IXETIKA PE auTO TO EVOETO GUOKEUAGIAG

Yag euxapioToUe yia To evilapEPOV 6ag yia autd To mpoidv ACCURUN.
AuTd To £vBETO OUOKEUATIag amoTeleiTal amod dUo oeAidEC.

H mipwtn ogAida TIEPIEXEI TO OVORA TOU TTPOIOVTOG KAl Wia ETTEERYNON TwV
GUNPBOAWV TTOU XPNGIKOTTOIOUVTal GTNV EMIOHUAVON.

H delTepn oehida miepIEXel OMOKANPO TO KEIUEVO TOU EVOETOU OUCKEUAGIAG,.

EQv T0 £vBeTO TNG GUCKEUAOIOG TOU BAETTETE ] EKTUTIWVETE dev TepIEXEl dUO
oehideg, 1 €AV avTIUETWTIZETE TIPOPAAIATA, AMTOCTEIAETE NAEKTPOVIKO UrVUNA GTNV
NAEKTPOVIKA disUBuvan info@seracare.com. TNASQwWVIKA: o1 TIEAATEC TIoU BpiokeoTe
ot H.M.A. kaAéote atov apiBud TnAepwvou 800.676.188]1, o1 reAdTeg ou
BpiokeoTe 0 AMEC XWPESG KAAEOTE GTOV APIBUO TNASPWVOU, UE XPEWON TOU
kahoupevou, 508.634.3359.

Oa oag anooTaAei €va EVTUTTo EVOETO, KATOTTIV AITIOEWC,.

CCURUNE® 305

2EIPA 400

OeTIKOG HApTUPAG
RNA Tou HCV
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Enc€riynon Twv cuMBOAWY TIOU XPNGILOTIOIOUVTal GTNV EMGHIAVON TOU TIPoiovTog SeraCare

2,8

EmpBAaBEg /epeBioTIKO

AUTO TO TIPOIOV TIEPIEXE!
0,09% atidio Tou vaTpiou.

{

AvW)TEPO OpPIO
Bepuokpaciag

R22 EmpBAaBég og mepinTwon
KaTAmoong. @

R32  Zeemagn pe okéa BioAoyiKkoi kivduvol
aneAeubepwvovTal oAU
TOEIKG aépia.

S35 AUTO TO UNIKO Kal To doxeio
TOU TIPETIEI VO ATOPPITITOVTAI  CONTROL | — |
UE AOPaAr TPOTO. ApvnTIKO TIPATUTIO

S36 Na gopdre KatdMnAo eheyxou
TPOCTATEUTIKO POUXIOUO.

S46 Y& mepimmwon Katdmoong, CONTROL
OUlUBOUAEUTEITE apéowg Evav
10TPS Kal dei€Te auTod To doxeio BeTikd mpdTUTO
A TNV €TIKETA. ehéyxou

e

Mepiopiouoi
Bepuokpaciag

“

Huepounvia Angng

Ap1Budg KaTahdyou

LOT

Ap1Budg NapTidag

AN\

“MNpoeidomoinan, GUUBOUAEUTEITE Ta
ouvodd évrumna”

|£c| ReP |

E€ouci0doTnuévog avTimpoowmog
otnv Eupwrnaiki Koivdtnta

IVD

In Vitro AlayvwaoTikd
laTpoTeXVOAOYIKO TTPOIdV



TA ANTIAPAZTHPIA AYTA AEN MPENEI NA ANTIKAOGIZTOYN
TA YNIOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAl APNHTIKOY

MAPTYPA IOY MNAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

A]CCURUN® 305

YEIPA 400
OETIKOC HAPTUPAC
RNA Tou HCV

ONOMAZIA KAI XPHZH TA THN OMOIA MPOOPIZETAI

01 pdptupeg ACCURUN TipoopiZovrar yia Tov urioAoyiopo e CIKpIBEIUQ TWV €QYAOTNPIAKWOV
eEeTaoEwV Kal eival uvato va xpnaiporoinBouv yia Ty avixveuan Tuxov opapdTwy oTiq
Bluén«mwc £pYAOTNPIAKWY s&smoawv 0 BeTIKGG pGpTUPag RNA Tou HCV ACCURUNE 305, ampu
400 eival dlapgop@wiEVOS yia Xpron pe HebddoUS in vitro SiayvwaTikwv eEETACEWV TTOU avixveUouv
Kai mogoTikorololv 1o RNA Tou HCV. Ao Tnv SeraCare Life Sciences diatifevral ExwpioTa emmiéov
udpTupeEg € dIAPOPES GUYKEVTPWAEIG RNA Tou HCV.

