EL TA ANTIAPAZTHPIA AYTA AEN NMPEMEI NA ANTIKAGIZTOYN TA YNOXPEQTIKA ANTIAPAXTHPIA
OETIKOY KAI APNHTIKOY MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

OeTIKOC HApPTUPAC 2 NTTATITIOAC TTOAATTAWY OEIKTWV

ONOMAZIA KAI XPHZH F'IA THN OMNOIA NPOOPIZETAI

01 péiprupeg ACCURUN® mpoopigovran yia xprian wg BeTIKoi ToIOTIKOT PAPTUPES yia T TrapakohoUBnan
NG aKPiBEIag TwWV EPYATTNPIAKWY EEETATEWY Kall TNV avixveuon Tuxov oQaAudTwy aTig Siadikaaieg
epyaoTnpiakwy eetaocwy. O BeTikog pdptupag 2 nmarindag ToMamAwy Seiktwv ACCURUN 52 éxel
SIapOPQWBE yIa XpAaN HE KIT in vitro dIayVwOTIKWY EEETATEWY YIa TOV TIOI0TIKO TIPOCdIopITHG
QVTIOWHATWY eVavTIa oTo avtiyévo e Tng narimidag B (avri-HBe), 1o emaveiakd avryévo Tng
nmarindag B (avti-HBs) kai aTov 16 Tng nmaritidag A (avti-HAV). To mrpoiév autd dev TrpoopideTal yia
Xpnon ot ¢¢raon dotwv aiparog i TAaoparog. O pdptupeg ACCURUN dev Exouv TO0OTIKEG
amodoBeioeg TIPES. Ma emayyeAuarikn epyaatpiakh xpron pévo.

NEPIAHYH

H ouxvr e¢étaon avegapmruwv delypdrwy oloTiKoU eAEyxou Trapéxel aTov avaAuTh éva péco
TrapakoAoUBnaong g amddoang Twv EpYacTNPIaKWY TPOadIopIoUwY. Me T auviien xpnon Twv Japtipwv
diveral n duvardtnta oTa epyacTipia va TapakoAouBolv T SlakUpavon Twv e5ETaoEwy amd nuépa ot
nEépa, v amodoon Twv KIT EEETACEWY aTd TapTida ot TapTida kal T Slakuuaven PETAgU XEIPIOTWY, EVW
Tapéxetal emiong forBela otV avayvwpion Tuxdv augioewv Tuxaiou i cuaTnparikol opdAparog. Eva kaAd
OXedIOOpEVO TIPOYPANLA TToI0TIKOU EAEYXOU €ival BuvaTd va TIapéxel ETTITTAEOV euTTIoTooUvn oY aglomaTia
Twv amoTeAeapdTwy Tou AapBavovtal yia dyvworta deiypata. H xprion SeyuaTwy XapnArig
avTIBpacTIKATNTOG WG aVEEAPTNTWY HAPTUPWY EVDEKETAI va TTIAPEXE! TTOAUTIEG TTANPOQOPIEG OXETIKA pE TV
€PYOOTNPIAKNA ETAPKEI KalI TN dlakUpavan PETaty TTapTidwV KIT, Ol OTTOiEG EVOEXETAI VO ETTNPEACOUV TNV
euaiotnaia Tou Poadiopiopol .

APXEZ THZ AIAAIKAZIAZ

0 BeTikdg paptupag 2 natindag moMammAwv deiktiv ACCURUN 52 éxel axedlaatei yia xprian pe in vitro
diadikaaieg Tpoadiopiouol yia Ty TapakoAolbnan g amédoong Twy egetdocwy. O BeTikdg pdptupag 2
nmatindag moMarmAwv Seiktwv ACCURUN 52 rapackeudderal amé avBpwmivo opd i TAdopa ou eival
avmidpacTikd yia Ta avti-HBe, avti-HBs kar avri-HAV, kg kar pn avridpaaTikd yia 1o HBsAg kai
avriowyara evavria ato HIV 1 kar 2, HTLV kair HCV. O1 paptupeg ACCURUN dev éxouv amodobeioeg TIpéG.
Napadeiypara mpoadiopiopoU(wv) pe Tov (Toug) oTroio(oug) AuTéS 0 HAPTUPAS UTTOpET va gival aupBardg
mapariBeviar oTov Mivaka 1. Ta eidika emimeda avridpacTikéTTag Ba ToikiAMouv peTagy TPoadiopIopwY
DIOPOPETIKWV KATAOKEUAOTWY, SIOPOPETIKWY SIadIKATIY, DIPOPETIKWY apIBUGY TrapTidag Kal
DICPOPETIKWV EPYATTNPIWV.

