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G R TA ANTIAPAZTHPIA AYTA AEN MPETEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.
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OEeTIKOC MAPTUPAC QVTI-TPETTOVIATOS (ZUPIAN)

ONOMAZIA KAI XPHZH I'lA THN OMOIA MPOOPIZETAI

Or paprupeg ACCURUN mrpoopiovTal yia Tov uTIoAoyIoHO TG aKPiBEIOG Tw EpYaOTNPIaKWY EEETATEWY Kal
gival duvard va xpnaipotoinBolv yia Ty avixveuan Tuxov CQaApdTwy aTig dIadIKaaieg epyaaTnpIaKwy
egeraoewv. O BeTikdg pdpTupag avri-pemoviparog (Z0gIAn) ACCURUN® 155 éxel diapopewdei yia xprion
ME KIT in vitro SIayvwoTIKWV EETA0EWV Yia ToV TT0I0TIKG TTPoadIopIous avTiowudTtwy IgG oo Treponema
pallidum (Z0@iAn), cupTepIAapBavopévwy S1adikaaiwy TPoadlopIgoU yia TTPOANTITIKF aVIXVEUTIKN e&éTaan
TOU @ipaTog Kal yia T S1dyvwan Kal TapakoAouBnan aobeviwv poAuapévwy Pe 1o T. pallidum. Ao mv
SeraCare Life Sciences diarifetal Eexwpiotd évag BeTIkGg PAPTUPAG Yia EGETATEIS yia T peayyivn. [ia in vitro
S1ayvwaTikij xpron.

NEPIAHYH

H ouyvi e&étaon avegapmTwy Seiypdwy ToloTIkoU eEAEyxou Trapéxel oTov avaAuTh éva péco TrapakoAouBnaong
NG améd00NG TWV EPYAcTNPICKWY TTPoadiopiopwy. Me T cuvitn xpAon Twv Paptipwy diveral n duvarétra
o1 EpyaaTipia va TrapakoAouBouv T SiakUavon Twy EETAcEWY Ao NUEPA € NEPQ, TNV ATTOS00N TWV KIT
efeTdoewv amo Taptida ot TapTida Kal Tn dlakUpavan PETAgD XEIPIOTWY, £V TrapéxeTal emmiang BoriBeia ot
avayvwpion Tuxov aufoewv Tuxaiou i cuotuarikol apaAparog. Eva kaAd oxediaopévo Tpdypappa
TroI0TIKOU AEyXOU Eival duvaTd va TIapéxel EMITTAEOV EPTTIOTOT UV 0TV AgIOTTIOTIO TwV ATTOTEAEGUATWY TTOU
Aapavovrai yia dyvwoTa deiypara. H xprion delyarwy XaunAig avridpacTiketTag wg avesaptnToug
HAPTUPEG evOEXETAI VO TIAPEXE! TTOAUTIUES TTANPOYOPIEG OXETIKA LE TV EPYOTNPIAKN ETTAPKEID KAl T
diakupavon Petagl TapTidwy KiT, o1 0TToiEg EVOEXETAI Va ETMPEATOUY TNV Euaiobnaia Tou TPoadiopiaguol!.

APXEZ THZ AIAAIKAZIAZ

O Berikdg paptupag aleiAng ACCURUN 155 éxel axediaatei yia xprion We in vitro Siadikadieg Tpoadlopiouwv
yia okoTroUg TrapakoAoUBnang tng amedoong Twv e&etdacwv. O BeTikdg pdptupag aueiAng ACCURUN 155
Trapackeudderal amo avBpwrivo opd A TAAoUa TTou gival avTIBpacTIKG yia TO avTI-TPETOVIA KAl N
avmidpaoTikd yia To HBsAg kai yia aviiowpata otov HIV 1 kar 2, HTLV | kai I, kaBwg kai atov HCV. O1
paptupeg ACCURUN dev £xouv amodobeioeg Tipég. O paptupag autog Exel dlapopwbei yia Ty Trapaywyr
BeTIKAG avVTIBPACTIKOTNTAG O EKEIVOUG TOUG TTPOGBI0PITOUG KATAOKEUAATWY TToU TrapariBevial aTov Trivaka
1. Eidika emimeda avnidpacTikdtntag 8a ToikiAouv peTatl Tpoadiopiouwy dIAQOPETIKWY KATAOKEUATTWY,
BIOPOPETIKWV BIBIKATIWY, DIPOPETIKWY apIBWLV TTaPTIBAG Kal SIAPOPETIKWY EPYAOTNPIWY.