NEPINAHWH

H ouyvr) e€étaon aveEdpmTwv SelyudTwy ToloTIKoU EAEYXOU TAPEXE! GTOV aVaAUTH €va JEO
TapakoAoUBnang TG amddoang Twv EpYACTNEIaKWY TPOGSIoPIGUWY. Me T auviien xpran Twv
uapTipwv Sivetal n BuvatdTnTa OTa EPYACTHPIA Va TIapakoAouBouv Tn SlakUpaven Twv eEETdoswy
and nuépa o NEéPa, TV anddoaon Twv KIT EETaoEWY and TapTida oe MapTida Kal T dlakuuaven
UETAED XEIPIOTAV, EVW TIAPEXETAI EMioNG BoriBela otV avayvmpion TuXOV auERoewv Tuxaiou i
OUOTNUATIKOU 0paAuaTog. Eva kaAd oxedIaopévo mpoypappa moioTikou eAEyxou eival duvatd va
Tiapéxel EMMAEOV EQMIATOO0VN GTNV GEIOTIOTIA TWV aMOTEAEGUATWY TToU AapBdvovTal yia dyvwara
deiypara. H xprion aveEapmTwv papTUpwy eVOEXETaI va TIAPEXE! TIONTIHES TTANPOPOPIES OXETIKG e
TNV £pYaCTNPIaKA ENAPKEIA Kal T SIAKULAVON JETAEY TIaPTIBWY KIT, Of OTIOIeg EVOEXETI Va
€nmnpedoouy TV euaicbnoia Tou MPOGdIOPIGHOUL.

APXEZ THZ AIAAIKAZIAZ

0 BeTikOQ paptupag RNA Tou HCV ACCURUN 305 éxel oxediaaTei yia xpron e in vitro 6|06|K00|sq
TIPOGBIOPIoKOU YIa GKOTIOUG mapakoAoUBnang mg anédoong Twv EEaTuoswv 0 eaTlKoq udptupag
RNA Tou HCV ACCURUN 305 mapackeudleTal and avBpwivo opd fj MAdopa mou eival avTidpacTiko
yia 70 yovoturo 1 Tou RNA tou HCV kai un avridpacTiké yia To HBSAg kal yia avriowpata evavria
otov HIV 1 kai HIV 2, kaBawg kar atov HTLV. Or pdptupeg ACCURUN dev €xouv amodoBeioeg TIHEG.
EIdIKG enimeda avnidpaaTikdTnTag Ba MoIKIANOUV UETAEY TPOGBIOPICHWMY SIPOPETIKWY
KATAOKEUAOTGY, SIAQOPETIKWY SIAdIKAGIWY, SIAPOPETIKWY apIBUwY MapTidag kal SIapopETIKWY
£0YaoTNPIwV.

ANTIAPAZTHPIA
Ap. kat. A305-6424 5 giahidia, 1,0 ml avd giahidio
Ap. Kat. A305-6432 5 @iahidia, 4,0 ml ava iaAidio

0 6eTikdg papTupag RNA Tou HCV ACCURUN 305 mepiéxel ataBeporointég kai 0,09% alidio Tou
vaTpiou wg GUVTNENTIKO.

