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
Tol AVTLOWUOTO TIOU QUTOUVTOL TIPETIEL VAL ELVAL LOVOKAWVIKA QVTLOWUATO (TTOVTLIKLOU
1 KOUVEALOU) Kol TTOAUKAWVLKA LOVO 0TV aUTO PooSLoplleTal, EVW OTLC TIEPLTTWOELC
mou {nteital cuyKEKPLUEVOC KAwVOC, omtoloadnmote GANog Ba amokAsisTal.

Mo 6Aa Ta avtliowpato , 0nwc kat ta KIT avoocoaviyveuong, eivat Suvatov va
IntnOsl Selypa katd tn Siepyaocia tng afloAdynong Twv npoodopwv, epdcoov To
£pyooTrplo Sev €xel eumelpia yla to mpoodepOpevo VALKO. Ta Selypatoa Ba mpénel
va tapadoBolv oe eUAOYO XPOVLKO SLACTNHA, KAl OTtwaodnTote oL népav twv 10
E£PYACLUWY NUEPWV ATIO TN OTLYUN) Ttou Ba {ntnBouv.

To OULTOUEVO OVTLOWHOTA TIPETEL VA €lval oe LypH HopdR, TTUKVI 1] APALWLEVN,
onwg npocdlopiletal kaBes dopd (PAEne mivaka 1) AmokAsiovral ta
Avodlomotnpéva /umo popdr okovng (powder) avtiowpota.

Ta avtiowpata tou Ba mpoodepBolV Ba mpémel va Aettoupyolv anodedetypéva,
UE Baon ta data sheets, o€ poviponolnuévoug o uSatiko SLAAUPa GopHOANG Kall
€YKAELOPEVOUC o€ apadivn LoToUG.

Yroxpewtikd Ba npénel va katateBouv pall pe tnv npoodopd, o€ EVTUTIN KOl
NnAeKTpOVIKA Hopdn, Ta data sheets (ecwkAeloteg emionueg odnyleg Twv
KOTOOKEUQOTPLWYV ETALPELWV).

OL tpoodopEC TIPEMEL VAL YIVOUV [E UTTOAOYLOMOUG amodoong i tn BAoEL TNG
noocotntag twv 150 A (ul) avd mAakdkL/LoTIKA TOn KAl JE TRV HKPOTEPN apaiwon
Tou cuviotdtal ota data sheets anoé tov kataokevaoth (enionpeg odnyieg tou
KOTAOKEUAOTH).H OLKOVOLLLKN KatakUpwon Oa yivel e Bdon tn XaUnAGTePN TWA
ovd MAaKGaKL/LoTikr Toun Ko xt ue Bdon tnv Tt avé flacon kaOwg yla kdmowa
ovTiowpota {nTeltal mpoapalwiévn popdn Kat ylo GAAa tukve, yla ta 8g tTedsutaia
10 eUpoC apaiwong dtadEpel avaAoyal e TOV OIKO TTAPAOKEUNG. AvadelkvUeTal £Tol
N T avd MAAKAKL/LOTIKA Topn €mti tn BAoeL Tng moootntag twv 150 A (ul), o
BEATLOTOG TPOTOC GUYKPLONG TLLWV.

To UALIKG avoooiotoxnpelog Oa mMPEMeL va £X0UV KATA TOV SUVATOV LAKPOTEPO XPOVO
{wng, koL omwodnmote OxL ALlyOTEPO TOU EVOG £TOUG.

H alomiotia kat n akpipela (eldkotnta) Twv npoodepdpuevwy UAIKwY Ba pémel va
TEKUNPLWVETAL/ TILOTOTIOLE(TAL Ot TIPONYOUEVN EUTELpia 0T Stdyvwaon N
npoBAen, katd mepintwon, pe LeAETeC ( oL omoieg Ba utoBAnBoULV amno tov
npoodépovta epooov Tou INTnOset ).

H napdadoon Twv mopayyeAlwv Ba PEMEeL va YIVETAL EyKAIPWE, WG YEVLKEC
npodlaypadEg.




Nivakag 1

A/A MEPIFPADH

1 ARGINASE-1 (RTU)

2 ATRX(RTU)

3 AE(CONC)

4 A1-ANTITRYPSIN(RTU)

5 A FETOPROTEIN(CONC)

6 ALC(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

CYTOCERATIN 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 MLH1(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)

96 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.

