TEXNIKEZ MPOAIATPADEZ ANTIAPAZTHPIQN

ANTIAPAZTHPIO ANIXNEYZHZ KAI TONOTYMHZHZ 28 YNOTYMNQN HPV
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To npoodepoOuevo SLayvwoTiko kit va gival katdAAnAo yla tnv yovotumnon 28 SLapopeTkwy
UTTOTUTIWV TOoU LoU HPV.

To kit va pmopet va avixveUoEeL Kal Vol TUTTOTIOLHOEL Toug €1 ¢ uTtdétuTtoug tou HPV: 16,18, 26,
31, 33, 35, 39, 45, 51, 52, 53, 56, 58, 59, 66, 68, 69, 73, 82 unotunoug uPniol Kvduvou
(High-risk types) kat 6, 11, 40, 42, 43, 44, 54, 61, 70 unétuToug xapnAou Kwvduvou (Low-risk
types).

To kit va umopet va aviyvevoet DNA tou HPV og kAwvika deiypata vyprng ¢aong Kal KOATUKA
gMXplopata.

H Stayvwotikn dadikaocia va PBaciletal otnv moAumAektikr (multiplex) PCR mpaypotikou
XpOvou evog otadiou (Real-time One-step RT-PCR).

To kit va pépel onpavon CE-IVD yia in-vitro dtayvwoTikn xprion Kat va meptAapBavel oAa ta
anopaitnta avtdpaoTtripla yla TV TPAYUATONoincn Tou MPpwTtokoAou tn¢ Real-Time PCR,
OMwG To pelypa oAtyovoukAsotidiwv, DNA moAupepaon, Uracil-DNA glycosylase (UDG), Buffer
mou meptéxel dNTPs, kat 3 Siadopetikolg Betikoug paptupeg (Positive Controls) yia va
KaAUTITOUV OAoUC Toug HPV untotunouc (28 umdtumoug) mou avixvevel to kit.

Na mepthapBavel evboyevn paptupa eAéyxou tng Stadikaciag (Endogenous Internal Control),
0 omoiog va aviyvevetal otnv avtidpaon tng PCR, yla tov €éAeyxo tng opOng AnPng deiyparog,
™G owoTNG eKXUALONC Tou DNA amo to KAWLKO delypa, kal Tng aflomiotiag tng avtibpaong
PCR (éA\ewn avaotoAéwv tn¢ PCR).

To kit va pmopet va amoBnkeutel otoug <-20°C. H anodoon Twv avtidpaotnpiwv tou kit va
uNnv ennpealetol €wg 5 kUkAoug Puénc-amoyuénc.

To mpoodepopevo kit va ocuvodeletal amd €l8IKO AOYLOUIKO TNG (L0 KATAOKEUAOTLKAG
£TALPELOC, TO OTOL0 VO TTAPEXEL AUTOMATA SLAYVWOTIKA AITOTEAECUATA TOCO OVA UTIOTUTIO 000
KOL OUVOAIKA OSLOyVWOTIKO amoTéAeopo ava Selypa, Xwplg TNV avaykn avaAuong Kot
UTTOAOYLOHOU TWV TLHwV Ct Twv KapmuAwy tng RT-PCR amo tov xpnotn.

Na &idovtat Tipég Ct yia kaBe undtumo.

OAeg oL avtibpaoelg yla kabe Seilypa va mpaypatonolovvtal o€ 2 cwAnvapla PCR kal va

UTAapXeL N Suvatotnta eKTEAeoNG ToUAdxLoTOV 40 SELyATWY TAUTOXPOVA.

To kit va €xel Sokipaotel yla dtaotavpolpevn aviidpaon pe touAdaxiotov 100 Stadopetika
naboyova xwpig va mapatnpeital SlaotaupoUpevn avtidbpaon pe TouAdylotov 75 anod auta.
Na avadepBolv ta naboyodva mou €xouv SOKLUAOTEL yla Slactaupoupevn avtidpaon.

H rmoAumAektikn (multiplex) PCR va oAokAnpwveTal o AlyOTEPO Ao pio wpa Kal 45 Asmtd.

O mpounBeutng va OLaBETEL EKMALOEUMEVO TIPOOWTILKO QMO TOV KOTOOKEUQOTH YLoL TNV
EYKATAOTACN, TOV €AEyX0 A€LTOUpPYLOC KOL TNV OUVTAPNOCN Tou TMpoodePOUEVOU cuvodou
€€omALopOU, 600 KOl yla TNV eKMaibeuon Twv XPNOTWV.



