IXETIKA PE aUTO TO EVOETO GUOKEUAGIAG

Yag euxapioToUye yia To evilapEPov 6ag yia autd To mpoidv ACCURUN.
AUTO TO €VOETO OUOKEUAOIag amoTeAeital amod dUo GEAIDEG.

H mpwTn ogAida TTEPIEXEI TO OVORA TOU TTPOIOVTOG KAl Wia EMTEENYNON TWV
GUMBOAWV TTOU XPNOCIKOTTOIOUVTAl GTNV EMICHUAVON.

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

Edv T0 £vBeTO TNG GUCKEUaOIag TouU BAETTETE ] EKTUTIWVETE dev TepIExel dUO
oehideg, 1 AV QVTIUETWTIZETE TIPOPAAIATA, ATTOCTEIAETE NAEKTPOVIKO UrVUNA GTNV
NAeKTPOVIK diglBuvaon info@seracare.com. TnAepwVIKA: o1 TIEAATEC TIoU BpiokeoTe
omig H.M.A. kaAéaTe atov apiBud TnAspwvou 800.676.188]1, or reAdTeg ou
BpiokeaTe 08 AMEC XWPES KAAEOTE OTOV APIBUO TNAEPWVOU, PE XPEWOT TOU
kahoUpevou, 508.634.3359.

Oa oag anooTaAei €va EVTUTo EVOETO, KATOTTIV AITIOEWG,.

CCURUNE® 305

2EIPA 150

OETIKOC HAPTUPAC
RNA Tou HCV
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EmpBAaBEg /epedioTikd

AuTé TO TIPOIGV TTEPIEXEI
0,09% aidio Tou vaTpiou.

{

AvwTEPO OPI0
Bepuokpaciag

R22 EmpBAaBég oe mepimmwon
Katdmoong. &
R32 e enagr pe o&éa Bioloyikoi kivduvol
aneAeubepwvovTal oAU
TOEIKG agpia.
S35 AuTé T0 UANIKO Kal TO DOXEI0
TOU TIPETIEI VA ATIOPPITITOVTAI  CONTROL | — |
UE AoPAAr TPOTO. ApvnTIKO TIPOTUTIO
S36 Na popdTte KatdMnAo eheyxou
TIPOCTATEUTIKO POUXIGUO.
S46 Y& mepimmwaon Katdmoong,
oupBouAeuTeiTE apgowg évav
10TPS Kal dei&Te auTo To doxeio BeTikd mpoTumo
A TV €TIKETQ. eheyxou

A

Mepiopiopoi
Bepuokpaciag
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Huepopnvia Angng

Ap1BudC KaTaAdyou

LOT

Ap1Budg NapTidag
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“MNpoeidomoinan, cuUBOUAEUTEITE Ta
ouvodd évrumna”

|ec| ReP |

E€ouciodoTnuévog avTImpoowmog
otnv Eupwraikr KoivotnTa

IVD

In Vitro AlayvwaoTikd
laTpoTeXVOAOYIKO TTPOIdV



TA ANTIAPAZTHPIA AYTA AEN MPENEI NA ANTIKAOGIZTOYN
TA YIOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAl APNHTIKOY
MAPTYPA OY MNAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

AJCCURUN® 305

YEIPA 150
OETIKOC HAPTUPAC
RNA Ttou HCV

ONOMAZIA KAI XPHZH TFIA THN OMOIA NPOOPIZETAI

01 udptupeg ACCURUN mpoopilovrar yia Tov UnioAoyiop0 TnG aKpiBEIag Twv epyacTnpIakwy eEETA0EwY
Kal eival SuvaTo va xpnaikomoinBoly yia TV avixveuon Tuxov 6paludrwy orig dadikacieg
epyaoTnpIak@V eEeTdagwy. O BETIKOG PApTupag RNA Tou HCV ACCURUN® 305, aeipd 150 eival
BIaHOPPWHEVOG Yia Xprion e HEBOBOUG in Vitro SIaWWOTIKWV EEETA0EWV TIOU QVXVEUOUV Kal
ToooTiKomoiotv To RNA Tou HCV. Ao v SeraCare Life Sciences diatifevial §exwpiotd emm\éov papTupes oe
diGpopeg ouykevTpwaelg RNA Tou HCV.

