MPOAIATPADEZ MNA «ANTIAPAZTHPIA KAl ANAAQZIMA TOY NAOGOAOTOANATOMIKOY-
KYTTAPOAOIIKOY EPTAZTHPIOY BENIZEAEIOY TlA TIZ EZETAZEIZ ANOZOIZTOXHMEIAZ

10.

FENIKEZ NPOAIATPADEZ ANTIZOMATQN
XQPIZ ZYNOAO EZOMNAIZMO

Onwc¢ kat og 6Aa Ta UALKA TTOU attouvtal otny apoloa Slaknpuén, £ToL Kol UE Ta
ovtiowpota Kat ta ouvadn UALKA avoooiotoxnueiog Oa mpgnel va untdpxet CE /IVD
evw Oa ektunOei Oetikd n Utapén CE/IVDR niiotonoinong.

To AVTLOWUOTO TIOU oUTOUVTAL TIPETIEL VO €lval LOVOKAWVIKA QVILOWUATO (TTOVTLKLOU
1l KOUVEALOU) KOl TTOAUKAWVLKA LOVO OTaV aUTO PooSLoplleTal, EVW OTLC TIEPLTTWOELG
mou {nTeital cuYKEKPLUEVOC KAwVOC, omtoloadnmote GANog Ba amokAsisTal.

Mo 60Aa Ta avtliowpato , 0nwc kat ta KIT avoocoaviyveuong, eivat Suvatov va
IntnOel Selypa katd tn Siepyacio tng afloAdynong twv npoodopwv, epdcov To
£pyooTrpLo Sev €xel eumelpia yla to mpoodepOpevo LALKO. Ta Seiypatoa Ba mpénel
va tapadoBolv oe eUAOYO XpOVLKO SLACTNHA, KAl OTtwaodnTote oL népav twv 10
£PYACLUWY NUEPWV ATIO TN OTLYWN Ttou Ba {nTtnBouv.

To OULTOUEVO OVTLOWHOTA TIPETEL VA €lval o uypn Hopdn, TTUKVI | POLWHEVN,
onwcg npoacdlopiletal kaBe popd (BAEme mivaka 1) AmokAgiovton ta
Auodhomotnpéva /umo popodr okovng (powder) avtiowparta.

Ta avtiowpata tou Ba mpoodepBolV Ba mpémel va Asttoupyolv anodedetypéva,
UE Baon ta data sheets, oe poviponolnpévoug o uSatiko SLAAUPa GopUOANG Kall
€YKAELOPEVOUC o€ apadivn LoToUG.

Yroxpewtikd Ba npénel va katateBouv pall pe tnv npoodopd, o€ EVTUTIN KOl
NAeKTPOVIKA Hopdn, Ta data sheets (ecwkAeloteg enionueg odnyleg Twv
KOTOOKEUAOTPLWY ETALPELWV) 1) EMIONUN EMLOTOAR TOU 0iKOU €EWTEPLKOU LLE OAEG
TI§ anapaitnteg cuvOnkeg (xpoOvog emwaong,uéco ansAevdépwong
OLVTLYOVLKOTNTOG, apaiwon KTA)

OL tpoodopéC TIPETEL VAL YIVOUV e UTTOAOYLOHOUC amddoaong i th BAcEL TNG
noodtntog twv 150 A (ul) avd mMAaKAKL/ LOTIKA TOUA KAl PE TNV UKPOTEPN apaiwaon
Tou cuviotatal ota data sheets amnod tov kataokevooth (enionpeg odnyieg tou
KOTaoKeUoTH).H OLKOVOLLKN KatakUpwon Oa yivel e Bdon tn XapunAdtepn T
owvd MAaKAKL/LoTIKR Topun Ko Xt Le Bdon tnv Tt avaé flacon kaOwe yla kdmowa
ovTiowpoTa {nTeltal mpoapalwiévn popdn Kat yio GAAa tukve, yla ta 8 tedsutaia
10 €UpoC apaiwong dtadEpeL ovAAOyOL LLE TOV OIKO TTAPAOKEUNG. AvadelkvUEeTalL £TOL
N T ava MAAKAKL/LOTIKA Topn €mti tn BAoel tng moootntag Twv 150 A (ul), o
BEATLOTOG TPOTOC GUYKPLONG TLLWV.

Ta UAIKA avoooiotoxnpeloag Ba mpeEmel va €4ouv KATA Tov SuvaTOV LAKPOTEPO XPOVO
{wng, KoL omwodnMoTe OXL ALlyOTEPO TOU EVOC ETOUG.

H alomiotia kat n akpiPfela (L6KOTNTA) TWV MPOOPEPOUEVWY UAKWYV Bal TIpETEL VAL
TEKUNPLWVETAL/ TILOTOTIOLE(TAL OO TIPONYOUEVN EUTELpia 0T Stdyvwon N
npoBAen, katd mepintwon, pe LeAETeC ( oL omoieg Ba utoBAnBoULV amo tov
npoodEpovta epooov Tou INTnOet ).

H napadoon Twv moapayyeAlwv Ba PEMEeL va YIVETAL eyKOIpWE, WG YEVIKEG
npoSiaypadEc.