MPOAIATPADEE ANTIAPASTHPIQN KAl ANAAQZIMOQN TA AIAAIKAZIEE
ANOZOIZTOXHMEIAZ KAI IN SITU

YBPIAIZMOY ME TAYTOXPONH NAPAXQPHZH ZYNOAOY EZONAIZMOY

'OAa ta mpoodepOpeVa AVTLSPACTHPLA KL AVAAWGCLUA VO Elvat armoAuTa cUUBATA e
TO MPoodepOUEVO CUOTNUA AUTOUATNG SLEVEPYELAG OIVOCOLOTOXNLKWY XPWOEWVY KOl
Sladkaowwy in situ uBpLdlopol wote va faodaliletal n moloTnTa Kol aflomiotia
Twv anoteAeopdtwy. Na ermiouvadBei Befaiwon TOU 0IKOU KATAOKEUNG TOU AVAAUTH.

*MAnpec kit uPnAnc evaloBbnoiag To omnolo va sival katdAAnAo yla touAdytotov 200
TEOT O€ €EETAOELG AVOOOIiOTOXNUELG KAl XpwUOYOvou in situ uBpiédiouou (CISH).Na
nephappavel ta €ng avidpaotnpla: unepoteiblo Tou udpoyodvou, avtidpactrplo
ouleuénc Post Primary IgG, avtidpaotrpto Poly — HRP IgG, DAB kat apatofudivn. Na
XPNOLUOTIOLEL VEQ TeEXVOAOYl EAEYXOUEVOU TOAUUEPLOHOU Yylot TNV Tapaywyn
oUlELYUEVWY HOPLWV CUVSETIKOU avtowpato¢ — HRP, og autopota cuotrpota
0VOOOIOTOXNUKWY Xpwoewv. Na pn xpnotpomnolel otpemtafidivn kot Blotivn.

To mpoodepOUEVO KIT Vo £XEL CUUMETAOXEL 0 Sladikaoieg e€wTeplkol MOLOTIKOU
eAéyxou (NordiQC, UK NEQAS). H cuppetoyn va omodelkvUETAL UE EKTUTTWOELG ATO
T EMIONUEG LOTOOEAISEC TWV OPYAVIOUWV EWTEPLKOU TIOLOTIKOU eAéyxou. Na

A/A | avtipactiplo
1
Kit avoooiotoxnpeiog kat in situ
uBpLSLoOU KatdAANnAo yla xprion
O€ OLUTOUOTOTIOLNUEVO pUnxavnuo*
Baolkd avtidpaoctrpla
1.
Sl00¢teL onuavon CE/IVD.
2.

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



RNA 1xvnB£tnc (probe) onpacpévog e dAovopeokeivn yLa Thv MOLOTIKNA
tautonoinon tg AavBavouoag EBV(Epstein Barr Virus) Aolpwéng, kKatdAAnAog yla
TPWTOKOAAQ in situ uBpLSLopOL (ISH) oe autopata cuothuata . O vnbetng va
SlatiBetal £toog mpog xprion(RTU) oe StaAupa uBpLdomoinong, va emapkel yia
TouAdylotov 25 teot Kat va Stabétel orjpavon CE/IVD. Na eivat cupPatog pe to kit
vPnAng evatabnoiag mou meplypadetal oto edadlo 1.

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

DNA xvnBétng (probe) onpoaopévog pe Blotivn, évavtl twv uPnAol Kvduvou TUTwy
16, 18, 31, 33 kat 51 tou o HPV (Human Papilloma Virus), onuacpévog pe Blotivn,
KOTAAANAOG yla TpwTOKoAAQ in situ uBpLdLopov (ISH) og autopata cuotiuata. O
xvnBétng va Statibetal €tolpog npog xprion(RTU) oe StaAuvpa uBpLdomoinong, va
ETIAPKEL YL TOUAQLoTov 25 teoT Kot va Stabgtet opavon CE/IVD. Na siva
oupBatog pe to kit uPnAng evalobnolag mou neplypadetal oto edadio 1.

Anti FLUORESCEIN Ab

‘Etolpo mpog xprion avticwpa (RTU) évavtt tng dpAovopookeivng tou mRNA (xvnBétn
(probe) katdAAnAo yla mpwtokoAAa in situ uBpLSLopol (ISH) oe autopata
cuothuata .To avtiowpa Anti Fluorescein va emutpénel tn oUvdeon tou mRNA
XvNOETN e To avTdpaotrpla aviyveuong tng avtidpaong tou in situ uBpLdiopol
(ISH). Na emapketl yla touAdytotov 50 teot Kat va Stabétel onpavon CE/IVD.

