OeTikd¢ TToI0TIKOC EAEYX0C RNA TOU HIV-1,
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GR TA ANTIAPAZTHPIA AYTA AEN MPEMEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA GETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

ACCURUN® 345 sEIPA 150 OeTIKOC To10TIKAC EAeyX0¢ RNA ToU HIV-1,

RNA 1ou HCV, DNA 10U HBV

ONOMAZIA KAI XPHEZH A THN OMOIA MPOOPIZETAI

Or paptupeg ACCURUN mpoopiovral yia Tnv eKTinan Tng akpifeag Twy epyaoTnpiakwy eETaoewy Kai givar duvard
va XpnotyoToInBolv yia TNV avixveuon Tuxdv o@aAuaTwy oTig diadikaoieg epyaoTnpiakwy egeTaoEwy. O BeTkog
To10TIKOG éAeyxog RNA Tou HIV-1, RNA Tou HCV, DNA Tou HBV ACCURUN® 345, oe1pd 150 €ival diapopQWEVOS
yia xprion pe peBodougin vitro Siayvwatikwy e¢etaoewy Tou avixvetouvio RNA tou HIV-1, 10 RNA Tou HCV kai 1o
DNA tou HBV. la in vitro Siayvwaikr xprion.

NEPIAHYH

H ouyvr e&éraon ave§apTnwy delydamwy To10TIKOU AEyYoU TIapExel aTov avaAuTH éva péoo TapakoAoUbnang Tng
amod0oong TWV EPYACTNPIAKWY TIPOOdI0PIoUWY. Me Tn ouvien xprion Twv JapTupwy divetal ndwardmTa ota
€pyaoTiipia va TapakoAouBoUy Tn SiakU pavan Twy EETACEWY amo NEPT OE NUEPT, TNV ATIOS00T) TwV KIT EETA0EWY
amd mapTida ot MapTida kai TN SlakIPavon PETAG) XEIPIOTWY, VW) TIAPEKET Al €TTiONG BOriBEIc oMV avayvwpIon Tuv
au§foewy Tuxaiou i ouaTnpatikol o@aAparog. Eva kaAd oxediaopévo Tipdypap paToloTkoU eAEyyou eival duvard
Vol TIapEXEl EMTAEOV EUTNIOTOCUVN OTNV agIOTOTia Twy aToTeAeap awy Tou Aap Bavovial yia dyvwora deiydara. H
XPAON avegapTnTWy HapTUpwy eVOEXETAN Vo TIOPEXE! TIOAUTIEG TIANPOPOPIEG OXETIKA WE TNV EPYOIOTNPIAKI ETIAPKEIC
Kkai Tn diakUpavon peTagd mapTidwy KIT, 01 OMOIEG EVOEXETAI VO ETMPEACOW TNV euaiodnaia Tou Trpouélopumm]1 .

APXEZ THZ AIAAIKAZIAZ

O Betikdg ToI0TIKGG EAeyxog RNA Tou HIV-1, RNA Tou HCV, DNA 1ou HBV ACCURUN 345, oeipd 150 éxer oxediaorei
yia xprion e in vitro d1adikaaieg Tpoadiopiapol yia To 0KoTO TG TiapakoAoUBnong Tng amddoang etdoewy. O
BeTIKOG T010TIKOG EAeyx0og RNA Tou HIV-1, RNA Tou HCV, DNA Tou HBV ACCURUN 345, oeipd 150 Trapaokeuadetal
Me apaiwon §exwplaTwy Tapakaradnkwv ywotwv TiTAwv RNA Tou HIV-1, RNA Tou HCV kai DNA Tou HBV pe
amvwdoyovwpévo TAdopa apvntiké yia 1o RNA Tou HIV-1, To RNA 1ou HCV kai 1o DNA tou HBV kai pn
avridpaatikd yia 1o HBsAg kal avriowpata evaviia otoug 1006 HV 1, HV 2 kai HTLV. Or péprupeg ACCURUN dev
£xouv amodoBeioeg Tipé. Eidika emimeda avidpacTikéTnTag 6a ToikiMouv pETagl IPoadI0pIoH WY BIaPOPET KWV
KATAOKEUAOTWV, JI1AQOPETIKWY DIadIKATIY, DIAQOPETIKWY CpIBU WY TIapTIdAG KAl SI0POPETIKWV EQYATTNPiwV.

ANTIAPALZTHPIA
Kwd. €idoug 2020-0104
Kwd. €idoug 2020-0105

5x1,2 mlava giakidio
5x4,0 mlava giaAidio

0 Berikdg mol0TIKGG EAeyxog RNA Tou HIV-1, RNA Tou HCV, DNA tou HBV ACCURUN 345, geipd 150 Tepié el
orabepomointég kar 0,09% adidio Tou varpiou wg ouvmpnTIko.

NPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ

Ta in vitro Siayvwotikn xpriomn.

MPOZOXH: Xeipigeate Toug paptupeg ACCURUN kai 6Aa Ta poiévTa avBpwmvou aipatog wg duvnTkda
perddoong pohuaparikwy mapayoviwy. O BeTikdgmoIoTKOG éAeyyog RNA Tou HIV-1, RNA Tou HCV, DNA Tou HBY
ACCURUN 345, oeipd 150 kataokeuddeTal amo avBpwmvo opd i TAAOHa Un aviidpaadTikd yia aviiowyaTa
evavria otoug 100G HIV 1 kai 2 kar HTLV pe 1péxouceg egTAOEIS eykekpipéveg amo Tov FDA.

MpoguAdgeig agpaleiog

AKoNoUBEITE TIG OUVICTWHEVES YEVIKEG TIPOQUAGEEIG Twv KEVTpwy yia Tov €Aeyyo Twv voowv (CDC - Centers for
Disease Control) yia T0 YeIpIop6 Twv papTipwv ACCURUN kai Tou avBpimvou aipatog2 My avappo@dare pie
TITETA ME TO OTOMA, UNV KATIVICETE, NV TPWTE KaI NV TTVETE OE XWPOUG OTIOU YiVETal YEIPIOH GG DEIYM TWV.
KaBapioTe Tuxov xupéva uhika okouTri¢ovrag Ta auéowg pe 0,5% diahupa uToxAwpiwdoug varpiou. AToppiyTte
6Aa Ta deiypara, Toug JAPTUPES Kal Ta UNIKG TIou ¥pnotoTioinBnkav atny e§Taon wg av Tepieixav
HoAuopaTikoUg TIapayovTEG.

MpoguAdgeig xeipigeol

Mn xpnoipotoieite Toug papTupeg ACCURUN peta Trv npepopnvia Adng. Amo@uyere m pdAuvon Twv papTtipwv
KaTé TO AVOIyMa Kal TO KAEioTHo Twv @iahidiwy. Mo my TpdAnyn Tou oxnuanopod & wnTIKWG EKPNKTIKWY EVWOEWV
Moyw avridpaaewv Tou agidiou Tou varpiou Kai Tou XaAkoU 1 Tou oAUBOOU TIoU TIEPIEXETAI OTIG USPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG OwAVEG aTOBATWY He eYaAEG TIOOOTNTEG vepOU.

OAHTIEZ ®OYAAZHE

lNa péyiotn otaBepdmTa, o BeToG To10TKOG EAeyXog RNA Tou HIV-1, RNA Tou HCV, DNA tou HBY ACCURUN 345,
oeipa 150 Ba pémel va guAdoaeTal aToug 70 °C. EGv TipoTipdTe, Ta @loAidia PTopoUv var puAGCTovTal aTOUG
—20 °C yia éwg €1 prveg. Mava amotpatei uxov Siappor, puAdaaete Ta giakidia o€ 6pBiaBéan.

ENAEIZEIZ AZTAGEIAZ 'H AMOIQZHE TON ANTIAPAZTHPION
Tuxdv peTaBoAég TG QUOIKAG U PavIoNG eviEXETal va uTIodNAWVoOUV aoTdtela f aMoiwon Twv JapTipwy
ACCURUN. AiaAopara Tou givar eggavig Boka Ba TpéTer va amoppitovral.

AIAAIKAZIA

MNapexodeeva VAIKG

O Betikdg Tol0TIKOG EAeyxog RNA Tou HIV-1, RNA Tou HCV, DNA tou HBV ACCURUN 345, geipd 150 eivan
Siapopewpévog yia va ival avridpootikdg yia 1o RNA Tou HIV-1, 1o RNA Tou HCV kai 1o DNA Tou HBV kail pn
avTIdPaaTIKAG yia avTiowpara evavria oToug 100g HV 1 kar 2 kar HTLV.

YAiké ou armraitoOvTal aAAd Sev rapéxovral
Avarpé€re aTIg 0dnyieg TIOU TIAPEXOVTAI OTIO TOUG KATAOKEUAOTEG Twv KIT £ETAOEWY TIou B XpnatomoinBolv.

0dnyieg xprong

+  Mpivamd kabe xprion, agrate To diaAupaeréyxou va @Baoe! ot Bepuokpacia dwpaTtiou kar avayigre e
Ama avaoTpogn.

+ Kabe giakidio ACCURUN 345 dev Ba TIpETiEl va XpNOTHOTIOEITAI TIEPICOOTEPES OTIO TPEIG POPES Kall TIPETTE It
XpnotpoToleital eviog 10 nuepwy amd 10 TIPWTo volyua.