Nivakag 1

A/A MEPIFPADH

1 ARGINASE-1 (RTU)

2 ATRX(RTU)

3 AR(CONC)

4 A1-ANTITRYPSIN(RTU)

5 A FETOPROTEIN(CONC)

6 ALK(CONC)

7 BCL 6(CONC)

8 BCL2(RTU)

9 BEREP4(CONC)

10 BRAF(CLONE VE1) CONC)

11 C-MYC(RTU)

12 CYTOKERATIN 8/18
(RTU)

13 CADHERIN E (CONC)

14 CALCITONIN (CONC)

15 CALRETININ (RTU)

16 CD117(CONC)

17 CD138(CONC)

18 CD15(CONC)

19 CD5(CONC)

20 CD20(CONC)

21 CD30(CONC)

22 CD31(RTU)

23 CD38(CONC)

24 CD43(CONC)

25 CD45(CONC)

26 CD56(CONC)

27 CD68(CONC)

28 CD79A(CONC)

29 CDS8(RTU)

30 CD10(RTU)

31 CD21(CONC)

32 CD23(RTU)

33 CD3(RTU)

34 CD34(CLONE QBEND10)
(CONC)

35 CD4(RTU)

36 CD44(RTU)

37 CD99(RTU)

38 CDX2(CONC)




39

CEA (MONOCLONAL)
(CONC)

40 CYTOKERATIN 5+6
(CONC)

41 C-ERB2/HER(SP3)
(CONC)

42 CHROMOGRANIN(CLONE
LK2H10) (CONC)

43 CMV(COCKTAIL
DDG9+CCH2) (CONC)

44 CYCLIND1(RTU)

45 CYTOKERATIN AE1/AE3
(CONC)

46 CYTOKERATIN
MNF116(CONC)

47 CYTOKERATIN 17(RTU)

48 CYTOKERATIN
19(KS19.1) (CONC)

49 CYTOKERATIN 18(RTU)

50 CYTOKERATIN 20(20.8)
(CONC)

51 CYTOKERATIN
7(0V/TL/12/30) (CONC)

52 CYTOKERATIN HIGH
MW(34BE12) (CONC)

53 CA19.9(RTU)

54 D2-40 ANTIZQMA KATA
AEMOATTEIAKQN
ENAOGHAIQN KAl
MEZOOHAIQMATOS)
RTU)

55 DESMIN(CLONE 33)
(CONC)

56 DOG1(RTU)

57 EBV(LMP-1) (CONC)

58 EMA (CONC)

59 ESTROGEN RECEPTOR
(SP1) (CONC)

60 FACTOR XIIIA) (RTU)

61 GATA-3 (RTU)

62 GASTRIN (RTU)

63 GLYPICAN (CONC)

64 GFAP (RTU)

65 HELICOBACTER PYLORI
(CONC)

66 HBME-1 (CONC)

67 HEPAR1 (CONC)

68 HSV (RTU)

69 INHIBIN A (RTU)

70 IGG4 (RTU)




71 IMP3 (RTU)

72 INSM1(RTU)

73 IDH1 (RTU)

74 ISLET1(RTU)

75 KAPPA LIGHT CHAINS
(CONC)

76 KI67(CLONE MIB) (CONC)

77 LAMDA LIGHT CHAINS
(CONC)

78 MAMMOGLOBIN (RTU)

79 MELAN A(CONC)

80 MELANOMA (HMB45)
(CONC)

81 MLHZ1(ESO5) (CONC)

82 MSH6(EP49) (CONC)

83 MSH2(G219-1129)
(CONC)

84 MUC6 (CONC)

85 MUC1 (CONC)

86 MDM2 (RTU)

87 MAST CELL TRYPTASE
(RTU)

88 MUM/IRF-4 PROTEIN
(RTU)

89 MUCSAC(RTU)

90 MOC31(CONC)

91 MYOD1 (RTU)

92 MUC3(RTU)

93 MUC4(RTU)

94 MYOGENIN (RTU)

95 MITF(RTU)

9% NAPSIN (CONC)

97 NSE (CONC)

98 NKX3.1 (RTU)

99 P16 (CONC)

100 P53 (CONC)

101 P40 (CONC)

102 P63 (CONC)

103 PAX5(CONC)

104 PAX8(CONC)

105 PLACENTAL ALK.
PHOSHATASE (RTU)

106 PMS2(EP51) (CONC)

107 PROGESTERONE
RECEPTORS(CONC)

108 PROSTATE CARCINOMA-
MPQTEINH 504S (CONC)

109 RCC(RTU)

110 PSA (CONC)

111 PTEN (CONC)




112

S 100 (CLONE 4C4.9)
(CONC)

113 SMOOTH MUSCLE ACTIN
(CONC)

114 SYNAPTOPHYSIN (CONC)

115 SOX-10 (RTU)

116 SOX11 (CONC)

117 S100P (CONC)

118 SALL-4 (RTU)

119 SMAD-4 (RTU)

120 TTF-1 (CONC)

121 TFE3(RTU)

122 TDT(RTU)

123 UROPLAKIN (RTU)

124 VIMENTIN (CONC)

125 WT1(CONC)

126 BCL10(CONC)




AIATONIZMOZ A THN ANAAEIZH XOPHITHTH NPOMHOEIAZ «ANTIAPAZTHPIA TIA THN
AIEZATQrH EIAIKON MEGOAQN ANOZOIZTOXHMIKQN XPQZEQN KAI EIAIKOY
XPQMOIONIKOY IN SITU YBPIAIZMOY ME 2YNOAO EZONAIZMO.