NEPINAHWH

H ouxv| eE€Taon aveEapTnTaV delyUaTwY TIOIOTIKOU AEYX0U TIaPEXE! OTOV QVOAUTY va oo
TapakoAoUBnang g anodoong Twv epYacTNEIAK®Y TIPOGdIopiap®y. Me T ouviien xprion Twv
HapTUpwv divetal n duvatéTnTa oTa EPYaCTPIA va TapakoAouBoUv T Siakiuaven Twv eEETaoEwWY armo
nuépa oe Npépa, TNV amodooN TwWV KIT EEETAGEWY AN TIapTida Ge TapTida Kal T diakupavan LeTagy
XEIPIOTQV, Evi) TApEXETal emiong BoriBela oty avayvwpion TuXOV augfioewv Tuxaiou 1 GuoTnuaTikol
0QaAUaTog. Eva KaAG oXeBIAHEVO TIPGYPARKA TIOIOTIKOU EAEYXOU Eival SUVATO va TapEXE! emmAsov
£umIoTOOUVN OTNV AEI0MIOTIa TV anoTeAeoudTwY mou AauBdvovtal yia dyvwora Seiyuata. H xprion
QveEAPTNTWV HAPTUPWY EVDEXETAI Va TIAPEXE! TIONUTIES TANPOQOPIES OXETIKA HE TV £0YAOTNPIAKT
€MAPKEIa Kal TN dlakUpaven JETAEU MapTidwy KIT, 01 OTI0IEG EVOEXETAI Va EMNPedaouy TV guaiadnaia Tou
TIPOGdIOPICHOU1.

APXEZ THZ AIAAIKAZIAZ

0 Beikée pdptupag RNA Tou HCV ACCURUN 305 éxer axediaaTei yia xprion e in vitro diadikaoieq
TIPOGdIoPICHOU YIa GKOToUG TapakoAoUBnang g anédoong Twv egeTdoewy. O BETIKOG pdpTupag RNA
Tou HCV ACCURUN 305 napackeudZeal and avbpwivo opd f TAAepa mou eival avridpacTiko yia To
yovérurio 1 Tou RNA Tou HCV kal un avridpaaTiké yia 1o HBSAg kal yia avriowuara evavria atov HIV 1
Kai HIV 2, kaBwg kai atov HTLV. Or pdptupeq ACCURUN dev éxouv amodoBeioeg Tipég. EIdIka emimeda
avmdpacTiKOTNTag Ba ToIKIAOUV PETAEL TTPOGBIOPICHWY SIAYOPETIKWY KATAGKEUATTWY, SIAPOPETIKOV
1adIKAGILY, DIAQOPETIKWY apIBUKV TapTIdag Kai SIaoPETIKWV EpYacTnpiwy.

ANTIAPAZTHPIA

Ap. kat. A305-2127 10 giahidia, 1,2 ml avd glaAidio

Ap. kat. A305-2132 5 @iaAidia, 4,0 ml avd @ioAidio

0 BeTiKOG papTupag RNA Tou HCV ACCURUN 305 mepiéxel atabeporontég kai 0,09% alidio Tou vatpiou
)G OUVTNPNTIKG.

MNPOEIAOMNOIHZEIZ KAI MPO®YAAZEIZ

MoioTikdg éAeyxog

Eneidn o1 pdptupeg ACCURUN Sev éxouv amodoBeioeg TIHES, ouvioTaTal KABe pyacTrpIo Va EMKUPWOE!
™ xprion kG mapridag paptupa ACCURUN pe kGBe e1d1k6 0UaTNA TPOGBIOPIGHOU TIPIV aM6 Tr
ouvrBN Xprion Tou aTo EPYACTAPIO.