TEXNIKEZ MPOAIATPADEZ 2YNOAOY EZONAIZMOY

OEPMIKOZ KYKAOMNOIHTHZ RT-PCR
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O npoodepoueVOC BepUKOG KUKAOTIOLNTAG va pEpeL TNV Evdelen CE/IVD.

Na StaBétel Block 96 Béoewv, To omoio va d€xetal mAdkeg PCR 96 Bobpiwv

Na taBétel 6 kavaAla avixveuong.

Noa SUvatal vo TpayaTonoLoeL avaAuon 0€ £wG KoL 5 oTOXouG

EvawoOnoia: 1 avtiypado t¢ aAnAouyiag otoxou avbpwrivou yevwuikol DNA.
Eupog omtikn¢ aviyvevonc: 450-730 nm.

Xpovog cdpwaong (Scan time): 12 sec yla OAa ta KAVAALQ, 3 sec yLa €va KOVAAL
Méylotog puBpog petaBolng Bepuokpaciag (Max Ramp rate): 5°C/sec.

Méaooc 6pog petafolng Beppokpaciag (Average Ramp rate): 3,3°C/sec.

. Na ouvodeletat anod ¢opnto H/Y kal software yla ToV TPOYPAUUATIONO TwV €EETACEWV KOl

™V autopatn afloAoynon TwV AMOTEAECUATWV.

. To obotnua va va eivat cuppatd pe To mpoodePOEVO KIT yovotumnong RT-PCR.
. O tpounBeuTnc va SLaBETEL EKTTALOEUPEVO TIPOCWTILKO A0 TOV KATAOKEUOTIKO OLKO yLa TNV

EYKATAOTAON, TOV £AEyXO AE€LTOUPYlOG, TNV OUVIAPNON Tou Tpoodepouevou cuvodol
g€omALopOU, Kal yla TNV ekmaideuon Twv XpnoTwv.

$YSTHMA ANOMONQZHE NOYKAEIKQN OZEQN
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Na dtaBétel miotomnownoelg CE IVD

To cUOTNUA VO ATTOLOVWVEL TAXUTOTO KOL QUTOMOTO YEVETIKO UALKO TIPOEPXOEVO OO PEYAAN
VKAUO TINYWV, OTWGE ETIXPLOUA (pLVODapUYYLKO, KOATILKO, oupLlBpLKO), 0pO, OALKO aipa, ENY,
BAL,kuttapoAoyiko delypa vypng ¢aong (LBC), mtueha, ovpa, kompava (Cary-Blair)

To cUotnua va va gival cuppatod pe To mpoodePOEVO KIT yovotumnong RT-PCR.

To KLT TNC amovovwaong va ival AN PeC Kal va Statnpeital os Beppokpacia Swuoatiou.

Not OAOKANPWVEL TNV ATOUOVWAOHN TOU YEVETLIKOU UALKOU To TIOAU o€ 30 Aemtd ava dslypa ylo
€W Kal 32 Selypata Tautoxpova, XweLig OUwE va yivetal omatain avildpaotnpiwv o
TePIMTWON ULKPOTEPOU apLOUOL SELyUATWV.

Na &€xetat oyko delypartog npog eneepyaacia 200 ul.

Na mapdyetl 6yko EkAouong yeVeTkol UALkoU 100Ul ava Seiypa.

Na amattel xpovo xelplopol wg 10 Aemtd ava run.

Na eVowUATWVEL TNV TEXVoAoyia peTadopds LayvnTikwyv opatpldiwy.

. Na SLaBETEL ECWTEPLKN ELOIKI EYKOTAOTAON AMOCTEPWONG TOU E UTIEPLWSN akTvoBoAla yLa

NV anoduyn EMPOAUVOEWV.

To cuotnua va eivat pikpwy dtaotacswv we 50cm x 50cm x 50cm, kat Bapoug Alyotepo Twv
32 kg, yla va tonoBeteital eUKoAa 0TO SLOOECLUO EPYACTNPLOKO XWPO.

O mpounBeuTig va SLaBETeL EKMOLSEUUEVO TIPOOWTILKO A0 TOV KATAOKEUAOTLKO OlKO yla TV
€yKatdoTaon, Tov E£AEyX0 AE£lTtoupylag, TNV ouviipnon tou Tnpoodepouevou cuvodoul
€EOMALOOU, KOL YL TNV EKTTALOEVON TWV XPNOTWV.