A/A | avtipactiplo

Kit avoooiotoxnpeiog kat in situ
uBpLSLoOU KatdAANnAo yla xprion
O€ OLUTOUOTOTIOLNUEVO pUnxavnuo*

2 RNA ISH EBER PROBE

3 DNA ISH HPV PROBE
16,18,31,33,51

4 ANTI FLUORESCEIN AB

5 ANTI BIOTIN AB




STRINGENCY WASH

MPOAIATPADES ANTIAPASTHPIQN KAl ANAAQSZIMOQN TA AIAAIKASIES
ANOZOIZTOXHMEIAZ KAI IN SITU

YBPIAIZMOY ME TAYTOXPONH NAPAXQPHZH ZYNOAOY EZONAIZMOY

'O\a ta tpoodepOUEVA AVTLOPACTHPLA KOL AVOAWGCLUA VA Eival armOAUTA cUUPATA UE
TO MPoodePOUEVO CUOTNUA AUTOUATNG SLEVEPYELAG OIVOCOLOTOXNLKWY XPWOEWVY KOl
Stadkaowwv in situ uBpldlopol wote va e€aodalileTal n moldTNTA KoL aglomioTia
Twv anoteAsopdtwy. Na emiocuvadBel Befaiwon Tou olkou KATAGKEUTC TOU aVAAUTH.

Baolkd avtidpaoctrpla

*MAnpec kit uPnAnc evalobnoiag To omnolo va sival katdAAnAo yla touAdytotov 200
TEOT O€ EETAOELG AVOOOIOTOXNUELG KAl XpwUOYOvoU in situ uBpiédiouou (CISH).Na
nephappavel ta €ng avidpaotnpla: unepoteiblo Tou udpoydvou, avtidpactrplo
ouleuénc Post Primary IgG, avtidpaotrpto Poly — HRP IgG, DAB kat apatofudivn. Na
XPNOLUOTIOLEL VEQ TeEXVOAOYLO E€AEYXOUEVOU TOAUUEPLOMOU ylo TNV Tapaywyn
ouleUyUEVWY POPlwV CUVOETIKOU avilowpato¢ — HRP, og autopata cuotriuata
QVOOOioTOXNIKWY Xpwoewv. Na un xpnowuomnolel otpentafiéivn kat Blotivn.

To npoodepOUEVO KIT VO EXEL CUUMETAOXEL O SLASLKOOIEG EEWTEPLIKOU TIOLOTIKOU
eAéyxou (NordiQC, UK NEQAS). H cuppetoyn va amodelkvUETAL UE EKTUTIWOELG ATIO
T EMIONMEG LOTOOEAISEG TWV OPYAVIOUWV EEWTEPLKOU TIOLOTIKOU €Aéyxou. Na
Sl100¢teL onuavon CE/IVD.

RNA ISH EBER Probe - RNA (xvn0£tng yla tnv avixveuon tou 1ol EBV pe in situ
uBpLdLOUO

RNA 1xvnBétnc (probe) onpacpévog pe dpAovopeokeivn yLa Tnv moLOTIKNA
Tautonoinon tg AavBdavouoag EBV(Epstein Barr Virus) Aolpwéng, kKat@AAnAog yla
MPWTOKOAAQ in situ UBPLSLONOL (ISH) oe autdupata cuotrpoata . O yvnbEtng va
SlatiBetal €tolpog mpog xprion(RTU) oe StaAupa uBpldomnoinong, va emapkel yla
TouAdylotov 25 teot Kat va Stabétel ofjpavon CE/IVD. Na eivat cupatog pe to kit
vPnAng evatoBbnoiag mou meplypadetal oto edagdio 1.



3. DNA ISH HPV Probe 16, 18, 31, 33, 51

DNA xvn0étng (probe) onuoopévog pe Blotivn, évavtt twv uPnAol Kivduvou TUmwy
16, 18, 31, 33 kat 51 tou ovU HPV (Human Papilloma Virus), ocnuacuévog pe Blotivn,
KOTAAANAOG yla TpwTokoAAa in situ uBpLdlopov (ISH) og autdpata cuotiuoata. O
xvnBétng va Statibetal €tolpog npog xprion(RTU) og StaAuvpa uBpLdomoinong, va
enopkel yla touldylotov 25 teot kot va Stabétet orjpavon CE/IVD. Na eivatl
oupBatog pe to kit uPnAng evalobnolag mou neplypadetal oto edadio 1.

4. Anti FLUORESCEIN Ab
‘Etowo mpog xprion avticwpa (RTU) évavtt tng pAovopookeivng tou mRNA txvnBetn
(probe) kataAAnAo yia mpwtokoAAa in situ uBpLdiopov (ISH) oe avtopata
ouotnuata .To avtiowpa Anti Fluorescein va emitpémnel Tn oUvdeon tou mRNA
xvnB£tn pe ta aviidpaothipla avixveuong tng aviidpaong tou in situ uBpLdlopou
(ISH). Na emapkel yla touAdytotov 50 teot kat va Stabétel onpaven CE/IVD.

5. Anti BIOTIN Ab
‘ETolpo mpog xprion avticwpa evavtl tng Blotivng tou DNA 1xvnB£tn (probe)
KOTAAANAO yla ipwTtokoMa in situ uBpLdilopou (ISH) og avtopata cuotruota To
oavtiowpa. Anti Biotin va enttpénel tn ouvdeon tou DNA tyvnB£tn pe ta
avtidpaotipla aviyveuong tng avtidpaong tou in situ uBpLdLopol (ISH). Na emapketl
yla TouAdytotov 50 teot kat va Stabétel onpaven CE/IVD.