EPMHNEIA TON ANOTEAEZMATQN

Ta enineda avnidpaoTikGMTag Tou BeTikoU pdptupa RNA Tou HCV ACCURUN 305 evdéxeTal va molkiAouv
avdoya e TIG EEETGTEIG SIOPOPETIKWY KATAOKEUAGTMV KAl TIG SIAQOPETIKEG TTAPTIOES KIT EEETAEWV.
Eneidn o pdprupag dev €xel amodoBeioa Tiur, To EpyacTrpIo TIPEMEN va kaBIEPWOE! £va EUPOG TIMGV YIa
Kkd6e maprida Tou BeTikoU pdpTupa RNA Tou HCV ACCURUN 305. Edv Ta anoteAéapiata yia Tov BeTikO
udpTupa RNA Tou HCV ACCURUN 305 eival eKTAG Tou KaBIpwEVOU amOdEKTOU EUPOUG TIHGY, AUTO
evdEXETal va amoTehel éVBEIEN N IkavomoinTikig anddoong Tng e&étaong. MBavég artieg apahuarog mepihauBavouv:
aMoiwon Twv avridpacTnpiwv Tou KIT £EETaoNnG, 0pAAUQ TOU XEIPIOTH, EAATTWHATIKA

anddoon Tou eEoMNIopOU 1 HOAUVON Twv avTISPaACTNPIwV.

MEPIOPIZMOI THZ AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI
APNHTIKOY MAPTYPA MOY NAPEXONTAI ME KATAZKEYAIMENA KIT EZETAZEQN.

Mpénei va akohouBouvral moTd of AIAAIKAZIES EZETAZHS kai n EPMHNEIA TQN AMOTEAEZMATQN
TIOU TIAPEXOVTAI QMG TOUG KATAOKEUATTES TWV KIT EEETAGEWV. TuxOv amokAioeig and diadikagieg mou
OUVIGTOVTAI AT TOUG KATAOKEUAOTES KIT EEETAONG EVOEXETAI VA TIPOKAAETOUY UN aiomioTa
arorehéapara. Or pdptupeq ACCURUN dev eival BaBuovopnTég kai dev mpémel va xpnalgomololvral yia
BaBuovounan mpoadlopiop@v. Ta XapaktpIaTikd anddoong yia Tov BeTikO pdpTupa RNA Tou HCV
ACCURUN 305 éxouv kabiepwBei pdvo yia 1o RNA Tou HCV. Aucpeveiq ouvBrikeg amooTohig kai UAaENG
1) XPrion HapTupwv, n nuepopnvia AMENG Twv omoiwv €xel TaPEADEI, EVOEXETAI Va TPOKAAETOUY
£0Qahuéva amoteAéopara.

ANAMENOMENA AMOTEAEZMATA

0 B¢eTIKGG pdpTupag RNA Tou HCV ACCURUN 305 AEN EXEI AMOAOOGEIZA TIMH. Eidikd enineda
avTIdpacTIkG™Tag 6a moIkiA\ouY PETAEU TPOTDIOPICHWY JIPOPETIKWV KATATKEUAOTWY, SIYOPETIKWY
SIadIKaoIwy, SIAPOPETIKWY apIB@Y MapTidAg Kai SIAPOPETIKWY EpyacTnpiwv. Kabe empépoug
£pYACTIPIO TIPEMEN VA KABIEPWTE! DIABIKATIES Yia TNV EQApHOY EVOG MPOYPARMaTOG dIacpaNiong
ToIOTNTAG Kal yia TV iapakoAoUbnan Tng anodoang Twv eEeTdoEwv Ge TakTIKK Bdon. KAbe epyaatripio
Ba mpénel va KaBiepwael To BIKO TOU £UPOG AMOBEKTAV TIHWY. 10 TApAdEVa, TO AMOBEKTO EUPOG TIWV
svdExeTal va mepihapBAver OAeg TIG TIHEG evTOG 2 TUTIKWV amokAioewv TG péong TG 20 onusivv

Sedopévav mou AapBavovrar os 20 avahioelg oe Tiepiodo 30 nuepwv3.

Ta in vitro diayvwoTikn xprion.

