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CORONA-Ag®

SARS-CoV-2 Antigen Rapid Test Device
No. KaraAdyou :DNCVAGIS

Taxeia dokiuaoia nMoIoTIKNG aviXveuonG avTiyovou Tou Kopwvoiol SARS-
CoV-2, oe avBpwnivo deiyua eapuyyikoU enixpiouarog, NTUEAWV Kai
Kompavwy.

(avoooxpwuaroypaepia).

Ma enayyeAuaTikn in vitro diayvwoTikn xprion MONO.

NMPOBAEMOMENH XPHZH - ZYNOWH

To CORONA-Ag® sival pia Taxeia XpwuaToypapiky avoooBloAoyikn eEETaon, yia Tnv
MOIOTIKM AaViXVEUON TOU avTiyOvou Tou Kopwvoiol 2 (SARS-CoV-2) oe avBpaniva
deiypata @apuyyikoU enixpiopatog (o1€Aou), NTUEAWV Kal KOMpAavwv yia va Boneroel
oTn didyvwon TG AoipwEng and Tov kopwvoid (COVID-19), nou npokaAsital and Tov
SARS-CoV-2.

H dokipacia napéxel NpokatapkTika anoTeAéopata. Ta apvnrika anoteAéopara dev
anokAegiouv Tn pOAuvon pe SARS-CoV-2 kai dev pnopolv va Xpnoiponoindolv wg povn
Baon yia Bepaneia ) GAAn anogaocn diaxeipiong.

O1 kopwvoioi gival pia opada 1V NoU ouvABWG NPOKAAOUV avanveuoTIKEG AOINAEEIG e
noikiAn coBapotnTa oTtov avlpwno Kai ora {®a. EkTiparar ot nepinou To éva TPITo TWV
AOINWEEWY AVOTEPOU AVAMVEUOTIKOU OTOV AvOpwno WMopei va npokaAeitar and
KOpWVOioUg.

H navdnpia TG vooou Tou Kopwvoiol 2019 (COVID-19), nou I'IpOK)\r]er]KS and Tov 16
SARS-CoV-2, Eekivnoe Tov AsKsqulo Tou 2019. O |oq avixveuBnke npwTN Popa otnv
nepioxn Mouxav Tng Kivag kai €KTOTe €wG ONHEPa €xel dlaonapei o€ 6Ao Tov KOGHO.
AnoTeAei £va VEO OTEAEXOG KOPWVOIOU MOU WEXPI TOTE dev eiXe anopovwBei oTov
avepwno.

To véo oTéAeXoG Kopwvoiol, eEanAwveTal and avBpwnd oe avBpwno We Ta oTayovidia
anod Tov BAXa A TO QTEPVIOUA Kal TA CUMNTOEATA epgavifovral ouvhBwg evrog 2-5
nuepwv (MEYIOTO XpovikO didoTnua 14 nuépeg) and Tn poAuvon. ZUpewva pe
unoAoyiopoug Tou Maykoopiou OpyaviopoU Yyeiag, o kaBe aoBevng KoAAasl 1,4 - 2,5
AAAa aTtopa (OUYKPITIKG OTRV ENOXIKA Ypinn KaBe aoBevrg KOAAAel kaTa peco 6po 1,3
aMa aropa). Ta oupnT®UaTa AOiMWENG OTa MEPICTATIKA MOU XPEIAOTNKAV VoonAeia
nepIAQuBAvVOUV KUpiwG NUPETO, PBriXa Kal avanveuaoTikn SUCXEPEIA KAl O AKTIVOYPAPIEG
Bwpaka £deiEav ooBapeg aAAOIMOEIG Kal 0TouG dU0 NVEUHOVEG

Mpog To napov e1dikn avTi-iikf Bepangia yia TN AoipwEn and Tov vEo Kopwvoid dev
unapxer.