6. Stringency Wash - AldAupa ¢poppaptdiouv yio Letd UBpLSIKEC eKTTAUOELG.

‘Etolo mpog xprion dtaAlupa dpoppaptdiou yla xprion o mMPWIOKOAAQ in situ
uBpLdLopoL (ISH) oto oTddLo TwV HeTA UBPLOIKWY EKTAUCEWV. KatdAAnAo yla Tnv
QTOUAKPUVON TWV N L8IKA cuvSedepuévwy poplwv DNA yvnBetwv (probes)
ONUACUEVWY He BloTivn Katd tnv eKTEAeoN Tou in situ uBpLSLopoU (ISH) oe
autopota cuotnuataN va eMapKel yla TouAdxLoTov 25 TeoT Kol va SLabETel
onuaven CE/IVD.

Na npoodepBolv OAa ta anapaitnTa aviidpactiplo Kot aVAAWGCLLO YLoL TV
mANpN SLEKMEPAiWGN TWV AVOCOIOTOXN LKWV XPWOEWV KalL TOU in situ ufpLdLopou
cUHPWVA LE TIG MAPOKATW TEXVIKEG TtpodLaypadEg, Kot va UTtoAoyLeBei To K6oTog
TOUG KalL N avayKaia ETRoL0 TOGOTNTA 0T TEALKA TLLA VA TECT.

1. PuBULOTIKO SLAAULA KLTPLKWV YLa TN BEPLK AVAKTNON TWV OVTLYOVIKWV Bécswv. Na

£xeL ph: 6. Na StaBétet orjpavon CE/IVD.

2. PuBulotiko Stalupa EDTA yia T Bep LK aVAKTNON TWV avIlyovViKwy BEécswv. Na €xeL
ph: 9. Na dtaBétel onpavon CE/IVD.



3. 0oTnua ovTLdpaoTNPLWY CUUMUKVWHUEVOU TPWTEOAUTLKOU eVIUOU KOl PUBLILOTIKOU
StoAUpatog Tris. To EvIUpo va €XEL OCUYKEVIPpWON OXL Kotwtepn tTwv 15mg/ml. Na
cuvobeUEeTal amo Soxela yla TV MOPOOKeUT TwV SLaAUUATWY epyaciog Tou evilou.
Na Slabétel onypavon CE/IVD.

4. AdAhuvpo anonapadivwong Lotohoyikwy Topwyv. Na elval eAevBepo EUAOANG Ko
oAKOOANG. Na mepLéxet alkavia. Na Stabétel arjpavon CE/IVD.

5. AwdAupa ékmAvong TBS. Na eival cupumukvwpévo 10x. Na éxel ph : 7,5 — 7,7. Na
Sl00¢teL onpavon CE/IVD.

6. AlaAUTng yla tnv apaiwon (mpwrtotaywv) aviiowpdtwy. Na €xel cuckevaoia 500ml.
Na meptéxel alatouxo puBuLoTikd StdAvpa Tris kol otaBgpomolnth mMpwIteivwy. Na
Sw00teL onuavon CE/IVD.

7. Aoxela ¢UAAENG OPALWHEVWY OVTIOWHATWY yla Touhdylotov 45 efetaoelg. Na
S€xovtal avtliowpata omoloudnmote Kataokeuaoth. Na pEpouv KAmaKL yla thv
anoduyn e€dtuong Twv aviilowpdatwv. Na Stabétet ojpaven CE/IVD.

8. EL81KO avaAwolpo amod MAAOTLKO, TO OTIOL0 VA XPNOLLOTIOLE(TAL YLO TNV TPOOTACia ToU
Lotou amd tnvénpaveon kot tTnv amoduyn NG EATULONG TWV XPNOLLOTIOLOUUEVWY
oVTLOpaOoTNPLWVY KATA TNV EKTEAECN TWV SLOSIKAOLWY TNG avoooioTtoxnpelag Kat in
situ uBpLSLopoU. Na SlaBétet onpavon CE/IVD.

9. Kit kabaplopol kabetpwv avoppodnong, amd katdlouta DAB. Na Siabétel
onuavon CE/IVD.

TEXNIKEZ MPOAIATPADEZ AYTOMATOY ZYITHMATOZ ANOZOIZTOXHMEIAZ KAI IN SITU
YBPIAIZMOY

(£YNOAOZ EZONAIZMOZ)



Na eival éva emrpaméflo Kol TANPWCG OUTOUATOTIONUEVO CUCTNHO Ylo TIG
Sladlkaoleg TG avoooiotoxnuelog Katl Tou in situ uBpLdlopol. Na ektehel dnAadn
Xwpl¢ tnv eméupoon avBpwrivou Tapdyovta To cUVOAO Twv SLASLKACLWY TNG
ovoooioToxnUelag Kal Tou in situ uPpLSLOUOU OE UL CUOKEUT).

Noa €xelL Tn SuvaTOTNTA TAWTOXPOVNG EKTEAEGNG LIOVAC AVOCOIOTOXNULKAG XpWong,
SUTANG avoooioTOXNLKAG XpWoNG Kot Xpwong in situ uBpldlopou (FISH & CISH).

No prmopel va eKTEAEL TAUTOXPOVA TIG OVOOOXPWOELG KAL XPWOELS XpWHOYOVOU in situ
uBptSlopol yla EBER, CMV, Kappa, Lambda kat HPV, pe tn xprion tou idlou
OLVLYVEUTLKOU KLT. TO QVLXVEUTLKO KLT va UIopEel va ekteAEoel TouAdylotov 200 teoT.

Na prmopel va ektelel SUTAN xpwon oto 8Lo MAaKiSL0 elte SladoyLka eite TapAAANAa
LE TN XPHON LEMOVWHEVWV TIPWTOTOYWY AVILOCWHATWY 1 LEYUATWY autwy (cocktail)
KOLL TN XPron KatdAANAou SLayvwaoTikoU KIT.

