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GR TA ANTIAPAXTHPIA AYTA AEN MPEMEI NA ANTIKAGIXTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA GETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.
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KIT Joplakwv paptupwy - MAApe¢ yovidiwua

ONOMAZIA KAI XPHZH A THN OMOIA MPOOPIZETAI

To KIT PoPIKGN Hapripuy - TiAA peg yovidiwpa AccuPlex™ SARS-CoV-2 eivall Siapo ppwpEVo yia X om pe peddog in viro
S1ayVwoTIKWY EETA0EWY TIoU avixvelouvTov1d SARS-CoV-2, TovaimoAoyiké Tiapdyovia mg véoou COVID-19. O paipru peg
Tipoopidovran yiaTov UoAo IO TG aKpifEIng T EPYAoTPIKWY EETATEWY Kar &val Buvarmd va Xprotpomoinfodv

yia TV avixveuon Tuydv ogaluimwy aTigdiadikeoies epyaampiakwy egTacewy. O péptupeg AccuPlex gival
ToMamhaotaddpevol avaouvduaopévol 10 TTou Tipoopiovial yiamy agohdynon mg armddoang oAdkAnpng mediadikaoiag
p1ag poplakrigegaong. To AccuPlex Wmopei va xpnotpomoInBei yia my agoAdynan mg Kavarnrag kail Mg akpifeiag mg
e&éraongkabdAn m dicdkaaic, emedn eival 1of e kaya ou amamodv ekxihion ka eviayuan. [ia in vitro diayvwaTikrix prion.

NEPIAHYH

H ouyv egtaon aveiepmruw eypdmuy o0 TKOU EAEyXoU TIapéxel aTov avaurféva péoo Trap kool Bnon g mg amddoang
TWV EPYOOTNPIAKWY TR0 0 pIoRwY. Me Tn auviBn Xp on Twv papTl pwv SiveTal N SuvarémTa oTa pyaoT Apia va
TIapakoAouBolv T SIaKIMOVON Ty EETA0EWY A6 NUEPT OE NLERa, TV ATIOO00T TwV KIT EETATEWY O TIAPTD A O
TIapTida kar m SiekOpavon ETAg) XEIPIoTW, eV TIPEXETaI ETTIONG BONBEI0 OTNV avayVwpIo TUXOV QUGITEWV TUXIOU 1
ouaTnparko) opdAuarog. Eva kakd oxediaapévo Tipdypappa TioloT Ko U eAEyxou €vail duvatd va Tapéxel emTAéov
gumoTooUvn omvagomaTia Twv amoTeAesparwy ouAap Ravoval yia dyvuwora deiypara. H xpron Seypdrav xaunAig
QvTIOPACTIKOT TG WG VeI TWV PopTU pwv EVIEXETO VeI TaIpEXE | TIOAUTIES TIANPOPOpieg OXETKA LE TV EPYaITT PlaIKT)
€TIAPKEI KOl T Ik VoM PeTcEU TIopTIBWV KIT, 01 OTTO EG EVOEXETAI VO ETMPEATOUV TNV €U GBN Tl TOU TIpoad 0 plopol .

APXEZ THZ AIAAIKAZIAZ

To KIT POPIAKWY PapTUpwV - TIPS yovidiwpa AccuPlex SARS-CoV-2 £xel oyediaartei yia prion pe in vitfro
S1ad1kacieg TPOadIoPIoUWY yia OKOTIOUG TIapakoAoUBnang m¢ amddoong Twv eETATEWY. AuTo TO TIPOIOV TEPIEE!
avacuvduaapévo argaié. Ymapyouv 5 giaAidia BeTIKwY papTipwy TIOU TEPIEYOUV QVACUVOUACHEVA OwuaTidr 100
pe aMnAouyieg Tou amoteroUvral atd oAdkAnpo 1o yovidiwpa Tou SARS-CoV-2. O1 aMnAouyieg Baailovral oTov
ap1Bpo eioaywyng NC_045512.2 mg GenBank.

Yrmépyouv emiang 5 @IaAidia apvnTIKWV PapTUpwy TIoU TEPIEKOUV AVATUVAUAOUEVA awpaTidia 100 pe aMnAouyies
amod 1o yovidio Tng avBpwmvng piovoukiedang P (RNaan P, RP). Auté 1o uNikd TipéTel va uroAnBei oe
ekxUNION, 6TIwG Kai éva deiypa aabevoug.