Anti BIOTIN Ab

‘ETolpo mpog xprion avticwpa evavtl tng Blotivng tou DNA 1xvnB£tn (probe)
KOTAAANAO yla ipwtokoAa in situ uBpldlopou (ISH) og avtépata cuotrpata To
avtiowpa. Anti Biotin va emutpénel tn ouvdeon tou DNA txvnBEtn pe ta
avtidpaotipla aviyveuong tng avtidpaong tou in situ uBpLdLopol (ISH). Na emapkel
yla touAdytotov 50 teot kal va Stab£tet orjpavon CE/IVD.

Stringency Wash - Aldhupa doppopidiou ylo LeTA UPPLOIKEG EKTTAUCELG.

‘Etolo mpog xprion dtaAlupa poppautdiou yla xprion o mMPWTOKOAAQ in situ
uBpLdLopoL (ISH) oto oTddLo TWV HeTA UBPLOIKWY EKTAUCEWV. KatdAAnAo yla Tnv
QTOUAKPUVON TWV N L8IKA ouvSedepuévwy poplwv DNA tyvnBetwv (probes)
oNUAoUEVWY e BloTivn Katd TNV ekTéNeon Tou in situ uBpLSlopou (ISH) os
outopota cuothuataN va ETapKEL yio TOUAAXLOTOV 25 TEoT Kot va Stabétel
onuavon CE/IVD.

Na tpoodepOouv 6Aa Ta amapoitnTa VIS pacTAPLA KoL AVAAWOLA YLol TV
mANpnN SLEKNMEPAiWGN TWV AVOCOIOTOXN LKWV XPWOEWV KalL TOU in situ uBpLdLojuol
ocUpdWVA JLE TIG MOPOAKATW TEXVIKEG TtpodLaypadEg, Kat va UTtoAoyLoBei To kooTog
TOUG KalL N avayKaia EToL TocoTNTa oTh TEALKA TULA aVA TECT.



PUBULOTIKO SLAAUMA KITPLKWY YLat TN BEPULKN AVAKTNGON TWV AVILYOVIKWY Béoswv. Na
£xeL ph: 6. Na StabéteL onjpavon CE/IVD.

PuBuiotiko Stahupo EDTA yLa Th BepLK aAVAKTNGON TWV OVTLYOVIKWVY BEcswv. Na €xel
ph: 9. Na &taBétel onpavon CE/IVD.

ZUoTnUa AVt paoTNPLWY CUUMUKVWUEVOU TIPWTEOAUTIKOU eVIUOU Kal puBpLoTLKOU
SltalUpatog Tris. To €vIUpO va €XEL OUYKEVTPpWON OXL Katwtepn tTwv 15mg/ml. Na
ouvoSeUETaL Ao Soxela yLa TNV MOPOOKEUT TwV SLaAUUATWY epyaciog Tou eviliou.
Na Stabétel orjpavon CE/IVD.

AldAvpa amomapadivwong otohoylkwv topwv. Na sivol ehelBepo EUAOANG Kal
oAKOOANG. Na riepLexet alkavia. Na Stabétel orjpavon CE/IVD.

AdAvpa €kmAluong TBS. Na sivatl cupmukvwpévo 10x. Na €xet ph @ 7,5 = 7,7. Na
Sw00teL onuavon CE/IVD.

ALOAUTNG YL TNV apaiwon (mpwtotaywyv) avtlowpatwy. Na €xel cuokeuaoia 500ml.
Na mepléxel ahatolxo pubuLotikd Stalupa Tris Kol otabepomolnth mpwteivwy. Na
Sla0¢teL onuavon CE/IVD.

Aoxsia PUAAENG QAPALWUEVWV QVTIOWUATWY Yyla TouAdylotov 45 efetdoels. Na
S€xovtal avtlowpata OmoloubdnmoTe katookeuaoth. Na ¢épouv KomakL ya Tnv
anoduyn e€dtuong Twv aviilowpdtwv. Na Stabétet onpoaven CE/IVD.