Na eivat ywpntikotntag touldaylotov 30 AaKLS LWV Kat va elval cuveXoUc GopPTWOEWS
£V Wpa Asttoupyiag Kat xwpic va amatteital n Stakomn tng Stadikaciog xpwong Twv
umoAo(nmwv MAakLdiwv.

To mpoodepOUevo oUOTNUO Vo €XEL CUUMETAOXEL ot Oladlkacieg s€wteplkov
mototikol gAéyyou (NordiQC, UK NEQAS ) avaloyo avayvwplopévo opyoviopd). H
CUUUETOXN VO aTOSEIKVUETOL PE EKTUTIWOELS QMO TIC EMIONMEC LOTOOEAISEG TWV
OPYOVIOUWVY EEWTEPLKOU TIOLOTIKOU EAEYXOU.

Na Stabétel obotnua Staxwplopol Twv amoBAfTwWV ot pn smPAapn-pn tollka
anoPAnta kot og Tofka-emiBAaBr) anofAnta ta onoia va odnyouvtal os aveédptnta
kAelota OSoxeia, efaocdaAilovtog tn pEYLOTN SuVOTH OLKOVOUIO OTO KOOTOG
Slaxeiplong kal anoppudne twv amoPAATwy Kat thv acddAsia Tou TepBAAAOVTOC
KaL TOU T(POCWTILKOU TOU gpyactnpiou.

Mo tnv autopatn ektéleon g dladikaoiag tng avoooiotoxnuUeiag n moocotnta Tou
MPWTOTAYOoUC AVIIOWLATOG TIOU Xpnoluomoleital va eival to péytoto 150 upl ava
mAakiSlo. Na eival avoltd oloTNUO W¢ TPOG TA AVILOWHATO ONoLoUSHATOTE
napaywyoul oikou.

Na SlaB€tel autopato cuotnua eAéyxou Kot eldomoinong yla TNV eMApKELD TWV
avTLdpaoTNPLWY/TPWTOTAYWY AVTICWHATWY TPV TNV évapén tng Stadikaciog tng
ovoooioToxnUelag Kol Tou in situ uBpLSLOMOU Kal yla TN OTABUN Twv amofAnTwy,
WOTE VO LNV UTIAPXEL KIVOUVOC SLOKOTIHG TNG AELTOUPYLOG TOU CUOCTAUATOG KATA TN
Sle€aywyn NG Sladkaoilag Twv Xpwoswv Adyw EAeuwpnc avidpootnpiwv 1
UTtEPXEIALONG TWV amoBARTWV.



10.

11.

12.

13.

14.

15.

16.

17.

18.

Na SlaBétel mpoTUTIA MPWTOKOA A EKTEAECNC SLASIKACLWY AVOCOXPWOEWV Kal in situ
uBpLSLopoL Ta omola va SUvaTal o XpHoTNG TOU CUCTHHATOC VO TPOTIOTOLEL EAeUBepa
ovVAaAoya LLE TIC AMMALTHOELG TOU Epyacthplou.

To ovotnua va O&labétel tn Suvatdotnta puBUIONG Tou XPOVOU EMWOOCNC TOU
MPWTOTAYOUC AVTIOWHATOG KAl TV GAAWV avtidpaotnpiwy, Tov TPOTOo Kol ToV XpOvo
amokAaAu NG emtonwy, tn Bepuokpacia, ava opadeg Becewv mMAakidiwy f yla Kabe
TAOKIOL0 XWwpPLOoTA.

To olotnua va €XEL TNV LKOWVOTNTO, KATA TN SLApKeLa TOU KUKAoU emefepyaoiog Kal
XwpLig TNV mapeuBoon avBpwmivou mapayovTa, TTPOETOLLOCIO TOU XpPWHOYOVOoU TTIou
Ba xpnotpomolnBel yia tnv enitevén YéyLotng moLoTNTAG XPWongG.

Na xpnotpomnolel cuotnua barcode Kal OMTIKAG AMOTUTIWONG OTOLXELWV (KAUEPQ), YLa
TNV QvayvwpLlon Twv avIldpaotnplwv Kol Twv TMAAKLWSIwY Kal evepyomolnong tng
Sladikaoiog Tng Xpwong, akopa Kot atav ta mAakidia pEpouv xelpdypadn ETKETA.

Na EMUTPEMEL TN XPON TNG ETLKETOG TTOU £XEL EKTUTWOEL amtd To oUOTNLA AKOLA Kol
O€ MEPIMTWON N AVayvVweLoHG TNG oltd TO AUTOATO CUCTN LA TaUTonoinong.

No ERITPENETAL N XELPWVOKTIKA TAUTOMOLNCH TWV SOXEIWV TWV AVTIOCWHATWY Kol
TOU KLT aviYveuong o€ nepintwon BAAPNG TOU GUOTAKATOG TAUTOTOLNCNG.

To autépato oclotnua va Asitoupysl pe tn Xprnon Oetikd dopTlopévwy
OVTLKELUEVOPOPWY TIAOKWY OTIOLOUSHTIOTE KATAOKEVOOTH Kol vo e€aodalilel TIg
TopEG amd tnv ERpavon akopa kol oe olovuytia Siadikaoia. Na StaBétel tn
duvatotnTa  MPOYPAUUOTI(OHEVOU  XpOvou  KaBuotepnuévng  évopéng  tng
Sladikaoiac.