To KIT popiakwy papTupwy - Tpeg yovidiwpa AccuPlex SARS-CoV-2 dev éxel amodoBeioeg TipEG. O1 pdpTupeg
£xouv dlapopwdei yia xprion pe éva oToxeupévo okelaopa 5000 avriypaguwv/ml, Giwg PeTpaTal e m xprion
yneiakig PCR avrioTpong peTaypagpaong, yiava AeIToupynoouv wg BETikoi Kai apvnTikoi papTupeg oe
TipoadiopiopoUg Tou aviyvelouv 1o RNA Tou SARS-CoV-2. AvTiTpoowTieuTIKG Sedouéva Tapouaiddovral aTov
Mivaka 1 pévo yia okotoUg avagopdgs. H e1diki amddoaon 8a ToikiMe! perafl TpoadiopIopwV SIpoPETIKWY
KATOOKEUTOT WY, J10POPETIKWV J1adIKATILVY, SIAQOPETIKWY apIBUWY TapTidag Kal SI0POpET KWV EPYaaTnpiwy.

ANTIAPAZTHPIA
Kwd. €idoug 0505-0159 OeTIKOG: 5x1,5 mlgiakidia
ApvnTIKOG: 5x1,5 mlgiaAidia

To mpoi6y TapackeuadeTal O PO PETAPOPAS 1wV TIoU amoTeAEiTal aTid aAatoUuyo puBuIoTIKG didAupa Tris, e
TIpoaBrikn YAukepdANg, avripikpoPiakoUg TTapayovTeg kal avBpmveg TpwTEiVeG TAGOUATOG,

NPOEIAOMNOIHZEIZ KAI MPO®YAAZEIX

Ta in vitro Siayvwotikn xprion.

MPOZOXH: O1 avacuvduaopévol 10i TIou XpnaluoTioloWvTal yia ) SNUIOURYia TOU KIT JOPIAKWY HapTUPWY -
TAqpoug yovidiwparog AccuPlex SARS-CoV-2 eival avikavor yia ToMamAaaiaoud kai éxouv uToBAnBei oe
Beppikn emegepyacia. QoTdoo, va xelpifeote OAa Ta TpoidvTa AccuPlex kai 6Aa Ta TpoiévTa avBpwivou aiparog
WG IKavA va PETadWAoUV JOAUGUATIKOUG TIUPAYOVTEG.

MpoguAdgeig agpaleiog

AxoAoUBEITE TIG OUVIOTWHEVES VEVIKEG TIPOQPUAGEEIG Twv Kévrpwv yia Tov éAeyxo Twv voowv (CDC - Centers for
Disease Control) yia 1o xe1piopd Twv paptipwv AccuPlex2. Mnv avappo@are e MTETA e T0 OTOUA, PNV TPWTE Kal
unv TiveTe o€ XWPOUG 6TIoU YiveTal Xelpiopuds derypdmuv. KabapioTe Tuxdv xupéva Nk okouTrifoviag Ta cuéowg
pe Siahupa uToxAwpiwdoug varpiou 0,5%. AmoppiyTe dAa Ta Seiypara, ToUG HAPTUPEG Kal Ta UAIKG TTou
XpnaoipoTmoinenkav atnv e¢éTaon wg eiv TepIgixav HOAUCHATIKOUG TIOPCYOVTEG.

MpoguAdgeig xeipiopol
Mn ¥pnolpoTolgiTe TOKIT HOPIOKWY PapTUpwy - TAPES yovidiwpa AccuPlex SARS-CoV-2 perd Tnv nuepounvia
Mgng. Amoguyete TN pikpoBiakl) peAuvan Twv popTUpwV KaTd 10 Avolypa Kal T KAEIOIHO Twv PIaNidiwy.

OAHTIEZ OYAAZHE

®uAdooETe TO KIT HopIakwy papTipwy - Tpeg yovidiwua AccuPlex SARS-CoV-2 aTo yuyeio otoug 2-8 °C. To
TIpoidV pTopei va guAayBei apxika atoug -20 °C, ala pohig amoyuyBei, purdooete oToug 2-8 °C. Mnv 1o ekBéTeTe
ot oAamAoUg kUkAoug katdyugng-amoyudc. Kabe giaidio pmopei va xpnotpotoneei yiaéwg kai 10 popég evidg
60 nuepwv amoé To avoiyua. I'iava amoTparei Wxov dappor, puAdoceTe Ta iakidia ot pbia BEan.

