To pnxavnua) mpoteivovtal and tov ev Adyw OIKo yla KavOoVLKN
Xprion, OtLelval amoAUTA CUMBATA PE TA NAEKTPOVLKA KOLL LNXAVLKA LEPN TOU LLNXOVA LATOG,
Kol 0TL 6ev Ba emnpedcouV oTNV OMAA Kal arpooKOoTTn AELToupyia Tou.

2. BeBaiwon tou OlKOU KATOOKEUAG TOU UNXAVAUATOG, OTL n mpoodépouca etalpeia
(mpounBeutnc) eivat efoucloSotnUéEvn WC TPOC TNV TAPOXN TIANPOUC TEXVLKAG Kal
Emotnuovikng umootnpleng (service, avtaAAaKTIKA K.ATT.) KoL OTL OTEAEXN TNG €XOUV
eknaldeutel ota epyootaacta tou OIKou KATAOKEUNG. ATTOSELKTIKA WC TTPOG TNV ekmaideuaon
kat tnv dlapkela Ba cuvuTtofAnBouv pe tnv BePBaiwon.

3. KataBeon otolxeiwv oamd tov OIKO KATOOKEUNC, TILOTOTIOWNTIKA Kol YPOPLKEG
TIAPOOTACELS TIOU va amodelkvuouv 6cov adopd tnv uPnAn enavoAnPlpuotnto tou
HNXQVALOTOG.
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4. KataBeon mAnpoug avodopag OXETIKA HE TNV OKpiBela Twv HeETPrioswv (amo To
HNXAVNUQ) OE OXEON HE TIG EKAOTOTE HeBOdoug avadopdc.

5. KataBeon YrnevBuvng AnAwong tou N. 1599/86 OTL pe TNV MapAddocon ToU UNXAVHLOTOG
Ba napadwoet kat Befaiwon Tou OIKOU KATAOKEUNG OTL TO Unxavnua (avadépovrag Tov
aplOuo oelpag, S/N) KATAOKEVAOTNKE TNV TeEAeuTalA SLETIA.

6. Zuppopowon C.E ovpdwva pe TG Swatagelg tng odnylag 89/336/E.0.K ywa tnv
NAEKTpOMAYVNTIKY  oupPatotnta  (kown  Ymoupylkn Amodoon 94649/8682/93)
TILOTOTIOLNTIKO €AeVBEPNC KUKAODOPLAC Ao TNV apuoSia Apxn TNG XWPOG OPAYWYNG.

7. Nepypadn tou pnxaviuatog¢ mou Ba mpoodlopilel akplPws To €idog Kal Tov TPOMO
Aettoupyiag kat otnv EAANVIKN, eyxelpidlo Aettoupyiag. TuXOV oo LavTeC MOPeKKALOELS Ao
Ta KaBopl{opeva TEXVIKA & AEITOUPYLKA XOPAKTNPLOTIKA, UMOPOUV va YiVOUV OTMOSEKTEC
ano v Emtpomn A€loAoynong ed’ 6cov Sev eival avtiBeteg [ 6ev UOTEPOUV TMPOC TLG
anattnoelg tng Ynnpeoiog, aAAd Kal TIC CUUTTANPWVOUV TIPOC TO KAAUTEPO. H emttpomnn
afloAdynong Suvartal katd tnv Kplon tng va Intnoel amd tov TpopnBesut Ttuxov
Sleukplvnoelg eni twv avaypadopevwy otnv npoodopd Tou, CUMMANPWHATIKA oToLXEla
yla tnv mAnp€otepn SLomioTwon TwV TEXVIKWY XOPAKTNPLOTIKWY Kal SUVATOTATWY TNG
OUOKEUNC 1 akoun KoL tnv enidel€n o Aettoupyia TG CUOKEUNG, XWwpL¢ kapia amaitnon tou
nipounBeuTh.

8. Eyypadn dnAwon tou mpounBeutr OtL Ba MpooKopioetl To pnxavnua os d00 (2) HAVECS
amno tnv unoypadn t¢ cuppaonc.

9.’ Eyypadn dnAwaon OTL eyyudtal TNV KoAr AELITOUpYia TOU CUGTIHATOG 1) LNXOVHALOTOC YLO
TO XPOVIKO dlaotnua tng olvpPaong, wg emiong OtL avalapuPAavel TNV UTOXPEWOH va
SlaB€oel ldIKO TEXVIKO 0 omoiog Ba emideifel 0TO MPOOWTLKO TNG UTINPECLAG TOV TPOTO
Aewtoupylag Kal XeWpLopoU KaBwE KOl T TIPOOTATEUTLKA LETPA aodaAELloG TPOCWTTIKOU Kal
UALKOU.