ANTIAPAZTHPIA
Kwd. eidoug 2000-0043 6 @iaAidia, 3,5 ml ava giaAidio

O pdiptupag autg Tepiéel aTaBepotroiTéc (EDTA, pubpioTikolg Trapayovrec) kai 0,1% ProClin®
(5-xAwpo-2-peBuro-4-1008e1aloAIv-3-6vn kal 2-peBUN0-4-1008€IaloAIv-3-Ovn) WG UVTNPENTIKO.

NPOEIAOMNOIHZEIZ KAI MPO®YAAZEIZ

Ta in vitro SiayvwaTikn xprion

MPOZOXH: Na xelpiCeoTe Toug pdptupeg ACCURUN kai 6Aa Ta TpoidvTa aiparog avbpwimivng TpogAeuang
wg IKava va peradwoouv poAuaparikolg mapdyoveg. O BeTikog pdptupag 2 nmratinidag TOAATTAWY SeIKTwWY
ACCURUN 52 mrapackeudderar amé avBpuwmivo opé fi TAdopa ou eivar avridpacTiké yia ta avri-HBe, avti-
HBs kar avri-HAV. O opdg i To TAGOUA TTOU XpnaIPoTIoI00VTaI Yial TNV TIAPACKEUN gival un avTidpacTikd yia
HBsAg kai yia avriowpata evavria atov HIV 1 kai 2, HTLV kabug kar atov HCV pe Tpéxouoeg egeTdoeig
€YKeKPILEVEG a6 Tov FDA.

NpoguAdgeig agpaleiag

AKONOUBEITE TIG UVIOTWHEVES YEVIKEG TIPOQUAGEEIS Twv KévTpwy EAéyxou Noowv (CDC - Centers for Disease
Control) yia Tov XeIpIop6 Twv paptdpwy ACCURUN kai Tou avBpuyivou aiparocZ. Mnv avappog@are pe
TITIETAL JE TO GTOPA, UNV TPWTE KAl PNV TTVETE O€ XWPOUS OTTOU YiveTal XeIpIapog delyudtwy. KabBapioTe Tuxdv
XUpéva UAIKG okouTTiCovTdg Ta apéowg He SiaAupa urroxAwpiwdoug vatpiou 0,5%. Amoppilyte 6Aa Ta
Oeiypara, Toug PapTUpES Kai Ta UNIKA TTOU XpnaiuoTTolRBnkay oTnv eEETaam wg £av TEPIEIXaV LOAUCHATIKOUG
mapdyoveg. Mmopeite va Bpeite Mpoabereg mAnpogopies yia TNy acpdheia aTo deAtio dedopévwy acpaleiag
(SDS) Tou mpoidvTog Tou Bpicketal aTnV 10T00EAISa TG ETapEiag.

MpoguAdgeig xeipiopol
Mn xpnoipooieire Toug paiprupeg ACCURUN petd v nuepopnvia Agng. Amo@uyete Tn pikpoBiak uéAuvon
TWV HapTUpwv Katd To Avolyua kai 10 KAEIoTHO Twv QlaAidiwy.

OAHTIEZ ®YAAZHZ

®uhaooere Toug paptupeg ACCURUN aTo yuyeio aToug 2-8 °C. Apou avoixTouv, or paptupeg ACCURUN Ba
TIpéTel va QuAdaoovTal aToug 2-8 °C 6Tav dev XPnOILOTIOI0UVTAI KAl VO OTTOPPITITOVTaI PETA atd 60 nuépeg.
Merd To avolyua, kataypayre TNV nUEpopnvia avoiypaTog kai Ty nuepopnvia Agng oTo @iaAidio. Ae
ouviaTvTal ToAaTmAof KUkAOI katayugng-amoyugng dioT evOEXeTal va EXOuv HETAPANTEG aveTTIBUNNTES
€mOpacelg aTa amoteAéapara Twv egeTdaewy. MNa va amotpatei Tuxdv Slappor, puAdaaeTe Ta giahidia ot
6pBia B¢an.

ENAEIZEIZ AZTAGEIAZ 'H AAAOIQEHE TQN ANTIAPAZTHPIQN
Tuxov peTaBoAég TG QUOIKAG EPPAvIanG evdEXETal va uTTodnAwvouv aoTdbela fi ahoiwan Twv papTipwv
ACCURUN. AiaAUpara Trou gival epgavig BoAd Ba TpéTel va aTmoppitrTovTal.

AIAAIKAZIA

Mapexopeva uhika

O BeTikog paptupag 2 natindag moMammAwv deiktawv ACCURUN 52 mapaokeuadetal amd avbpwimivo opo 1y
TAGopa ou TepiAapBavel UAIKA, Ta otroia eival avridpaoTikd yia Ta avri-HBe, avti-HBs kai avti-HAV,
KaBwg kal pn avridpaoTikd yia 1o HBsAg kar avriowpara evavria atoug HIV 1 kai 2, HTLV kai HCV. Agite
v evotra ANTIAPAZTHPIA yia pia AioTa Twv peyeBuv ouokeuaaiag.