OL eVvTOAEG yla TN AsLTOUpYiot TOU OUTOUATOU CUCTAUOTOC OVOOOIOTOXNUELOG KaL in
situ UBpLSLopOY KaBwe emiong Kal ot €lGOTOLACEL, OL TPOELSOTIOIROELS KOl Ta
pnvupato vo divovtal pécw H/Y ota eAAnViKA.

To autopatonolnpévo clotnpa avoooiotoxnueiag katin situ uBpLdLopoU pali pe OAa
Ta TIAPEAKOUEVO TOU: TOV H/Y, TOV EKTUTMWTH ETIKETWY, TO CUOTNUO AVAYVWONG
YPOUULKOU KWK (scanner XELpOG), TNV CUOKEUT SLaoUvEeanC SIKTUAKWY CUCKEUWY
(Ethernet switch) va ¢épouv onuavon CE/IVD amd TOV KOTOOKEUQOTIKO Oiko
ocbudwva pe tnv odnyia 98/79/EC tng Eupwrnaikng Evwong. To clotnua va €xel
KOTaoKevaoTel oUpPwWvVA HE TIC OMALTAOELS TOU Tpotumou ISO 13485:2003
“Tuotnuata Sloxelplong mMoLoTNTAG LOTPLKWY GUOKEUWV-ATIOLTHOEL KOVOVLOTLKAG

ouppopdwong”.
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To AOYLOUIKO TOU CUOTAHATOC va £XEL TN SUVATOTNTA EMEKTOONC OTO XELPLOUO KoL
£\EYX0 TEPLOCOTEPWY TOU EVOC QUTOLATOU CUCTNLOTOG Kot S1apOPETIKWV HOVIEAWV
MEOW €VOC HMOVou nAektpovikol umoloyloth. Emiong va 6idel tn Suvatotnta
ouvbeong e omolodnmote cupBatd NAnpodoplakd Tuotnua tou Nocokopeiou (LIS).

Na katateBet dnAwon otL  Ba  mpayuatomownBesl emidel€n Aettoupyiag Tou
pnxaviuatoc kat de€aywyn tng peBodoAoyiag e ta cupfatd avidpaotipla Kal Le
TO QvTlowpota Tou xpnolpomolel to Moaboloyoavatouikd Epyaotrplo, mpog
afloAoynon ToloTikoU eAéyxou, oTo Xwpo tou Maboloyoavatopikol TUAUOTOG OE
OUVEWONON UE TNV appodla emitporr) Slevépyelog Tou SlaywviopoU, edooov KpLBel
anapaitnto.

'OAeg ol avwtépw mpodlaypadeg va amodeilkviovtal ota GUAAASLA TEXVIKWY
npodLaypadwV TOU KATAOKEUAOTH Kal vo Suvavrtal va emiBeBaiwbBolv anod
TLEAATOAOYLO HE TO EYKATECTNHUEVA EV AELTOUPYIA pLNXOVALOTO 0TNV EAANVIKN ayopd,
KOTAAOYOC TOU OTIoioU TIPEMEL val KaTateOel cuvnupéva.

ANTIAPAZTHPIA ANOZOIZTOXHMEIAZ TIA EIAIKEZ GDAPMAKOAIATNQITIKET EZETAZEIZ ME

2YNOAO EZ0ONAIZMO

A/A NEPITPADH

1 Kt Avoooiotoxnpeiag

2 El81k0 kataAuTikd KIT pe tnv péBodo tng Bupapibng yia aviyveuon
QVTLOWHATWY PUKTIKOU O€ TOUEG Ttapadivng

3 MAnRpeg KIT mou Stabétel OAa ta anapaitnta aviildpaotipla Kabwg Kat
BeTIkoUG LAPTUPEG YL TNV TIAN PN €€Taon aviyveuong tou avtiyovou PDL-1
pe KAwvVo 22C3 ouvdebdepévo pe pappokeutikn Oepamesia. Na dEpel
£ykplon armno to 61ebvn opyaviopd FDA. Na emapkel yio touAdylotov 50 test

4 MARpeg KIT mou StaBétel dAa ta anapaitnta aviidpaotipla Kabwc Kot

BetikoUg paptupeg ylo thv mAnpn e€€taon avixveuong tou c-erb2, pe
TIOAUKAWVLKO Kupiwe avtiowpa cuvdedepévo pe poppakeutiky Bepareia.
Na pépel éykplon amo to Siebvr) opyaviopod FDA. Na emapkei yla
TouAdyLotov 50 test




Kuwt Avocoiotoxnueiog

Na elval mARpeg untepeuaiodnTo KiT aviyveuong avoooiotoxnueiag mou va Slabétel OAa Ta
avtidpaotipla, KATAANAO yLa Xpron e OAd TA OVOLYXTO LNXAVLOTA.

To KT va ivat TANpeG Kat va SLaBétel, Stalupata uttepoéeldaong, StaAlpata aviyveuong
€vOG otadiou (Omou To SEUTEPOYEVEC aVTIoWA va eival cuvdedepévo aueoa pe HRP),
avtidpaotnpla evioxuong tou onpatog dsutepoyevouc (amplification), dmou autod kpivetal
anopaitnto, pubuLoTtika StaAlpata yla th anonapadivwon & tnv anokaAun emtonwy
tautoxpova pe ph 9, StaAbpata ékmAuong Kal Stalvpata xpwpoyovou DAB. To KIT
aviyxveuong evog otadiou moAupepoug Dextran (100 popta HRP ava 20 popla
Seutepotayouc avilowpatog cuvdedepéva ava doutkng aAucidag — backbone) kat va ival
KOTAAANAO yLot LOVOKAWVIKA Kol TTOAUKAWVLKA avTlowpaTa Xwplg Tt xpron Protein Block. To
KLT va. elval cuppato pe xpwpoyovo Magenta wote va yivetol SumAn xpwon pe to i6lo kit. To
KLT va KoAUTTTEL TOUAG)LoToV 600 tests.