+  Apéowg peTa amo kabe xprion, TomoBemare oe uyeio To ACCURUN 345 oe Beppokpaaia 2-8 °C.

+ Ortav avoiyBei To QIGAIBIO YIATIPWTN YOPA, KATAYPAYTE TV NUEPOUNVIATIOU avoixBNKE kal TV nUepOpNVia
Mgng aTo giaAidio.

+ Ta va eAayIoToTIOINOETE TO EVOEXOEVO ONUVONG, TToPpiYTE TO PIANIDIO PETAOTIO TNV TIPWTN XPrion .

O1 paptupeg ACCURUN Ba mpémel va TrepiAap favovrar ot ektéAeon egtaang akoAouBwvragakpiBwg myv idia
Siadikacia Tou TIAPEXETaI A6 TOV KaTaoKeuaaTH yia dyvwora deiypara. O paprupegACCURUN AEN mpémel va
avrikaBioToOV Ta avridpacTipia BETKOU kal apvnTIko U ApTUpa TIOU TIApEXOVTAl JIE KATCAOKEUAOMEVA KIT EETUOEWY.

MoloTik6g éheyxog

Eme1d o1 péptupeg ACCURUN v éxouv amodoBeioeg T, ouviaTdral kaBe epyaoThpIO va ETMKUPWOEI T Xprion
k@B maptidag papTupa ACCURUN pe kdBe €1dikd oUoTnua TIpOadIopiopod TIpIV aTid T ouvrBn ¥pron Tou ato
£pyaaTiplo.

EPMHNEIA TON ANOTEAEZMATON

Ta emimeda avridpaoTikoTNTAG Tou BeToU ToloTKOU eAéyyou RNA Tou HIV-1,RNA Tou HCV, DNA 1ou HBV
ACCURUN 345, oeipd 150 evdéyetar va Toikidow avaoya pe TG eETAEI DIOPOPETIKWY KATATKEUATTWV Kal T
O1aQOpETIKEG TIAPTIdES KIT eGeTAOEWY. ETIEISN 0 pépTupag Bev Exel amododeioa TIHM, TO EpYaoTpIo TIPETEEN Vot
KaB1EpWaE! éva EUPOG TIMWV yia kaBe apTidaTou BerikoU TolomkoU e\éyxou RNA Tou HIV-1, RNA Tou HCV, DNA
Tou HBV ACCURUN 345, geipd 150. Eav Ta amote\éapara yia Tov Berikd mooTké éAeyyo RNATou HIV-1, RNA
Tou HCV, DNA Tou HBV ACCURUN 345, oeipd 150 €ival ektdg Tou kaBEpwiévou amodekTol e0poug TIHWY, autd
evdéxeTal va amoTeAei EveIgn pn IkavoToinTikig amodoong mg egEraong. MiBavég amiegopdAuarog

TeEpIAap Bavouv: aAoiwaon Twv avTidpacTnpiwy TOUKIT EETaoNG, OPAAUa TOU XEIPIOT], EAATTWHATIKY aTmddoan
Tou e§oTNiop0U 1} pdAuvan Twv avmdpaacTnpiwy.

NEPIOPIZIMOI THE AIAAIKAZIAZ

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

Mpémer va akoAouBoUvral mota o1 AIAAIKASIES EZETASHS xai n EPMHNEIA TON ATTOTEAEEMATQN Tou
TIAPEXOVTCI OTTO TOUG KATCIOKEUADTEG TWV KIT eEeTATEWY. TuXOV amokAioeIg amd dladKaaieg Tou GuviaTWvIdl Ao
TOUG KATAOKEUQOTEG KIT EEETACEWY EVOEXETAI VO TIpOKaAEégouv Wn agémoTa amoteAéapara. O péprupeg ACCURUN
Oev eival BabpovounTég kar dev TPETE! va xpnalpoTiolodvral yia faBuovopunon Tpoodiopiouwy. Ta XApakTnpIaTIKG
amédoang yia Tov BeTikd ToloTKG éAeyxo RNA Tou HIV-1, RNA Tou HCV, DNA Tou HBV ACCURUN 345, oeipd 150
éxouv emPBePaiwdei Povo yia 1o RNA Tou HIV-1, 1o RNA Tou HCV kai To DNA Tou HBV. Auopeveig ouvrikeg
amooToAg kal UAAgNGS A xprion HapTipwy, nnUepounvia MGG Twv omoiwv éxel TapéABel, evéxeTal va
TipokaAégouv eopaApéva amoTeAéopaTa.