El81k6 avaAwoLpo amod MAAOTLKG, TO OTolo va XPNOLOTOLE(TAL Yo TV TTPOoTACLA TOU
Lotou amd tnvénpaveon kot tv amoduyn NG €EATULONC TWV XPNOLUOTOLOUUEVWVY
ovTLSpaoTNPlWY KATA TNV EKTEAECN TWV SLOSIKAOLWY TNG AVOoOoloTOXNMELNG KOl in
situ uBpLSLopoU. Na StaBétet onpavon CE/IVD.

Kit kaBaplopol kabetripwv avoppodnong amod katdalouta DAB. Na Siabétel
onuavon CE/IVD.



TEXNIKEZ NPOAIATPADE: AYTOMATOY ZY:THMATOZ ANOZOIZTOXHMEIAZ KAI IN SITU
YBPIAIZMOY

(ZYNOAOZ EZONAIZMOZ)

1. Na eival éva emtpamnéllo kKol TARPWC OUTOUATOTOLNUEVO OCUCTNUO YLa TLG
Sladkaoieg tng avoooiotoxnueiag kal Tou in situ uBpLdlopol. Na ektedel SnAadn
Xwpl¢ tnv eméupoon avBpwrivou Tapdyovta To cUVOAO Twv SLaSLKACLWY TNG
ovoooioToxnUelag Kal Tou in situ uPpLlSLOUOU OE UL CUOKEUT).

2. Na €xeL Tn SuvaToTNTA TAWTOXPOVNG EKTEAEONG LOVAG OVOOOIOTOXNHLKAG XPWong,
SUTANG avoooiloTOXNULKAC XpPWOoNG Kot Xpwaong in situ uBptdlopou (FISH & CISH).

3. Na pmopel va ekteAel TAUTOXPOVA TIC AVOCOXPWOELS KOLL XPWOELG XPWHOYOVOU in situ
uBpldlopol ylo EBER, CMV, Kappa, Lambda kat HPV, pe t Xprion tou idlou
OLVLYVEUTLKOU KLT. TO OVIXVEUTLKO KLT VOl UMOPEL va ekteAéoel TouldyLotov 200 teoT.

4. Na pmnopel va ektelel SUTAA xpwon oto 8Lo mAakiSio eite Stadoyka eite mapdAAnia
LE TN XPrON LEUOVWHEVWY TIPWTOTAYWV AVIIOWHATWY N HEYHATWY auTwv (cocktail)
KalL TN Xprion KatdAAnAou SLayvwaoTkoU KIT.

5. Na elvat xwpntikdtntag touAdytotov 30 mAakiSlwv Kot va eivat cuvexoug GopTWoEWS
€V wpa Astoupyiag Kat xwpi¢ va amatteital n dStakomn tng Stadikaciog xpwong Twv
umoAo(nmwv MAakLSiwv.

6. To mMpoodepOUEVO CUOTNHO VA EXEL OUUMETAOXEL ot Oladlkacieg eEwteplkoy
nototikol gAéyxou (NordiQC, UK NEQAS | avdloyo avayvwplopévo opyaviopd). H
CUMUETOXN VO QTOSEIKVUETOL PE EKTUTIWOELS QMO TIC EMIONMEG LOTOOEAIOEG TWV
OPYOVIOUWVY EEWTEPLKOU TIOLOTIKOU EAEYYOU.

7. Na 6wobétel cvotnua Staxwplopol twv anoBAfTwv oe pun emBAafh-pun tofka
amoPAnTa Kot og Tofka-emiBAaBr) anofAnta ta onoia va odnyouvtal os aveédptnta
kAelota OSoxeia, efacdaAilovtogc tn pEYLOTN SUVOTH OLKOVOUIO OTO KOOTOG
Slaxeiplong kal anoppudne twv amofAATwWVY Kat thv acddAsia Tou TeptBAAAOVTOC
KaL TOU TIPOGWIILKOU TOU gpyactnpiou.

8. T tnv autopatn ektéleon tng Stadikaciag tng avoooictoxnueiag N moooTnTA TOU
MPWTOTAYOUC OVTIOWUATOG TIOU XPNOLUOTOLEITAL va lval To péyloto 150 ul ava
mAakidlo. Na eival avoltdé oloTnuo WG TPOG TA AVIIOWHOTO OmoLouSAMoTE
mapaywyoUl oikou.



10.

11.

12.

13.

14.

15.

16.

17.

18.