MPOEIAOMOIHZEIZ KAl TPOGYAAZEIZ
a in vitro d1ayvwoTiki xprion.
MPOIOXH: XeipiZeoTe Toug papTupeg ACCURUN Kai 6Aa Ta mpoidvra avBpwivou aiuatog wg
BUVNTIKG PeTGd00NG MOAUGHATIKGV TapayovTwy. O BeTikog pdpTupag RNA Tou HCV ACCURUN 305
TIAPACKEUGZETaI ano avbpwrivo opd 1} MAAaKa, Un avridpacTikO yia To HBSAZ kal avTiowpata
evavria otoug 1oug HIV 1 kai 2, kabwg kar HTLV Ue Tpéxouaeg eEETATEIG ToU £X0UV EYKpPIBET amo
Tov FDA.
NMpo@uAdEeig acpalciag
[0 10 XelpIop6 Twv mpoidviwy ACCURUN kai Tou avBpwTivou ailiaToq akoAOUBEITE TIG GUVIOT(UEVES
Yyevikég mpo@uAGEEIG Tou Maykdopiou Opyaviopou Yyeiag (M.0.Y.)2. Mnv avappo@dre pe mméra ye 1o
OTOUA, PNV KATIVICETE, NV TPWTE Kal Unv TIIVETE O X(POUg Oou yiveTal XEIpIoAg delyldTwy.
KaBapioTe Tuxdv xupéva UNikG akoumifovrdag Ta apéowg pe 0,5% didAupa umoxAwpindoug vaTpiou.
AnoppiyTte OAa Ta deiyuaTa, Toug PAPTUPES Kai Ta UAIKG TIoU Xpnolomoinénkav oty eEETaon wg
Qv TiepIgiXaV HOAUGHATIKOUG TIapAyovTEG.
Mpo@uAGEEIG XEIpIGHOU
Mn xpnaiporolieite Toug pdptupeg ACCURUN petd Ty nuepounvia AEng. Amo@uyeTe Tn uéAuvon
TWV HapTUPWV KATG TO GVOIYMa Kal TO KAEITIMO Twv @IaNidiwv. Tia Ty poAnwn Tou oxNUaTIooU
SUVNTIKGOG EKPNKTIKWV EVWOEWY AOyw avidpdoewv Tou alidiou Tou vaTpiou kal Tou XaAkou fj Tou
LOAUBBOU TTOU TTEPIEXETAI OTIG USPAUAKES GWANVWOEIG, EKTTAUVETE TOUG GWATVES aTOBARTWY WE
Ueyaheg moadTNnTEG VepOU.
OAHFIEZ OYAAZHE
Mo péyiom otaBepdmra, o BeTikog pdpTupag RNA Tou HCV ACCURUN 305 6a mpérel va
@uldooeTai aToug -70 °C. Edv mpotipdre, Ta @iaAidia priopouv va gurdacovral atoug -20 °C yia
£wq €81 priveq. MNa va anotparei Tuxov diappor, puAdooeTe Ta glahidia og OpBia Béan.
ENAEIZEIZ AZTAQGEIAZ 'H AMOIQZHZ TQN ANTIAPAZTHPIQN
Tuxov peTaBolég TG QUOIKNAG EHPAVIONG EVOEXETAI Va UTIOdNAWVOUV aoTdbeia 1j aMoiwan Twv
paptipwv ACCURUN. AiaAduara mou eival epgpavag BoAd 6a mpénel va amoppirovral.
AIAAIKAZIA
NMapexopeva uhika
0 BeTikdg papTupag RNA Tou HCV ACCURUN 305 napackeualerar and avbpwivo opd 1 mdaua
ToU €ival avTidpaaTIké yia To yovoTuro 1 Tou RNA Tou HCV kar un avridpacTikd yia 1o HBSAg Kai
yia avriowyara evavria otov HIV 1 kai HIV 2, kabwg kai otov HTLV.
YAIKG rrou antarroUvral aAAG dev mapéxovral
AvatpéETe OTIG 08nYieg MO MAPEXOVTaI AT TOUG KATAOKEUAGTEG TWV KIT EETA0EWY Tou Ba
XpnaigoroinBouv.
O3nyieg xpriong ) ) ) ) ) )

« Mpv amo kade xprion, aprioTe 1O O1GAupa eAéyxou va @Bacel oe Beplokpacia dwuatiou kai

avapi€re pe fma avaotpogn.
* Kabe L|)|C|)\I5I0 ACCURUN 305 dev 6a npsnal va XanIuOTIOIEITGI nsploomspsq ano Tpeg
POpEg Kal ]'IpSnEI va xpnaigoroleital eviog 10 nuepwv ané To mpwro dvoiyua.