ANTIAPAZTHPIA
Kwd. eidoug 2015-0093
Kwbd. eidoug. 2015-0092

3 @iaAidia, 2,0 ml ava gloAidio
12 giahidia, 3,5 ml avd @iahidio

O paptupag autog TepiExel avBpwmivo opd | mAdoua, atabepotroinTég (EDTA, mapdyovreg puBuiong) kai
0,1% ProClin® (5-xAwpo-2-peBul-4-1008e1aoAiv-3-6vn Kai 2-peBul-4-1008e1afoAiv- 3-6vn) wg auvinpnTIKS.

NPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ

Ta in vitro Siayvwariki) xprion

NPOZOXH: Xeipifeate Toug pdiptupeg ACCURUN kai 6Aa Tal TipoidvTa avBpwrivou aijpartog wg duvnTikd
petadoong poAuaparikwy mapayoviwy. O Betikdg pdptupag ougiAng ACCURUN 155 mapackeudderar amo
avBpwivo opé fy TAaoua, pn avridpacTikd yia 1o HBsAg kal aviowpata atov HIV 1 kai 2, HTLV [ kai Il
KkaBuwg kai atov HCV e Tpéxouaes e&etéioeig Tou amairouvral amé Tov FDA.

MNpoguAdgeig agpaleiog

AKONOUBEITE TIG GUVIOTWHEVES YEVIKEG TIPOQUAGEEIS Twv KévTpwy yia Tov éAeyxo Twv voowv (CDC - Centers
for Disease Control) yia 10 xelpiop6 Twv paptpwv ACCURUN kai Tou avBpuwivou aipartog2. Mpémel va
QopATE AVaAWGIHA YAVTIO KATA TO XEIPITUO avTISpaaTnpiwy, HapTipwy fi SelypaTwy. Mnv avappo@are pe
TITTETAL JE TO GTOMA, NV TPWTE KAl PNV TTIVETE G€ XWPOUG 8TTou Yivetal Xeipiapdg SelypaTwy. Kabapiote
TUXOV Xupéva uhikd okoutrifovtdg Ta apéowg pe 0,5% SidAupa urroxAwpiwdoug vaTpiou. ATroppiyTe dAa Ta
Seiypara, Toug HAPTUPES Kail Ta UAIKG TToU XpnaipoTioiBnkav atnv egtaan wg eav mepieiyav
HoAuapartikoUg TTapayovteg. MeTd 1o Xeipiopd avridpacTnpiwy, paptipwy f Selypdtwy, TTAEVETE aXOAACOTIKA
Ta XépIa 0aG.

MpoguAdgeig xeipioiol
Mn xpnaipooieite Toug pdptupeg ACCURUN petd Ty nuepopunvia Aéng. Ammouyerte Tn pikpoBiakn
poAuvon Twy PapTipwy kard 1o volypa Kai 1o KAEioIHo Twv @lahidiwy.

OAHFIEZ OYAAZHZ

duhdoaere Tov BeTikd pdptupa olpiAng ACCURUN 155 atoug 2-8 °C. MoAIg avoixTei, o BeTIKOG pépTupag
oU@IAng ACCURUN 155 Ba Tpémel va guAacoetal aToug 2-8 °C Kal va amoppiTrietal peté améd 60 nuépeg.
MeTé 1o Gvolypa, KaTaypayTe TNy NUEPOMNVia avoiypaTog Kai TNy nuepopnvia Afgng ato @iaAidio. Ae
ouvioT@vTal TOAMaATTAC! KUKAOI KaTayugng-amoyung d16T evaEXeTal va €xouv PETaBANTEG avemBUunTeS
€mdpaceIg ata amoteAéopara Twv egerdacwy. MNa va amotpamei Tuxdv diappor, QUAGCTETe Ta @IaAidia oe
6pBia Béon.

ENAEIZEIZ AZTAGEIAZ 'H AAAOIQEHE TON ANTIAPAZTHPION
Tuxov peTaBoAég TG QUOIKNG EMPAvIaNG evdExeTal va uTrodnAwvouv aatéBeia f) aAoiwan Twv HapTipwv
ACCURUN. AioAUpaTa Trou gival epgavig BoAa Ba TpéTel va amoppiTrrovTal.