YAk rou amraitouvTal aAAd Sev TTapéxovral
Avarpégre aTig 0dnyieg TTou TTapEXOVTAI OO TOUG KATAOKEUTOTES TwV KIT EGET0EWY Trou Ba
XpnoipotmoinBolv.

OBnyieg xpiong

AgnoTe Toug papTupeg va pBacouv o€ Beppokpaaia dwpatiou TTPIV aTd Tn XPAON Kal KATOTTIV ETMOTPEYTE
TOUG OTN GUVTAPNOT TOU YUYEIOU Yial QUAGH aPETWG PETA TN XPAON. AvapeiTe To TIEPIEXOEVO TwV PIOAIBiWY
mepioTpépovtag amahd. O1 paptupeg ACCURUN Ba mpémer va mepiAapBavovial o€ ektéAeon egétaong pe
Xphon g idiag akpiBwg Siadikaaiag TTou TTapéXETal aTré Tov KATaokeuaaTn yia dyvwata Seiyuara. O
péptupeg ACCURUN AEN mrpémel va avTikaBiaTodv Ta avTidpacTrpia BETIKOU Kal apvnTiKou eAEyXou Trou
TIOPEXOVTOI HE EYKEKPIMEVT KIT EEETATEWV.

MoloTikdg éAeyxog

Emeidr o1 paptupeg ACCURUN Bev £xouv ammodoBeioeg Tipég, ouviaTdTal kBe pyacThpIO Va ETTIKUPWOE TN
¥pnon k&Be maptidag paptupa ACCURUN pe k@Be €181k6 oUGTNUO TTPoadIopIouoU TIpIv aTmé Tn auviin
XPran Tou 0To EpyaaTpIo.

EPMHNEIA TON AMOTEAEZMATQN

Ta emimeda avidpaaTikdTTag Tou BeTIKOU papTupa 2 nrarinidag ToMamAwy deiktiwv ACCURUN 52 evdéxeral va
ToIKiAouv avaloya P TIG EEETATEIG DIPOPETIKWV KATATKEUADTWY KAl TIG DIOPOPETIKES TIAPTIOEG KIT ECETATEWV.
KaBe epyaoTrpio TpéTel va KaBiepwael Eva EUPOG aTTOSEKTWY TIHWV Yia Toug pépTupeg ACCURUN. Edv ta
amoteAéapara yia Tov BeTikd paptupa 2 nmarindag moAamAwv Seiktwv ACCURUN 52 givar extdg Tou
KaBlepwyévou aTmodekToU EUPOUS TIMWV, aUTO vOEXETI va amToTeAei £vBeIEn N IKavoTronTiKAg ammédoong g
efétaong. Mibavég armieg opapdmwy eivar: alMoiwan Twv avTIdpacTpiwv Tou KIT €Taong, GeAAUa Tou XEIpIoTH,
ehamwpariki amédoon Tou e§omAIoPOU f HOAUVGN Twv aVTISPATTNPIWV.

NEPIOPIZMOI THE AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI
APNHTIKOY MAPTYPA MOY NMAPEXONTAI ME KATAZKEYAZMENA KIT ESETAZEQN.

Mpémel va akohouBouvtal moTd ol AIAAIKAZIEX EZETASHS kai n EPMHNEIA TON ATTOTEAESMATON Tou
TIAPEXOVTOI OTTO TOUG KATAOKEUAOTEG TV KIT EGETATEWV. Tuxdv amokAioeig amé Siadikaaieg TTou GUVIOTWVTal
QTT0 TOUG KATAOKEUAOTEG KIT ECETATEWV EVOEKETAI VOl TIpOKOAETOUV W agidTmioTa amoteAéapara. O papTupeg
ACCURUN eival TroIoTIKOf, U QuTOPaTOTIOINKEVOI, TIAPEXOVTAI VI OKOTTOUG S1a0QANIoNG TToI6TNTAG KOl BEV
TIpETIEl VAl XpnalpoTrololvTal yia adpovéunan f wg KUpIo TTapackelaoua avapopag ae oTroladAToTe
Siadikaaia egétaong. Auaueveig ouvBrkeg amoaToAng fi/kar UAAGNS f xprion papTpwy, n nuepopnvia Agng
TWV oToiWV EXEI TTAPEABEI, EVOEXETAI va TIPOKaAETOUV E0@aApéva amoteAéopaTa.