MPOZOXH: XelpiZeate Toug pdpTupeg ACCURUN Kai 6Aa Ta mpoidvia avBpaimivou aiiatog we duvnTikd
HeTadoong HoAuopaTIK®V Tapayoviwy. O BeTikAG udpTupag RNA Tou HCV ACCURUN 305
napackeudierar and avepwivo opd 1y mdopa, Un avridpacTikd yia To HBSAg Kai avriokpara evavria
aToug 100G HIV 1 kai 2, kabwg kar HTLV pe Tpéxouaeg e§eTATEIG ou €Xouv eykpiBei amd Tov FDA.
Mpo@uldZeiq acpaleiag

T1a 70 XelpIop6 Twv TPoiévTwv ACCURUN Kai Tou avBpwriivou aiiatog akoAOUBEITE TIG GUVIOTWHEVES
Vevikég mpo@uAGEeIG Tou Maykéapiou Opyaviopoy Yyeiag (M.0.Y.)2 Mnv avappo@dre e METa e 1o
OTOPA, UNV KATIVICETE, PNV TPWTE Kal Unv TIVETE OE XWPOUG GTTou YiveTal XeIpiopog detypdrwv. Kabapiote
TUXOV XULéva UNIKG akoumiCovag Ta apéowg pe 0,5% didAupa umoxAwpindoug vatpiou. AroppiyTe OAa
Ta delypara, Toug PAPTUPES Kal Ta UNIKG TTou Xpnalkomoienkav atn e§ETaon wg dv mepigixav
HOAUGHATIKOUG TIaPAYOVTEG.

Mpo@uAGEeIg XEIpIoHOU

Mn xpnoiporoieite Toug pdptupeq ACCURUN petd Tnv npepopnvia Agng. Amoguyete T poAuven Twv
HapTUPWV KATA TO AVOIVMa Kal TO KAEIGIHO Twv QIaABiwv. Tia TV TPGANYN ToU GXNHATIoHOU BUVATIKAG 1.
EKPNKTIKWV EVWOEWV AGYW avTIBPAcEWY Tou aidiou Tou vatpiou Kal Tou XaAkoU 1} Tou HoAUBBOU Tou

TIEPIEXETAI OTIG USPAUNIKEG GWANVATEIS, EKTIAUVETE TOUG GWANVEG aMOBATWY g eyGAeg TOGOTNTES

vepoU. 2.
OAHTIEZ ®YAAZHZ
Ta péyiom arabepdmra, o BeTikdg papTupag RNA Tou HCV ACCURUN 305 6a mpénel va guAdaceTtal 3.

aToug -70 °C. EGv mporiudre, Ta giaAidia umopouv va guAdacovtal atoug -20 °C yia £wg €81 Wriveg. Ta
va anotparei Tuxv diappon, puAGaoeTe Ta Piakidia oe 6pBia Ban.

ENAEIZEIZ AZTAGEIAZ 'H AANOIQZHZ TQN ANTIAPAZTHPIQON

TuxOv HETABOAEG TNG PUOIKIG EUPAVIONG eVBEXETAI Va UMIOBNAWVOUV a0TABEID I aMoiwon Twv

Frov miivaka 1 mapatibeval Tumikd oToixeia yia Tov BeTIKG pdpTupa RNA Tou HCV ACCURUN 305. Ta
aToixeia ekppalovral oe Povadeg Omwg kabopilETal amé Tov KATAGKEUAGTH) TOU TIPOGDIOPIGHOU.