10. Eyypadn eyyunon kaAng Aettoupyiag yla to Xpovikd didotnua tng cupPaocng amnd tnv
nuepounvia moapalaBri¢ TOU OCUYKEKPLUEVOU HNXAVAUOTOC HE TOV OUYKEKPLUEVO
epyootaoclakd aplOuod (serial number). Katd tnv mapadoon Ttou ocuotHUATOS R
pnxavnuatog Ba mpookopiletal oto TuRua Blolatpikig texvoloyiag deAtio epyaciag oto
omoio Ba avaypddetal 0 KATAOKEUOOTIKOG Olkog, 0 TUMOC TOU UNXAVAUOTOG KOl O
€EpyooTtaolakog aplOuog (serial number).

Katd tn Sidpkela ektéAeong TnG cUUBAONG Kal TUXOV MOPATACNG AUTAG, O TIPOUNOEUTAG
UTIOXPEWVETAL VO ETILOKEVALEL 1] vaL avTIKaBLloTd omolodnmote e€dptnua 1 LEPOG TOU, 1 Kall
O0AGKANPO TO cUOTNUA (UNXAVNUO, OPYOVO, CUCKEUH) XWPLG Kol olkovouLkr emBdapuvon
Tou Noookopeiou. To €KTOG Aettoupyilag Xpoviko Stdotnua, apxilel amd tn oTyun g
eldonoinong mpo¢ tov mpopnBeut yla ™ PAAPN Kal AnyeL pe Tnv mapddoon Ttou
ouoTNuatog o Asttoupyia. To xpovikd autd Staotnua Sev mpémnet va umepPBaivel o kapia
TiEpUMTWon TIG €ikool Téooeplc (24) wpes. O mpounOeutng odeilel yla TIc £EETACELC TTOU
€XOUV €nMelyovta XOPAKTAPO Kol yla TOo SLAoTNUO TIOU TO pnxavnua Oa peivel ektog
AelToupylag va €XEL MEPLUVAOEL yLa TNV KAAUN TWV EMELYOVTWY EPLOTATIKWV (EPeSPLKOG
OVOAUTAG, OUVTAPNONG TUXOV UTIAPXOVIWV OVAAUTWV 1 @AAog Tpodmocg). O Tpdmog mou
TPOTEIVEL 0 TMPOUNBEUTAC Yyl TNV QVTLUETWIILON TWV EMELYOVIWV TIEPLOTATIKWY OF
nepimtwon BAABNG, mpénel va neplypadel cadwc.
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Eyypadn SnAwon otL avalapBAveL TNV UMOXPEWON EKMALSEUONG TOU IPOOWTILKOU TOU
Noookopeilou TAvw oTtn Asltoupyia TOU UNXAVALOTOC OPYAVOU I} CUCKEUNG, Xwpig TNV
ermupapuvon tg.

EMNINAEON:

1. To Noookopeio Ba mapaoyel LOVO APOXEG NAEKTPLKOU PEUATOG, TIAPOXN) VEPOU TTOANG
Kol amoXETevon). Tuxov mopeUPAcELS oTNV SLaPPUBULON TWV XWPWV TOU EPYOOTNPLoU yla
TNV €YKATAOTOON TwV avoAUTWY Ba TpémeL va eykplBouv amod ta apuodia dpyava tou
Noookopeiou kat Ba yivouv pe euBuvn kat damaveg Tou mpounOeuth.

2. Ta é€oda petadopdg eykatdotaong, ekmaidevong, ouvtipnong, aviaAAaKTLKWY Kal n
TEXVLKN KOL ETILOTNHOVLIKH UTtooTAPLEN Ba tapéxovtal Swpedv amo tnv Lelodotpla eTalpEia.

3. Me amokAeLoTIKr) euBUVN Tou TpopNnBeuTh, Mou amodelkvuetal Eyypada, Ba mpémneL va
e€aodaliletal n SuvatotnTa yLo cUVEXH KoL TTARPN TEXVLKN UTIOOTHPLEN, SNASH ETILOKEVEC,
OVTOAAQKTIKA Kot GAAQ UALKQ, TTIOU €lvait avaykaia yLo tTn AEtoupyia Tou LNXaviLaTog ou
Ba SlateBel amo tov mpopnBeuth yla Tn SLEVEPYELA TWV ATIALTOUUEVWY EEETACEWYV, KOOWG
KOl N TMPOUABELX TWV amaToUPEVWY UALKwY Babuovounong kot gAéyxou (standards,
controls) og MOCOTNTEG TETOLEG TIOU VAL [N TIAPAKWAUETAL N AnMpOCOKOMTn AELToupyla Tou
avtiotolyou epyaoctnplo.

4. Na katateBel meAaToAOyLO TNC ETALPELOG LE Ta OTOLXELA KAl TLG SLEUBUVOELG TWV TEAATWY
HOVO yla TI¢ {NTtnOévteg e€eTAOELG.

5. KaBe mpoodepopevo eidog mpemel va ouvodeletal amod motonointikd CE Mark.
ErunpooBétwe B6a AndBolv unoyn kot ta motonowntika ISO 9001 3 1SO9002 kot FDA
approval.
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