AIAAIKAZIA

Nopexdieva vAIKa

O Betikdg paptupag alpiAng ACCURUN 155 mapaokeuddetal amd avbpwmivo opd i TAGoua Trou eival
avTIdPACTIKG YIa TO QVTI-TPETOVNA Kal Pn avTidpaaTiké yia To HBsAg kai yia avtiowpata atov HIV 1 kai 2,
HTLV | kan I, kaBug kar atov HCV. Atite Tnv evotnta ANTIAPAZTHPIA yia pia AioTa Twv peyeBuv
OuoKeuaoiag.

YAika rou amaitoUvral aAAd Sev rapéyxovral
Avarpégre aTig odnyieg TTou TTapEXOVTal ATTO TOUG KATAOKEUAOTEG TWV KIT EGETATEWY TIou Ba
XpnoipotoinBolyv.

O3nyieg xpong

AQraTE TOUG PAPTUPES Va PBATOUY O€ BepUokpaaia dwaTiou TIPIV aTTd T XPraN Kal KATOTIV EMOTPEWTE
TOUG OTO WuYEio yia GUAAEN apéowg PETa Tn Xpran. Avapeifte 1o TrepiexOHEVO Twv QIaNIBiwy avaoTpepovTag
10 amaAd. Or pdptupeg ACCURUN 6Ba mpémer va mepidapBavovTal o€ ektéhean egEraong akoAoubwvtag
aKkpIBuwg TV id1a diadikagia Tou TIapEXETal ATT6 TOV KATAOKEUAOTH yia dyvwoTa deiypata. Or JapTupeg
ACCURUN AEN mpémel va avtikaBiaTolv Ta avridpaaTrpia BETIKOU Kal apvnTikoU EAEyXou Trou TrapéxovTal
Je kataokeuaopéva KIT eeTdoewy. Oa pémel va KabiepwvovTal amodektd eupn KaBe popd ou
xpnaipotolgital véa Taptida BeTikol paptupa augiAng ACCURUN 155. Mnv avapelyvUeTe SI0QOpETIKEG
maptideg paptipwv ACCURUN 155.

MoloTikog éAeyxog

Emeidn o1 paptupeg ACCURUN dev éxouv amodoBeioeg TINEG, GuVIOTATAI KABE EPYATTAPIO VA ETTIKUPWVEI T
xprion kabe mapridag pdptupa ACCURUN pe kdbe e1d1ké oUoTpa TTPOadIopigoU TIpIv amé T ouviien
XPran Tou OTO EpYaCTApIO.

EPMHNEIA TQN ANOTEAEZMATON

Ta emimeda avidpacTikdTTAg TOU BeTIKOU pdpTUupa aUPIAng ACCURUN 155 evdéxetal va roikidouv avaloya
HE TIG EEETATEIG SIAPOPETIKWY KATAGKEUATTWY Kal TIG SIAPOPETIKEG TTAPTIdES KIT eGeTdaewv. KaBe epyacTrpio
TIPETTEN VO KABIEPWOEI TO IKO TOU 0POG ATTOSEKTWY TIWV Yia Tov BeTIKG papTupa ougiAng ACCURUN 155 pe
TO OUYKEKPIUEVA KIT EGETETEWY TIOU XpnatdoToloUvTal. Eav Ta amoteAéoparta yia Tov BeTikd pdptupa aUIAng
ACCURUN 155 givai k166 Tou KaBiepwpévou amodekTol eUPOUG TIMWY, auTd evaExeTal va amoTeAei EvOeIgn un
IkavoToINTIKAG amédoong g e&Etaong. Mibavég aitieg acupeuwviag mepIAapBavouv: aloiwan Twv
avTIdpaaTpiwv Tou KIT £5£Ta0NG, COAAUA TOU XEIPIOTN, EAATTWHATIKA amodoon Tou 6oTAIcoU, JOAuvan
Twv avtidpaoTnpiwy 1 diacTaupolpevn péAuvan Tou paptupa ACCURUN pe Seiypata uwnAoU Tithou iy pn
QavTISPaaTIKG OEiypaTa.

MEPIOPIZMOI THZ AIAAIKAZIAZ

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

Mpémer va akohouBouvTal moTé or AIAAIKAZIES EZETAZHS kai n EPMHNEIA TQN ATTOTEAESMATQN Tou
TIAPEXOVTOI OTTO TOUG KATAOKEUADTEG TWV KIT EEETAOEWY. TUXOV amokAIOEIG aTrd SiadIkaaieg Tou cuvioTwvTal
Q6 TOUG KATAOKEUDOTES KIT EGETATEWY €VOEKETaI va TIpokaAéogouv U agidmaTa amoteAéopata. O papTupeg
ACCURUN mapéxovral yia okotroUg S1ac@aAiong ToldtnTag Kai Sev ETTEl va XpnaioTToloval yia
Babuovounon f wg TpwToyevES TTapackeuaoua avagopdg o€ omoladrtote iadikaaia eETaong. Augpeveic
ouvbrKkeg amoaToAng f/kal QUAGENG A xpron HapTUpwy, N nuepopnvia AMENG Twv oTroiwy £XEl TTAPEABEI,
evOExeTal va TPOoKaAEégouv eapalpéva amoteAéapaTa.