Na SloB€tel autopato cuotnua eAéyxou Kot eldomoinong ylo TNV eMApKELX TWV
VTS PAOTNPLWV/TPWTOTAYWY AVIIOWHATWY TPV TNV €vapén tng Stadikaciog tng
ovoooioToxnUelag KoL Tou in situ uBpLSLoUOU Kal ylo TN oTABUN Twv amofANTwy,
WOTE VOl LNV UTIAPXEL KivOuvog SLaKOTHG TNG AELTOUPYLOC TOU CUOTAUOTOG KOTA TN
Ste€aywyn t™¢ Sadlkaociag Twv xpwoewv Aoyw EANAeldng avrtibpaotnpiwv N
UTtEPXEIALONG TWV amoBARTWVY.

No StaBétel mpoTUTIA TIPWTOKOAAQ EKTEAECNC SLASLKACLWY AVOCOXPWOEWV KAl in situ
UBpLSLopoL Ta omoia va Suvatal o XprioTng ToU CUCTHLOTOC VO TPOTIOTIOLEL eEAsUBepa
QvVAAoya LLE TIG ATALTHOELG TOU Epyactnplou.

To obotnua va OSlaBétet tn Suvatotnta pUBUONG TOU XPOVOU EMWOONG TOU
TPWTOTAYOUC AVILOWHATOC KOL TWV GAAWY avTLSpooTNpLwV, TOV TPOTIO KoL TOV XpOVo
amoKAAU NG ETLTONWY, TN Bepuokpacia, avd opddeg B£cewv mMAakiSiwy f yla Kabe
TIAOKIO L0 XWwpPLOoTA.

To obotnua va €XEL TNV LKOWVOTNTO, KATA TN SLApKeLa Tou KUKAou emefepyaciog Kal
XwpLg TNV mapeuBoon avBpwmivou mapayovTa, TIPOETOLLOIOE TOU XpWHOYOVOoU TIou
Ba xpnotpomownBel yla tnv enitevén HEyLOTNG OLOTNTAC XPWONG.

Na xpnotpomnolet cuoTnua barcode kal OMTIKAC AMOTUTIWONG OTOLXElWV (KApEpPQ), yia
NV avayvwpLlon Twv avilbpactnpiwy Kat twv mAakSiwy Kal gvepyomoinong tng
Stadkaciog tng xpwonc, akopa Kat otav ta nAakidia pEpouv Xelpoypadn ETIKETA.

No EMLTPEMEL T XPHON TG ETLKETOC TOU £XEL EKTUNTWOEL OlO TO CUCTN LA OLKOLAL KOLL
O£ MEPIMTWON 1N AVayVWELOHG TG Ao TO AUTOMATO 6UCTN A TOLUTOTOiNoNG.

No EMITPENETAL N XELPWVOKTLKA TAUTOMOINCN TWV SOXEIWV TWV AVILICWHUATWY Kol
TOU KLT aviYveuong o€ nepintwon BAGBNC TOU GUCTAATOG TOLUTOTIOLNONC.

To auvtépato oclotnua va Asitoupysl pe tn Xprnon Oestikd dopTlopévwy
OVTLKELUEVOPOPWY TIAOKWV OTIOLOUSHTIOTE KATAOKELOOTH Kol vo €aodpalilel Tig
TOMEG amd tnv &npoavon akopa kKol oe oAovUytia Sladikacia. Na Stabétel tn
Suvatotnta  MPOYPAUMOTI(OUEVOU  XpOvou  KaBuotepnuévng  €évapéng  tng
Stadkaoiog.

Ol eVvTOA£EG yla TN AslToupyiol TOU QUTOUATOU CUCTAUATOC 0VOOOIOTOXNHUELOG Kal in
situ UPBpLSLOMOU KaBwC emiong Kal oL €lBOTOLNOEL;, OL TPOELSOTOLNOELG KAl Ta
pnvoparta va divovtat péow H/Y ota eAAnvika.

To autopatonolnpévo clotnpa avoooiotoxnueiag katin situ uBpLSLoMoU pall pe OAa
Ta TIAPEAKOUEVO TOU: TOV H/Y, TOV EKTUTWTH ETLKETWY, TO CUOTNUO QVAYVWONG
YPOUULKOU KWSLKA (scanner XELpOG), TNV CUOKEUT SLa.oUvEeong SIKTUAKWY GUCKEUWY



(Ethernet switch) va ¢épouv onuavon CE/IVD amd TOV KATAOKEUOOTIKO OIKO
cUudwva pe tnv odnyla 98/79/EC tng Eupwnaikng Evwong. To ocuotnua va €xeL
KOoTaokevaotel oUpdwva HE TIC QMALTAOELS TOU Tpotumou ISO 13485:2003
“Tuotnuato Sloxeiplong MoLOTNTAG LOTPLKWY CUCKEUWV-ATILTHOEL KOVOVLOTLKAG
oUpHOPPWONG”.