ENAEIZEIZ AZTAGEIAZ ‘H AMOIQZHE TON ANTIAPAZTHPION
Tuxov peTaBoAEG TNG QUOTKAG EPPAVIONG eVOEXETAI va uTIodNAWvouv aaTéBea 1 chMoiwaon Twv papripwy
AccuPlex. AlahUpara Tou givar epgavig Boka Ba TpETE va aToppimTovTal.

AIAAIKAZIA

Mapexopeva UAIKa

To KIT popIakwy papTUpwy - TApeg yovidiwpa AccuPlex SARS-CoV-2 Tapaokeuddetal amé avaguvduaopéva
owparidia 100 ot péoo peragopds 1wv. Aeire mv evomia ANTIAPAZTHPIA yia To péyeBog Tng ouokeuaaiag.

YAk TTou atraiToUvTal aAAd Sev Trapéxovral
AvarpégTe OTIG 0BnYieg TIOU TTAPEYOVTAI ATIO TOUG TIAPAOKEUTOTES TWV KIT SETATEWVY TIoU Ba Xpno1poToInBolv.

0dnyieg xpnong

Agnore To @IaAidio Tou TIpoidvTog va pBAcE O Beppokpaoia dwpartiou TIPIV aTd TN XPHom. AVapERTE e avakivnTpa
T0TIOU Vortex, £101 (aTe va diaopaNioTei éva opoioyevég evakupnua. Or poprakoi papTupeg AccuPlex SARS-CoV-2 8a
TIpETEI va TIPOOTIBEVTaN OF Pia eKTEAEON G TaONG e Xprion Tng B1ag dIad Kaaiag TIoU TIAPEXETAN OTIO TOV KATAIOKEUCOT)
yia ayvwaora deiypata. O popiakoi puéptupeg AccuPlex SARS-CoV-2 mipémel va utoAnBolv ot Siad kaaia ekxuliong
TIpIv amé Tnv avixveuon pe PCR. H emegepyaaiaTou Tipoidvrog Ba Tpémel vayiveTa alugwva pe Tigodnyies yia
ayvwora deiyparaTou Tapéxovial padi ge 1o KIT eEToong f e TG TuTIIKEG d1cdIkadieg AEIToupyiag Tou epyacTnpiou.
Or popiakoi paptupeg AccuPlex SARS-CoV-2 AEN mipémel va avrikaBiaToUv Ta avridpaaoTripia BerikoU kai
apvnTIKOU PapTUPQ TIOU TIAIPEXOVTAI PE KATAOKEUCIOPEVT KIT €ETAONG.

MoloTik6g éAeyxog

Eme1d1 o1 popiakoi pdptupes AccuPlex SARS-CoV-2 Bev éxouv amodoBeioeg TEG, ouvioTdTal kABe EpyacTipio va
ETNKUPWOEI TN XPr0ON kABE TIapTidag KIT Jopiakwy papTipwv - TApoug yovidiwpatog AccuPlex SARS-CoV-2 pe kabe
€101K6 oUOTNWA TIPOGDIOPIOY TIPIV TIO T CUVI BN XPriOM TOU OTO EPYAOTAPIO.