ANAMENOMENA AMNOTEAEIMATA

0 BeTik6g papTupag aUpiAng ACCURUN 155 AEN EXEI ANOAOGEIZA TIMH. Autdg o BeTikdg pdpTupag
£xe1 Slapopeweei yia Ty TTapaywyn BETIKAG avTIdPACTIKOTNTAG OF KEIVOUG TOUG TTPOadIOPIGHOUS
KATOOKEUOOTWY TTou TrapatiBeval atov Trivaka 1. Eidiké emimeda avridpaaTikdtntag 6a moikiAouv petagy
TIPOCBIOPICUWY DICPOPETIKWY KATAOKEUATTWY, SICPOPETIKWY SIABIKATIWY, SIPOPETIKWY apIBURV TTapTidag
Kall S10QOPETIKWY epyaaTnpiwv. KaBe pepovwpévo epyacTipio TpETel va kabiepwatl diadikaaieg yia v
gapuoyn evog TTpoypduparog SlacpaAiong TOIGTNTAS Kal yia TV TrapakoAouBnan Tng amédoang Twv
egeTaoewv ae auven Baan. Kabe epyaatripio Ba Tpémel va KaBIEpwaE! T BIKG Tou EUPOG ATTODEKTWV TIHWV
yia KaBe egéraon. Mo Tapadelyua, 1o aTrodeKTd EUPOG TIHWY EVOEXETAI va TEPINAMBAVE! OAES TIG TIHEG EVTOG 2
TUTTIKWV atrokAioewy TG péang TIWAG 20 onpeiwv dedopévwy TTou AapBavovtal ot 20 avaAloelg ot Tepiodo
30 nuepwV3.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 paptupeg ACCURUN 1 éxouv oxedIaaTei yia xpAon We in vitro diadikaaieg TpoadiopiGHoU yia OKOTToUg
TapakoAoUBnang g amddoong Twv Tpoadiopiopwy. O BeTikog paptupag alpiing ACCURUN 155
TIapackeuadetal amd avepwivo opd f TAGoa Tou eival pn avTidpaaTikd yia 1o HBsAg kai yia avriowyara
otov HIV 1 kai 2, HTLV | kai II, kaBg kai atov HCV. O1 pdptupeg ACCURUN Gev xouv amodoBeioeg TIHES.
Autg 0 BeTIKOG HapTUPaG Exel Dlapop@BET yia TV TTapaywyr BETIKAG avTIBPacTIKATNTAS O€ EKEIVOUG TOUG
TIPOCdI0PIGHOUG KATAOKEUAOTWY TTou TrapariBevial atov Trivaka 1. Eiika emmimeda avridpacTikérag Ba
TroIKiAoUV PETAgU TTPOTBIOPICHWY SIOPOPETIKWY KATACKEUAOTWY, SIOQOPETIKWY dIadIKATIWY, SI0QOPETIKWY
apIBUwV TTapTidag Kal SlapopeTIKwY epyacTnpiwv. KaBe pepovwpévo epyaaTrplo TIPETTEI va KaBIEPWOE!
diadIkaaieg yia TV eQappoyr evog TpoypappaTog diac@aAiong ToIéTNTAg Kai yia v TapakoAoubnon tng
amoedoong Twv GeTdoEwY oe ouvhdn Baon.
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Mivakag 1. O BeTikdg paptupag augiAng ACCURUN 155 g oeipdg 5000 eival avTidpaaTikdg aTig
OKOAOUBEG EEETATEIG KATAOKEUAOTWY (Kwd. Ei50UG):

1. Trinity Biotech USA, Jamestown, NY 14702
2. Olympus America, Inc., Melville, NY 11747
3. Zeus Scientific, Inc., Raritan, NJ 08869

CAPTIA™ Syphilis-G EIA (M411)
PK™TP System (PH3000)
FTA-ABS Test System (7000)

TMa Bondeia, EMKOIVWVAGTE PE TO THNMA TEXVIKAG UTTOaTAPIENG TG SeraCare aTov apiBd TNAEpwvou
+1.508.244.6400.
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