19. To AOYLOULKO TOU GUOTNUATOG va £XEL TN SuvATOTNTA EMEKTACNC OTO XELPLOUO Kall
£A\EYXO TIEPLOCOTEPWY TOU EVOC OUTOLATOU CUCTHHOTOG Kol SLapOPETIKWV HOVTEAWV
MEOw €vOG HOvou nAektpovikoU umoloyloth. Emiong va 6idel tn Suvatdtnta
ouvdeong pe onolodnmote cupBato MAnpodoplako Tuotnua tou Noookopeiou (LIS).

20. Na katatebel dnAwon ott  Ba  mpaypatorolndel emidei€n Asitoupyiag tou
pnxavnuatoc kat dte€aywyn tng peBodoloyiag Le Ta cUPPBATA AvTLSPACTHPLO KL UE
TO avTtiowpata Tou xpnowdomolel to MaboAoyoavatoulkd Epyactiplo, mpog
afloAoynon ToloTikoU eAéyxou, oTo XwpPo tou MaboAoyoavatoptkol TUAUOTOG OE
OUVEWONON HUE TNV appodla emitporr) dlevépyelog Tou Slaywviopou, epdoov KpLBel
anapaitnro.

21. OAec ol avwtépw mpodlaypadéc va amodeikviovtal ota GUANASLA TEXVLKWY
npoSlaypadwy ToU KATOOKEUAOTH Kol va SUvavtal va enipepotwbouv and
TIEAOTOAOYLO LLE T EYKATEOTNUEVA EV AELTOUPYLO LNXaVA AT 0TNV EAANVLKH ayopd,
KOTAAOYOC TOU omolou mpénel va KatateBel cuvnuuéva.

ANTIAPAZTHPIA ANOZOIZTOXHMEIAZ A EIAIKEZ ®APMAKOAIATNQZTIKEZ ESETAZEIZ ME

2YNOAO EZONAIZMO

Kuwt Avocoiotoxnpueiog



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 ival cuvdedepévo aueoa pe HRP),
avtidpaotnpla evioxuong tou onpatog dsutepoyevouc (amplification), dmou autod kpivetal
anopaitnto, pubuLoTtika StaAlpata yla thy anonapadivwon & tnv anokaAun emtonwy
tautoxpova pe ph 9, StaAbpata ékmAuong Kal Stalvpata xpwpoyovou DAB. To KIT
aviyveuong evog otadiou moAupepoug Dextran (100 popta HRP ava 20 popla
Segutepotayouc avilowpatog ouvdedepéva ava doutkng aAucidag — backbone) kot va ival
KOTAAANAO yLO LOVOKAWVLKA KOl TTOAUKAWVLKA QVTLOWHATO XWPLE TN xprion 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 eMwaocn (Vo TPooKoULoTOUV Ta avtiotolya pulhadia
TiepLlypadng Ko TpWTOKOAWY).

NOZOTHTA

El81k6 KaTaAuTiko KIT pe tnv pébodo tng Bupapidng ylo aviyveuon ovtlowWHATWY 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 £ykplon amo to Siebvr opyaviopo FDA. Na emapkei yia
TouAdylotov 50 test

NOZOTHTA

MANpeg KIT mou Stabétel OAa ta amapaitnta avidpootipla Kabwg Kot BeTIKOUG LAPTUPES
yla TNV AN pn e€€taon aviyveuong tou c-erb2, pe MOAUKAWVIKO Kupiwg avtiowua
ouvbebepévo pe pappakeutiky Beparmeia. Na dpépet €ykplon amod to Stedvr) opyaviopd FDA.
Na emopkei yio touldylotov 50 test

NOZOTHTA

ETWKETEG: ETIKETEG TALVIOG EKTUTIWOEWG , KATAAANAEC yLaL Xprion LE TOV EKTUTIWTHA Seymour
TOU pnxowvnpatog AvoooloToxnpeiac.