* Augowg petd and kde xprion, TomoBetraTe oe Wuysio To ACCURUN 305 og Bepuokpacia 2-8 °C.

« ‘Otav avoixBei To QIaAiBIO yia TIPWTN Yopd, KaTaYPAWTE TV NUEPOUNVI TTOU avoixBnKe Kal TV
nuepounvia AMEng ato giaAidio.

* ['a va eAaxIoTomoINGETE TO EVOEXOUEVO HOAUVONG, AMOPEIWTE TO GIGAIBIO PETA aMG TNV TTPWTN XPraN.

01 pdprupeg ACCURUN Ba mpémer va mepihapuBavovTal og ekTéNean eEETAONG aKOAOUBWVTAG aKPIBWG TNV

idia dladikadia mou mapéxeTal ané Tov kaTaokeuaaTr yia dyvwara deiypara. O1 udpTtupeg ACCURUN AEN
TIPEMEN va avTIKABIoTOUV Ta avTISPACTAPIA BETIKOU KaI ApvNTIKOU EAEYXOU TIOU TTAPEXOVTAI LE KATAOKEUAGEVA

KIT €EETA0SWV.
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MoioTiKOG EAeyxXoGg

Eneidn ol uaptupeg ACCURUN ev éxouv amodoBeioeg TIHES, ouviaTdTal KdBe epyaotipio va
EMKUPWOE! T Xpron kaBe mapTidag pdpTupa ACCURUN pe kaBe €1d1k6 6UoTNUA MPOadIopIoHoU
TIpIV and T ouvrBn Xprion Tou aTo EPYacTrpIO.

EPMHNEIA TON ANOTEAEZMATQN

Ta enimeda avnidpaaTikdmTag Tou BeTikou udpTupa RNA Tou HCV ACCURUN 305 evdéxeTal va
Tioikihouv avahoya pe TG €EETAOEIQ 6|uq>opsrmu)v KATAOKEUAOTWV Kal TIG 6|aq>opaTmsQ naprideg KIT
eEsTacemv Emeidn o pdpTupag dev xel amodoBeioa Tiur, To epyacTrpio MPEMe! va kaBiepwoe! éva
€Upog TIHWV ia kdBe mapTida Tou BeTikol pdpTupa RNA Tou HCV ACCURUN 305. Edv Ta
armoteAéopara yia Tov BeTikd pdptupa RNA Tou HCV ACCURUN 305 eivar ekTag Tou kabiepwpévou
amodeKTol EUPOUG TIHWY, QUTO eVOEXETAI Va aMOTENE! EVOEIEN W IKAVOTIOINTIKAG amodoong g
e€éraonc. MBavég armieq opdAparog mepihapBavouv: aAoiwon Twv avTIdpacTpiwv Tou KIT
£E£Ta0NG, 0QAAa ToU XeIpIaTr, EAATTWHATIKY amddoon Tou EomAiopoy i oAuven Twv
avTIdPACTNPIWV.

MEPIOPIZMOI THZ AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAOIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI
APNHTIKOY MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

Npéner va akohouBolvTal TaTd of AIAAIKASIES EZETASHZ kai n EPMHNEIA TON ANOTEAESMATON
TIOU TIAPEXOVTaI aMd TOUG KATAOKEUAOTES TV KIT EEETATEWY. TuX GV amokAioelg armd dladikaieg mou
OUVICTWVTAI A6 TOUG KATAOKEUAOTEG KIT EEETAGNG EVOEXETAI VO TIPOKAAEGOUV N aidmioTa
arnoteAéopara. O1 pdptupeg ACCURUN Bev eival BaBuovounTég kai dev MpEMe va Xpnoipomnolotvial
yia BaBuovounan mpoadiopiop@v. Ta XApaKTNPIGTIKG anddoang yia Tov BETIKG udpTupa RNA Tou
HCV ACCURUN 305 xouv kaBiepwdei pévo yia 1o RNA Tou HCV. Aucpeveig ouverikeg amooToAig
Kal UAGENG 1} xprion HapTUPWY, N nUepopnvia ARENG Twv oroiwy Exel TapéABel, evOEXETal va
TIPOKAAEGOUY E0QaAUEVa amoTeAéaparTa.