Na £xet TpwTOKoAAO Twv 20-30 AemTwV EMwacn (Vo TPOoKOULoTOUV Ta avtiotolya pulhadia
TiepLlypadng Ko TpWTOKOAWY).

NOZOTHTA

ElS1k6 KaTaAuTiko KIT pe tnv pébodo tng Bupapidng ylo avixveuon ovTlowWUATWY PUKTIKOU
og TouEc mapadivng

NOZOTHTA

MAnpeg KIT mou Stabétel OAa ta amapaitnta avitdpootipla Kabwg Kot BeTIKOUG LAPTUPES
yla Tnv Anpn e€€taon aviyveuong tou avtlyovou PDL-1 pe kAwvo 22C3 cuvdedepévo e
dappakeuTikr Oepaneio. Na dépel Eykplon amo 1o Siebvr opyaviopo FDA. Na emapkei yla
TouAdylotov 50 test

NOZOTHTA

MAnpeg KIT mou StaBétel OAa ta amapaitnta avidpootipla Kabwg Kot BeTIKoUG LAPTUPES
yla TNV AN pn €€taon aviyveuong tou c-erb2, pe MoOAUKAWVIKO Kupiwg avtiowua
ouvbebepévo pe pappakeutikn Beparmeia. Na dpépet €ykplon amd to Stedvr) opyaviopd FDA.
Na emopkei yio touldylotov 50 test

NOZOTHTA

ETWKETEG: ETIKETEG TALVIOG EKTUTIWOEWG , KATAAANAEG YL XprON LE TOV EKTUTIWTN Seymour
TOU pnxavnuatog AvoooloToxnpeiac.

Yuokeuacio 3000 HEUOVWUEVEC ETIKETEC,



Kit kaBaplopoU: El6ko StdAupa kabaplopol KatdAAnAo yla xprion oTo pnxavnua
Avooolotoxnpeiag cuvodeudpeVo e Tov LOLIKO SLaAUTN To KLT va KAAUTITEL TOUAGXLOTOV
2000 mAakida

Antibody Diluent:

ELS1KOG SLaAUTNG LOVOKAWVIKWY KAl TIOAUKAWVIKWY QVTIOWHATWY. BonBadel otnv amalowpn
NG XPWONC UTIOCTPWHATOC XWPLG TNV Xpron emutAéov avtidpaotnpiwv §€opeuong.
PuButotiko dtahupa Tris udpoxAwpLo e vatpaliblo amoppumavtiko tween Kal
OTOOEPOTOLNTIKEG TTPWTEIVEG yLa TNV EAXLOTOTIOINGN TN KN EWBLKAC XpwonG. Na eival
CUUBATO He KT ToAupepoUG Dextran. Na €xel SuvatotnTa CUVTHPNONG TWV AVILOWUATWY
TOUAQLOTOV YO 4-6 UNVEG.

Juokevaoia TouAdylotov 120 ml.

TEXNIKEZ NPOAIATPAME: AYTOMATOY ZYITHMATOZ ANOZOIZTOXHMEIAZ TlA EIAIKES
DAPMAKOAIATNQITIKEE ESETAZEIZ

(ZYNOAOZ EZONAIZMOZ)

Na gival TARpWE AUTOUATO CUCTNO AvoooioTOXNMELG eV OELpa ] eV TapaliAw, Ue
cUOTNUA YPAUUIKOU KwSIKA, KATAAANAO yla TOUEG apadivnG Kal KUTTOPOAOYLKA
enyplopara.

H Swadikacio amonapadivwong, evuddtwong & ameAeuBEPwonG aAVILYOVIKOTNTAG
TWV TAAKLSIWV LOTOAOYIKWY TOHWV va yivetal tautdxpova n ev mapaliiw yla
g€olkovopunon xpovou.

EWdikd mpoypappa kabuotépnong évapénc tng Swadikaciog amomapadivwong,
ameAeUBEPWONG AVILYOVIKOTNTAG I KAL TNG KUPLAG 0VvOoOoLoToxXNHELaS. O xpriotng va
£xeL tnv duvartotnta emloync Stadopwv SlabLlkaolwwy, TPOTIWV yla TNV HEYLOTN
anddoon og apldOuod mMAaKLSiwy TNV nuépa.

AuvaTtotnTa Tou XPNoth va mapakoAouBel og mpayuatikd Xpovo, va amoBbnkeUeL Kal
Va  EKTUTWVEL TI( PEATIoTe ouvbnkeg amomapadivwong evudatwong &

AMEAEVBEPWONC OVTLYOVIKOTNTOC TTIOU €XEL OPLOEL TO EPYACTHPLO, KABWCE KAl OAEG TIC
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ouvBNKeg TNG KUPLAG QAVOOOLOTOXNUELAG. MEow TpoypAUUaTtog o XPAOTNG va
Sloxwpilel ta mAokiSla mou €xouv Sladopetik pEBodo amomapadivwong —
anokdAuvPnc avtyovikotntag (ph Low-ph High) wote va evnuepwvetal ylo tnv owotn
tomoBEtnon otnv avtiotolyn O€on.