Yuokeuacio 3000 HEUOVWHUEVEC 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  EKTUTTWVEL TI( PEAtoteg ouvBnkeg amomnapadivwong, esvudatwong &

AMEAEVBEPWONC OVTLYOVIKOTNTOC TTIOU €XEL OPLOEL TO EPYACTHPLO, KABWCE KAl OAEG TIC
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ouVBNKeC TNG KUPLAG QAVOOOLOTOXNMELAG. MEow TPOoypAUUATOC O XPAOTNG va
Sloywpilel 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 StadopeTikwy SLadlkaclwy
avoooiotoxnueiag oto idlo mAakidlo (AutAn Xpwan).

Avvatotnta xpwonc touldyiotov 40 mAakiSiwv Tautdxpova.

Xwpntkotnta touldywotov 30  SladOpETIKWY OVILOWHATWY HE HeYAAo eUPOG
XwpntkotnTog avtidpaotnpiov avd o¢laAidlo, avaloya HeE TIC OVAYKEC TOU
gpyaotnpiou. No KOAUTITOVTAL LLKPEG ) KAl LEYAAEC AVAYKEG.

TomoB<tnon twv mAakidiwv o omolecdnmote B€oelg tou pnxavnuatog (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 uPnAwv mpodlaypadwyv mou va avoayvwpllel Tig akplpeic
MOoOTNTEG TwV avildpaotnpiwy, T nUepopnvieg AnENG Kat tov aplBuod mapaywyns
(Lot number). AmoBrkeuon 6Awv Twv dedopévwy TIoU aPopPoUV TA TTEPLOTATIKA.

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

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

Metd to mépag tng dadikaoiag to pnxavnua vo cuvexilel va evudatwvel Ta TAakidLa
ylLa 000 SLAoTNUA XPELOOTEL, LEXPLS OTOU 0 XPROTNG VA OMOpaKPUVEL Ta TTAaK(SLa o
TO HNXAVNUOL.

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

To eUpog Tou Oykou Tou avtibpaotnpiou mou Sloxeteletal va eivat amd 100ul kat va
puBpuiletal amnod to xpnotn os kABe MAakiSlo xwplotd avaloya to pEyebog kaL tn Béon
NG TOUAG.

Aloxéteuon oAwv twv eruBAaBwv anoBARTwy oe el8IKA GLAAN YLO CWOTOTEPN Kal

€UKOAOTEPN amoppldn. Aloxwplopog arnoBARTwy o emtBAafn Kat pn.
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Y& k0O MAaKiSLo, va. pmopel va ekteAeltal tedeiwg EexwpLoTo MPWTOKOAAO (TEXVLKA)
OVAAOYQ LLE TIC AVAYKEC TOU gpyactnpiou.

Na €xel tnv duvatdtnta va amobnkelel yia KABs avticwpa To 8O Tou eXxwpLoTtod
TIPWTOKOAAO.

Na umapxet n O&uvatotnta Oleknepaiwong Suo SladopeTikwy  Sladlkaclwy
avoooiotoxnuelag oto (6o mAakidilo (AuTtAn Xpwaon).

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, Sdedopéva aobevwy, OyKo avildpaoTnplwV MoU XPELACTNKE
n Swadikacia kat oe mowa Oéon emi tou mMAakSiou TomoBetiOnke TO
avtidpaoctniplo.

To cuotnua va cuvodeUeTaL amd UTTOAOYLOTH Kal OTL GAAO xpeldleTal yla va
elval MANPWG AUTOUATOTOLNUEVO TO CUCTN L.

Na pnv amawtovvratl moAd  avaAlwoipa. Na dnAwBouv mAnpw¢ oAa ta
ovaAwolpa Tou Xpeltalovral yla tn AEToupyia Tou avaAuth ylo tnv mARpn
autopatomnoinon Tng avoooiotoxnUelag.

Na 600¢el eyyunon 2 xpovia kot avtoAAaKTIKA yia 10 xpovia.

H etatpia va SLabEtel el8IKEVEVO TIPOCWTILKO YLa ETUOELEN KAl EKMABNGON TNG
XPNoNG KAl TOU TIPOYPOLUATIONOU yia 600 Slaotnua KplBel anapaitnto ano
TO €pyaoTnplo.

Na kototeOel MEAATOAOYLO TOU OUYKEKPLUEVOU HOVIEAOU O €AANVIKA

VOOOKOUELQ.