ANAMENOMENA AMOTEAEZMATA

0 0eTIKOG pdpTupag RNA Tou HCV ACCURUN 305 AEN EXEI AMOAOOEIZA TIMH. Eidikd
enmineda avndpacTIKOTTAG Ba MOIKIAOUV ETAEY TIPOGBIOPICHWY DIAQOPETIKWY KATAGKEUAOTWY,
SIAQOPETIKWV BIAdIKATIWY, DIAPOPETIKWY APIBUMY TTApTIdAG Kal SIaQOPETIKWY epyaaTnpiwv. Kabe
EMUEPOUG EPYATTHPIO TIPETEI VO KABIEPWOE! BIABIKATIES YIa TNV EPAPHOYT EVOG MTPOYPANKATOG
8100¢QANIoNG TOIGTNTAG Kal yia TV TapakoAoudnon Tng anddoong Twv eEETA0EwWY o€ TaKTIKN BAon.
Kdbe epyaatipio Ba mpénel va kaBiephael To SIKG Tou Up0g amodekTOV TiHwy. MNa mapddelyua, o
amodeKTO eUPOG TILWV EVIEXETAI va MEPIABAVE! ONEG TIG TIIEG EVTOG 2 TUTTIKWV ATTOKNIGEWY TNG
péong Tiprg 20 onueiwv dedopévwy mou AapBavovral oe 20 avaAioelg og Tiepiodo 30 nuepwv3.
Zrov mivaka 1 napunesvwl TUTTIKG crr0|x5|u yia Tov BeTIKO uupTupo RNA tou HCV ACCURUN 305.
Ta oToixeia AUTG ekPPAlOVTal G HOVADES TG KABOPIJETaI aMO TOV KATAGKEUAGTH TOU
mPoadiopicpouU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHZ

O1 paprupeg ACCURUN éxouv oxediaarei yia xprion e in vitro Siadikacieg mpoadiopiopoy yia

OKOTIOUG TapakoAoUBnang ™g anddoong Twv mpoadiopiopy. O BeTIkAg udpTupag RNA Tou HCV

ACCURUN 305 napackeudleTar and avBpwmivo opd f Adopa mou eival avridpaaTikd yid 1o

yovoTumo 1 ou RNA Tou HCV kai pn avidpaoTiké yia 1o HBSAE kal yia avTiompaTa evavria otov

HIV 1 kar HIV 2, kaBg kai atov HTLV. Or pdptupeg ACCURUN dev €xouv amodoBeioeg Tipég. Eidika

enineda avdpacTIKOTNTAG Ba MOIKIAOUV ETAEY TIPOGBIOPICUMY DIAQOPETIKWY KATAGKEUAOTWY,

SIAQOPETIKWY SIAdIKATIWY, DIAPOPETIKWY APIBUWY TTAPTIdAG Kal SIAQOPETIKWY epyaaTnpiwv. Kabe

EMUEPOUG EPYATTHPIO TIPETEN VO KABIEPWOE! SIABIKATIES YIa TNV EPAPHOYH EVOG TTPOYPAHATOG

81a0¢QANIoNg TOIGTNTAG Kal yia TV TapakoAoudnan Tng anodoong Twv eEETA0EWY O TaKTIKN BAan.
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NMivakag 1. Tumika oToixeia yia Tov BeTikd pdpTupa RNA Tou HCV ACCURUN 305, aeipd 400.

KataokeuaoThig NMpocdiopIonog ArmrotéAeopa
Roche Molecular Systems, Inc. | COBAS® Ampliprep/COBAS® TagMan® 1.4x10%
Pleasanton, CA HCV Test 1U/ml

MNa Borigia, EMKOIVWVHOTE PE TO THHHA TEXVIKIG UTooTHPIENG ThG SeraCare oTov
ap18po TnAepwvou 001.508.244.6400.
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