EPMHNEIA TON ANOTEAEEMATON

Ta emimeda avridpacTIKOTNTAG Twv HOPIAKWY PapTupwy AccuPlex SARS-CoV-2 evdéxetal va TolkiAouv avaioya e Tig
€CETAOEIG OIAPOPETIKWY KATAOKEUOIOTWY Kall TIG SIAPOPETKEG TIAPTIBEGKIT EETaONG. AUTO TO TIPOTOV TIEPIEKE! Evar
aToxeupévo okeUaapa 5.000 avtypdewv/ml, dmwg petpdral pe m xprion ynelakigPCR avtiotpogng petaypagaong. Kée
TIapTida eGETAOTNKE WE TN XPrON EKKIVATWV/aviXveuTwy Tou 2019-nCoV Tou Tepiypdgovra ot dnpoaicuan Tou
TIP00d10pIoHOU Twv KévTpwy yia Tov éAeyxo Twv voowv (CDC - Centers for Disease Control) Twv HIM.A. kai peTn
Xprion TpwToKOMwWY EEETAONG TTAPGHOIWY HE QUTG TIOU TIEPIYPAQOVTal OTIG Snoa1eupéveg odnyieg xpriong Tou CDC3,
Kal EEETAOTNKE ETTIONG pe ¥pon Tou KIT SARS-CoV-2 Cepheid Xpert® Xpress. O1 Bemkoi papTupeg TapéxoUV BeTKG
amoTeAéOPATA OE AUTOUG TOUG TIPOGDIOPIGHOUG, EVL) O1 APVNTIKOT PAPTUPEG TIAPEXOW apVNTIKA 1} un avixveuolpa
aroTeAéopara. ZnpeiwoTe OT o1 BeTKoi PKIPTUPEG prTopei va Tepigyouv iyvn RNaong P kar guvetiog dnpioupyolv éva
BeTikd amotéAeopa RNaang P, AMyw TngTapouaiag evog ouaTamkol Tou avBpwmivou TAGopaTog aTn uitpa Tou
TIpoidvTog. Aev éxel oxedlaaTei kai Gev Tipoopideral yiaxpron wg paprupag RNaong P.

Edv n amédoaon Twv poplakwv paptipwv AccuPlex SARS-CoV-2 Sev gival n avapevopevn, auté utopei va eivar &vdei)
un 1kavoToInTIKAG amédoong Tng e¢éraong. Mobavég aitie aouppwviag TEpIAapBavouv: aMoiwaon Twv avridpaatnpiw
TOU KIT £€ETAONG, OPAAPC TOU XEIPIOTH, EAATTWHATK amddoon Tou eQTAIoHOU A pOAUVOT Twv avTIdpacTnpiwy.

NEPIOPIZIMOI THE AIAAIKAZIAZ

To KIT popIakwY papTUpwy - TApeg yovidiwpa AccuPlex SARS-CoV-2 AEN MPEMEI NA ANTIKAGIZTA TA
ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY MAPTYPA MOY MAPEXONTAI ME KATASKEYASMENA KIT
EZETAZHE.

Mpémer va akohouBolvral mota o1 AIAAIKAZIEZ EZETASHS kai n EPMHNEIA TON AITOTEAESMATQN Tou
TIAPEXOVTCI OTTO TOUG KATCIOKEUADTEG TWV KIT e£TATEWY. TuXOV amokAioeIg amd d1adKaaieg TIOU CUVIGTWVTAI aTIo
TOUG KOTOOKEUQOTEG KIT ESETACEWY EVOEXETAI Va TIPOKAAEOUV () agdmoTa amoteAéapara. Or popiakoi papTupeg
AccuPlex SARS-CoV-2 mapéxovral yia okoToUg S1ao@aNiang ToIGTNTAG Kal SV TIPETEI Va XpNalpoTIoIoWVTal Yid
BaBuovopnan f wg TPWTOYEVES TIAPAOKeUaOUA avapopdg ot oToladrToTe dladkaoia e¢étaang. Ta XapakTnpIoTIKA
amédoang yia Toug poplakols paptupeg AccuPlex SARS-CoV-2 éxouv emBeBaiwdei povo yia egeTaceig evioxuong
voukAeikwv ogéwv yia RNA. Auopevei ouvBrikeg amoaToAdg iykai guAagng i xprion paptipwy, nnepopnvia Mg
TWV oTIoiwV EXel TapéABel, EvOExeTal va TIpokaAéoouv eapaluéva amoTeAéouaTa.