ANAMENOMENA AMOTEAEZIMATA

0 OETIKOZ MOIOTIKOZ EAEMXOZ RNA TOY HIV-1, RNA TOY HCV, DNA TOY HBV ACCURUN 345, ZEIPA 150
AEN EXEl ANOAOGEIZA TIMH. Eidika emimeda aviidpacTikémTag 6a moikiMouv peTagy poadiopiau wy
SIAPOPETIKWY KATCOKEUAOTWY, SIAQPOPETIKAWV SIS IKACIWY, SIaQOPETIKWY apBH WV TapTidag Kal SIagpopeTKWY
epyaoTnpiwv. KaBe Jepovwpévo epyaaTiplo TIPETEI va KaBIEPWOE! I KATIES YIa TNV EQAPHOYH &VOG

TIPOYPAp paTog S1acpaNiong ToI1dTNTAG Kal yia Trv TapakoAoUBnon Tng amddoong Twy eETaoewy ot ouvhen don.
KaBe epyaotipio Ba Tpémel va kabiepwaer 1o BikG Tou elpog aTodEKTWY T @Y. Ma Tapadeaypa, 1o amodekTo &ipog
TIMGV evdEXeTal va TepIAAMBAVET OAEG TIG TIREG Vg 2 TUTIKWY amokAicewv TG MéaNG TG 20 onueiwv ded0 évwy
Tou AapBavovrai o 20 avahioeig oe Tepiodo 30 npepmv3.

Zrov mivaka 1 mapariBevrar Tutka dedopéva yia Tov BeTkd ToioTiKG éAeyxo RNA Tou HIV-1, RNA Tou HCV, DNA Tou
HBV ACCURUN 345, oeipd 150. Ta atoixeia ekppadovial o povadeg omuwg kabopidetar atd Tov KaTaokeuaoT Tou
TIPoadI0pIagUOU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O paptupeg ACCURUN éxouv oxediaareiyia xprion e in vitro S1adkaaieg Ipoadiopiapoy yia okoTioUg
TapakoroUBnong Tng amédoong Twv Tpoadiopiapwy. O BeTkog Tolomkog éAeyxog RNA Tou HIV-1, RNA Tou HCV,
DNA tou HBV ACCURUN 345, oe1pa 150 eival Siap opgupévog yia va eival avridpaatikdg yia 1o RNA tou HIV-1, 10
RNATou HCV kai To DNA Tou HBV kai pun avridpaoTikdg yia avriowpara evavria otoug 1o0g HIV 1kar 2 kar HTLV. O
papTupeg ACCURUN &ev éxouv amododeioeg mpég. Eidika emimeda avridpaoTkéTnTag OamoikiMouv petagu
TIPOGJI0PITU WY JIAQOPETIKWY KATAGKEUATTV, DIAQOPETIKWY DIadIKATIWY, dIAQOETIKWY apBwv TapTdag kal
SIaQOPETIKWY epyaoTnpiwy. KABE pepovwEVo EpyaoTipio TIPETE! va kaBIgpwoE! S1adIKATIEG yia TV EQAPH Oy EVOG
TIPOYPA HaTOG SIaoPAAIoNG TIOIOTATAG Kail yiat TV TiapakoAoUBnon Tng amedoong Twy eETacEwy ot auvien Baon.
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Mivakag 1. Tumkéa dedopéva yia Tov Berikd mooTK éAeyxo RNA Tou HIV-1, RNA 1ou HCV, DNA Tou HBV
ACCURUN 345, oeipd 150.

KaraokeuaoTig Mpoodiopigpog AmrotéAeopa
Roche Molecular Systems, Inc. COBAS® AmpliPrep/ COBAS® TagMan® .
Pleasanton, CA HIV-1 Testv2.0 500 avriypaga/ml
Abbott Laboratories . .
Abbott Park, IL m2000 RealTime HV-1 Assay 300 avriypaga/ml
Roche Molecular Systems, Inc. COBAS® AmpliPrep/ COBAS® TagMan® 500 U/l
Pleasanton, CA HCV Test v2.0
Abbott Laboratories .
Abbott Park, IL m2000 RealTime HCV Assay 210 IU/ml
Roche Molecular Systems, Inc. COBAS® AmpliPrep/ COBAS® TaqMan® 400 1U/ml
Pleasanton, CA HBV Test v2.0
Abbott Laboratories .
Abbott Park, IL m2000 RealTime HBV Assay 180 1U/ml
Grifols Di tic Solutions Inc. .
os Er%r;?;vﬁe,o&ms ne ProckeiX® Ultrio® Assay O£TKO
Roche Molecular Systems, Inc. cobas ° .
Pleasanton, CA MPX ETKo

Ma ondeia, EMKOIVWVACTE PETO TURAHA TEXVKNG UTTOO THPENG TG LGC Clinical Diagnostics atov apBuo
TnAepwvou +1.508244.6400.
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