Avvatdtnta andAuToU EAEYXOU TWV CUVONKWV.

To pnxavnua va @¢Epel miotomoinon yla va  TIPAYUOTOTOLEL TIG ELOLKEG
0VOOOTOTOXNMLKEG XpWOELG Tou PDL-1 kot tou CERB-2, e XproN TWV TILOTOTOLNUEVWV
KLT , ylo TNV avoooBeparmeia twv aobevwv.

Na urtdpxel n duvatotnta dieknepaiwong Suo SLapopPeTIKWY SLadLKacLwY
avoooiotoxnueiag oto idlo mAakidlo (AutAn Xpwan).

Avvatotnta xpwong touAdylotov 40 mAakiSlwv Tautdxpova.

Xwpntkotnta touldywotov 30  SladOpETIKWY OVILOWHATWY HE HeYAAo eUPOG
Xwpntikotntag avtibpaotnpiov avad o¢loAidlo, avaloya He TIC OVAYKEC TOU
gpyaotnpiou. No KOAUTITOVTAL LLKPEG ) KAl LEYAAEC AVAYKEG.

TomoB<tnon twv mAakidiwv os omolecdnmote B€oelg tou unxavhuato¢ (Random
Access).

Na StaBétel cuoThua avayvwplong 3D ypaputkou kwdika (Barcode reader), tooo yla
o avTLdpaotnpLa, 600 KAl yLa T TIPWTOKOAAA TwV TAAKLSLwV.

Na Stabétel Aoylopikd uPpnAwv mpodlaypadwyv mou va avayvwpllel TG akpiPeig
MOoOTNTEG TwV avildpaotnpiwy, T nUepopnvieg AnENG Kat tov aplBuod mapaywyns
(Lot number). AmoBrkeuon 6Awv Twv dedopévwy Iou apopouV Ta TTEPLOTATIKA.

Na SltaBétel copwtn Xepoc ypappkwy Kwdikwv (hand held barcode scanner) yla tnv
avayvwplon mAnpodoplwv aviidpactnpiwy Kot MAaKLSiwy.

Na éxel tn Sduvardtnta XPrRong MPWIOTAYWY OVIIOWHATWY KOOwg Kol Twv
OVIXVEUTLKWV avTliowpdtwy ( detection systems) amd omolovénmote oiko.

Metd to mépag tn¢ dtadikaoiag to pnxavnua vo cuvexilel va evudatwvel Ta TAakiS Lo
ylLa 000 SLAoTNUA XPELOOTEL, LEXPLS OTOU 0 XPROTNG VA OMOpaKPUVEL Ta TTAaK(SLa o
TO HNXAVNUOL.

Na Asttoupyet o Bepuokpacia neptBarhovtog (18 - 26 °C).

To eUpog Tou Oykou Tou avtibpaotnpiou mou Sloxeteletal va eivat amd 100ul kat va
puBpuiletal amnod To xprotn os kABe MAakiSlo ywplotd avaloyo to péyebog kat tn Béon
NG TOUAG.

Aloxéteuon OAwv twv emBAafwyv anoBAfTwy os €l8IKR GLAAN YLO CWOTOTEPN KOl

€UKOAOTEPN amoppldn. Aloxwplopog arnoBARTwy o emtBAafn Kat pn.
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Y& KGO MAaKiSLo0, va. pmopel va ekteAeltal teAeiwg EexwploTd MPWTOKOANO (TEXVLKR)
OVAAOYQ LLE TIC AVAYKEC TOU gpyactnpiou.

Na €xel tnv duvatdtnta va amobnkelel yia KABe avticwpa to 81kd Tou EexwpLoTo
TIPWTOKOAAO.

Na umapxet n O&uvatotnta Oleknepaiwong Suo SladopeTikwy  Sladlkaclwy
avoooiotoxnuelag oto (6o mAakidio (AutAnR Xpwon).

Mé£ow Tou AOYLOWLKOU, 0 XPHoTNG EXEL TNV LKAVOTNTA VO TTapakoAouBel OAa ta otadia
KOTA TNV SLAPKELA TNC XPWONG.

Aueon mpoofacn tou xprjotn ota dedouéva kabe xpwong, pebodoloyiag,
Xpovou enwaong, Sedopéva aobevwy, OYKo avilépaoTnpLwV IOV XPELAOTNKE
n Swadikacia kat oe mowa Oéon emi tou mMAakSiou TomoBetiOnke TO
avtidpaoctniplo.

To cUotnua va cuvodeVETOL ATTO UTTIOAOYLOTH Kol OTL AAAO XpelaleTal yla va
elval MANPWG AUTOUATOTOLNUEVO TO CUCTN L.

Na pnv amawtovvral moAa  avalwowda. Na dnAwBouv mAnpwc oAa ta
ovaAwolpa Tou Xpeltalovral yla tn AEToupyia Tou avaAuth ylo tnv mARpn
autopatomnoinon Tng avoooiotoxnUelag.

Na 600¢gl eyyunon 2 xpovia Kot avtaAAaKTIKA yia 10 xpovia.

H etaupia va SLabetel elIKEVEVO TIPOCWTILKO yLa ETUOELEN Kal EKLABNON TG
XPNoNG KAl TOU TIPOYPOLUATIONOU yia 600 Slaotnua KplBel anapaitnto ano
TO €pyaoTnplo.

Na kototeBel MeAATOAOYIO TOU OUYKEKPLUEVOU HOVIEAOU O €AANVIKA

VOOOKOUELQ.