ANAMENOMENA ANOTEAEIMATA

01 papTupeg ACCURUN AEN EXOYN ANOAOGEIZEE TIMEE. O pdprupag autdg éxel diapopeweei yia va
TipokaAei BETIKK avTIdPaaTIKATNTA yia Toug avaAyTeg Trou Traparibevial atov Mivaka 1. Ta e1dika emimeda
avTidpaaTik6TnTag Ba ToIKiAAoUV peTagy TTPOCBIOPICHWY BICPOPETIKWY KATATKEUATTWY, SIAQPOPETIKWY
SI0dIKaaTILV, SIaPOPETIKWV apiBpwv TapTidag avTidpacTpiwv Kai SiagopeTikwy epyacTnpiwv. Kabe epyaoTrpio
6o péTer va kaBiepWatel To BIKG Tou eUPOG TTOBEKTWV TIMWVY yia KGBE avaAum. Ma Tapddelyua, To amodektd
€0POG TINWV eVOEXETAN vt TEPIAAPBAVET OAEG TIG TIPEG EVTOG 2 TUTTIKWV aToKAioewv T péong TG 20 onpeiwv
BeSopévuw TIou AapBavovial ot 20 avahioeig ot TepioBo 30 nuepwv3.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 paptupeg ACCURUN éxouv oxediaaTei yia xpAon pe in vitro Siadikaaieg Tpoadiopiapol yia okotmolg
TrapakoAoUBnang g amédoaong Twv TTpoadiopiauwy. O BeTIkOS papTupag 2 NTATITIdAG TTOAATIAWY JEIKTHY
ACCURUN 52 mrapaokeuaderal amd avBpwrivo opd f TAdopa rou mepiAauBaver uhikd, Ta otroia eival
avTISPaaTIKG yia Ta avtl-HBe, avti-HBs kai avti-HAV, kaBwg kar un avTidpaoTIKA yia avTiowpaTa eVavTia
atoug HIV 1 kar 2, HTLV kai HCV. O1 pdptupeg ACCURUN &ev éxouv amodoBeioeg Tipég. Ta e1dika emimeda
avTidpaaTikdTnTag 6a ToIKIANOUV PETAGU TTPOGBIOPICHWY SIPOPETIKWY KATATKEUADTWY, SIOPOPETIKWY
S1ad1KaaIwy, SIaQOPETIKWY APIBUWY TTapTIdag avTIdpacTnpiwv Kal SIPOPETIKWY epyaaTnpiwy. Kabe
HEHOVWHEVO EPYAOTAPIO TIPETEI va KABIEPWOE! DIABIKATIES yIa TNV EQapHOYN VG TPOYPAPHATOG
Siacpahiong ToIdTTAG Kal yia TNV TTapakoAouBnan tng amédoong Twv e&eTéoEwy ot TakTIKA Baan. Oa mpémel
va xpnaipotroiodvTal UAIKG eAEyxou TToI6TTag GUPPWVA HE TOUg TOTTIKOUG, TTOAITEIKOUG KOl OHOGTIOVDIaKoUG
KavoviopoUs Kal amaItcEI TaToTToinong.

BIBAIOTPA®IKEZ ANAOOPEZ

1. Green IV GA, Carey RN, Westgard JO, Carten T, Shablesky LA, Achord D, Page E, and Le AV. Quality
control for qualitative assays: quantitative QC procedure designed to assure analytical quality required
for an ELISA for hepatitis B surface antigen. Clin. Chem. 43:9 1618-1621, 1997.

2. Siegel JD, Rhinehart E, Jackson M, Chiarello L, and the Healthcare Infection Control Practices Advisory
Committee, 2007 Guideline for Isolation Precautions: Preventing Transmission of Infectious Agents in
Healthcare Settings.

3. Statistical Quality Control for Quantitative Measurements: Principles and Definitions; Approved
Guideline- Fourth Edition. CLSI document C24, 2016.

Mivakag 1. Auté T0 TPOidv uTToBAAETaI o€ SoKIpES katd T B1ABeaT Tou aTnv ayopd e Toug akéAouBoug
TIPOCdI0pIoHOUG.

AsgikTng KaraokeuaoTthg/Ovopa mpoiévTog
Anti-HBe DiaSorin LIAISON® Anti-HBe
Anti-HBs DiaSorin LIAISON® Anti-HBs
Anti-HAV Bio-Rad MONOLISA anti-HAV EIA

Ta BoriBeia, EMKOIVWVAOTE e TO THAA TEXVIKAG uTToaTAPIgNG TG LGC Clinical Diagnostics otov
apiBué TnAepwvou +1 508.244.6400.

OtrolodATroTe GoPapd oUNPAV EXEI TTAPOUTINOTEI O€ OXEOT PE AUTO TO TEXVOAOYIKO TTPOiOV Ba TTpéTrel
Vo ava@EPETal 0To TUAA TEXVIKAG uTToaTApIgng Tng LGC Clinical Diagnostics kai, eév xpnoipotroigital
otnv EE, atnv appo6dia apxi Tou kpdroug péAoug 0TO 0TT0i0 TTAPOUTIACTNKE TO GUPBAV.
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