EIAIKA XAPAKTHPIZTIKA AMOAOZHZ

O pdptupeg ACCURUN €xouv oxediacTei yia xprion pe in vitro Siadikacieg mpoadiopiopoy yia GKomoug
TapakoAouBnong Tg anodoong Twv mpoadiopiopwy. O BeTIKAG papTupag RNA Tou HCV ACCURUN 305
mapackeudleTal and avBpwmvo opd fj mAdopa mou eival aviidpacTikG yia To yovétumo 1 1ou RNA Tou
HCV kai pn avridpaatik yia 1o HBSAE kal yia avriowpara evavria atov HIV 1 kai HIV 2, kabag kar aTov
HTLV. Or pdptupeg ACCURUN dev éxouv amodoBeioes Tiuég. Eidikd emimeda avnidpaaTikdmrag a
ToIKIMOUV PETAED TIPOGBIOPIGHWY SIGPOPETIKWY KATAGKEUATTWY, SIAPOPETIKWY SIadIKAGIRV,
SIOPOPETIKWV apIBWV TaPTIdAG Kal SIPOPETIKWY EpYacTNPiwv. KaBe pepovwpévo epyaaTrpio mpémel
va Kabiepwoel dIadIKacieg yia TV epapuoyr evog mpoypduuaTog S1acpaAiong moIGTNTag Kai yia Ty
mapakohoudnan ™g anédoong Twv EeTaoEwWY GE auviien Baon.
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Mivakag 1. Tumkd oToixeia yia Tov BeTikG pdpTupa RNA Tou HCV ACCURUN 305, aeipd 150.

papTUpwv ACCURUN. AiaAUpara mou eival eupavig BoAG Ba mpérel va anoppirrovral. KataokeuaoThig Mpood10pIcHOG AnotéAecpa
AIAAIKAZIA Roche Molecular Systems, Inc. COBAS® Ampliprep 150 1U/mI
Napexopeva uNKa Pleasanton, CA COBAS® TagMan® HCV Test
0 BeTikdg papTupag RNA Tou HCV ACCURUN 305 rapackeudletal and avlpamivo opo f mhdopa mou Abbott Laboratories 2000 RealTime
eival avTIdPaoTIkd yia To yovoturo 1 Tou RNA Tou HCV kai pn avridpaoTiko yia 1o HBSAg kai yia OeTIKO
avriowpara evavria atov HIV 1 kai HIV 2, kabwg kai otov HTLV. Abbott Park, IL HCV Assay
YAIka mou amairoUvral aAAG Sev mapéxovral Gen-Probe PROCLEIX® ULTRIO® OeTIKG
AvatpéEre oTI 03Nyieg TIoU TIAPEXOVTaI AMd TOUG KATAOKEUAOTE TwV KIT eEETA0EWY TTou Ba San Diego, CA Assay
Xpnoiporoneolv.

3 A Roche Molecular Systems, Inc. cobas TagScreen OeTIK
03nyieg xpriong ) ) ) X i X Pleasanton, CA MPX Test on s201

« Mpiv amé kabe xprion, apriote To didAupa eAéyxou va pBdael oe Bepuokpacia dwpatiou kai

avapi€re pe ima avaaTpo@n.
* Kdbe piakidio ACCURUN 305 dev Ba mpénel va xpnolpomoliTal epioooTepeg aro Tpeig
(QOPEQ Kal TIPETEI Va XpNoiuorolgital evidg 10 nuepwv and To Mpwro Gvoiyua.
* Auéowg pETA amo kabe xprian, TomoBetraTe oe Yuyeio To ACCURUN 305 oe Beppokpaaia 2-8 °C.
« ‘Otav avoixBei 10 IaABIO yia MW YOG, KATaYPAWTE TNV NUEPOUNVIa TTou avoixBnke kai TV
nuepopnvia Aéng ato @iaidio.
* Tla va eAaXIOTOTIOINGETE TO EVOEXOHEVO HOAUVONG, AMoppiyTe TO IANIBIO META amd TNV TIpWTN Xprion.
01 udpTupeg ACCURUN Ba mpénel va mepiAapBavovTal og ekTéAeon eEETaong akoAouBwvTag akpiBg my
id10 dladikacia mou MapéxeTal and Tov KaTaoKeuaoT yia Gyvwota deiypara. Or paptupeg ACCURUN AEN
TIPEMeI va avTIKaBIoToUv Ta avridpacTripia BETIKOU Kai apvnTIkoU AEyX0U TIOU TIAPEXOVTaI UE KATAOKEUAGUEVT
KIT €EETATEWV.
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