ANAMENOMENA AMOTEAEZIMATA

01 popiakoi paptupeg AccuPlex SARS-CoV-2 AEN EXOYN AMOAOGEIZEE TIMEE. Ta adkd emimeda
avTIdpaoTikémTag Ba TOKIANOWY peTagd TIpOadIoPIoHLIV 51CKPO PETIKWV KATATKEUAOT WY, SIapopETIKWY SIaBIKATIGY,
SI0QOPETIKWY apiBpwV TIAPTIdAG Kail SO pETIKWY EpyacTnpiwy. KABE peuovwpévo epyaoTrpio TpETE | va KaBigpwaE!
S1ad1kaaieg yia mv &pappoyn evOG TIPOYpap HaTog SIaapaNiong ToIGTIag Kail yia mv apakoAolBnon Tng amédoang Twv
e€eT@oEwv o€ TakTkr Béon. Kabe epyaomipo Ba TRETE! va kaBEPWOEI TO BIKG TOU EUPOG ATTOBEKT WV TNV, OTIWG aPUOGEL.
[Ma Tap@delypa, 1o amodekTd EUPOG THWVEVBEXETaI va TEPIAABAVEI OAEGTIG TILES EVIOG 2 TUTTIKWY TTOKAICEWY MG péong
TIpAG 20 onpeiwv Sedopévwy Tou AapBavovial og 20 avaAioelg oe Tepiodo 30 nuepwov.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

To KIT HOPICKWY PapTUpwV - TApES yovidiwpa AccuPlex SARS-CoV-2 éxel oxediaaTei yia xprion pe in vitro
S1adikaaieg TPoadIopIoPWY yia oKOTIOUG TapakoAoUBnaong m¢ amddoong Twv Tpoadiopiopwy. Or pdpTupeg
Tipoopidovral yia xprion pévo e poadiopiapols avixveuang Tou Baadidovral oe voukAeikd o&éa. To KIT popiakwy
papTUpwy - T\peg yovidiwpa AccuPlex SARS-CoV-2 Tapackeuddetal amd avaguvduaopéva owparidi 100 o péco
peTagopdg 1wv. Or popiakoi paptupegAccuPlex SARS-CoV-2 dev €xouv amodoBeioeg TipEg. Ta adikd emmeda
avTIdpaoTIkéTTAG B TIOKIMOUV PETAEU TIPOGDI0PIoPWY BIAPOPETIKWY KATAOKEUAOTWY, BICpOPETKWY 51adKATIWY,
SIaQOPETIKWY apIBPWY TIApTidag avidpacmpiwv Kal JagopeTKWY epyaoTnpiwv. KaBe peuovwpévo pyaotiipio
TIPETE! va kaB1epWOE! S1adIKAGTES YIa TNV EQAPHOYI EVOS TIPOYPAHATOS d1a0PANIONG TIo I0MTaAGKAI YIa TV
TapakoAoUBnaon TG amedoong Twv EETACEWV OE TAKTIKNA Baar.
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Nivakag 1. AvTITIpoowTeUTIKG dedopéva yia TOKIT Loplakwy papripwy - TApeg yovidiwpa AccuPlex SARS-CoV-2.
Mévo yia avagopd.

Karaokeuaoti Tou ZUGTOTIKO PEPOG TIPOIOVTO! AmotéAeopa
Tpoadiopiopol/Ovopa e§étaong HepogTp S H
E¢étaon Tou éyel avammuyBei oTo Mopiakoi paptupeg - Thpeg yovidiwpa QeTiKG

£PYAOTAPIO PE XPRAAT EKKIVTWV Kall AccuPlex SARS-CoV-2: GiaAidio BeTIKwY
aviyveutv PCR mipayparikod MopIaKoi PpTupeg - TIAFIpEC yovidicupat A 00
xpovou US CDC 2019 nCoV AccuPlex SARS-CoV-2: PaAidio qpurmkav €V QVIXVEUONKE
Mopiakoi pépTupeg - TIAPES YovIdiwpa OeTikG
KiT SARS-CoV-2 AccuPlex SARS-CoV-2: ®iaAidI0 BeTIKWV
Cepheid Xpen® Xpress Mopiakoi paprupeg - TApEG yovidiwpa ApwmTig
AccuPlex SARS-CoV-2: Priidio cpvrmkwv L

Ma BonBeia, EMKOIVWVAGTE HETO THAPA TEXVIKAG UTTOGTAPKNG TG SeraCare aTov apiBud TnAspwvou
+1 508.244.6400.

OmoiodnoTe gofapd GUPPAV TTOU £XEl TTAPOUTIACTEI OE OXEOT HE AUTO TO TEXVOAOYIKO Trpoidv Ba Trpémel
VO QvaQEPETaI OTO THAHA TEXVIKAG UTTOaTAPIENG TG SeraCare Kai, éGv xpnoipotoicitan otnv E.E., atnv
appodia apxi Tou Kpdroug MéAoug aTo 0Troio TapoucKIoGTNKETO GUHBAY.
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