Méxp! Twpa n avaloyia Twv BavdTwv o oxéon We Ta eniBeBaiwpéva nepIoTATIKA givai
XAauNnAn, pIKpOTEPN and 2 %, mooooTd WIKpOTEPO and Tov SARS kai Tov MERS. Ta
nepIoooTepa BUpATA ATAV Avw Twv 60 £TOV Kal gixav aAAa npolnapxovra npoBAnparta
uyeiag.

Aev undpxer 81a0£0Ipo €UPOAIO yia TO VEO KOpwvoid. 'Oco dev undapxel diabéoipo
€UBOAIO, gival peEYAANG oNpaciag n Epappoyr PETPWV NPOANYNG d1aomnopag TngG vooou.
H xprion a&oniotwv diayvwoTik®v npoidvTwv Point of Care BonBa otnv évKalpn
diayvwon , @povTida Tou acbeviy aAAd Kai NePIOPIOUO TNG usméocr]q G vooou. H
nAsioyn@pia Twv Bavatwv apopouv acBeveig ue ogoBapa xpovna voonuara , eve n
nAeloyneia Twv acbevwv nou voonAelovrar and COVID-19 €xouv TouAdyioTov €va
XPpOvio voonua onwg XAM , acBbua, £A, naxuoapkia, kapdiakd voonuara.

H éykaipn Si1dyvwon kal gpovTida Twv aoBevmv €ivalr OnUavTikh PEOW TNG Xpnong
a&16nIoTWV NPOoIGVTWV Taxeiag avoooxpwpaToypaiag pe eniBeBaiwpévn €131kOTNTA Kal
guaioBnaia T600 We 1IkA KaANIEpyeia 600 kal PCR. To CORONA-AG® éxel eniBeBalwpévn
NoAU uwnAr €dIKOTNTa Kal e€uaiobnoia OuykpiTIka pe PCR, oOnou kai pnopei va
XxpnoiponoinBei evaAAakTika divovTag anoteAéoparta péca 15 AenTd kai emiTpénovrag
oTov EnayyeApartia Yyeiag Tnv apecn anAn kai a§ionioTn epappoyr Tou.

diatnpavTag uwnAd nocooTd eIdIKOTTAG Kal euaiodnaoiag ouykpiTikG pe PCR agou n
noioTNTA  KATAOKEUNG Tou diao@alifel Tnv anoucia  €NAvapoAUVOEWV — TwV
avmidpaotnpinv. H diadikacia €&€taong nepiAapPavel CUAAOYR TOU  (PAPUYYIKOU
enixpiopaTog (o1EAoU), NTUEAWV Kal KOMPAVWV, HETAPOPA Tou ot QiaAidio enegepyaaiag
TO OMoio MEPIEXE! av—rlépaoTr']plo yia avapeiEn pe Tautoxpovn and)aon via 1 Aentod. To
deiya TOMOBETEITAI OTN GUVEXEID OTNV AVOCOXPWHATOYPAPIKA) GUOKEUR €AEYXOU Kal
apnveTal va dianoTioTel.

O vEog KOpwVvoiog el0BAAAel o avBpaniva KUTTapa PECW TNG EIDIKAG dEGUEUONG TNG
akidag Tng yAukonpwteivng (£181k0G NpoodeTng) oTtov unodoxeéa ACE2 nou BpiokeTal
oTnV avlponivn KUuTTapikn HepBpdvn. Ze autd To TeoT o unodoxéag ACE2 éxel
avTikataoTabei and avTiowpa yia va JSnUIOUPYRAOEl €va VEO KIT Xpwpatoypagiag
unodoxéa - NPoodEPATOG Yia Tayeia aviXVeuon TOU VEOU KOPWVOIOU. TNV KAIVIKH
NPaKTIKA, TO TEGT WUNOpEi va xpnoiponoin®si yia Taxeia avixveuon Tou SARS COV 2 kai
OAWV TV WETAANGEE®V Tou O avBpaniva deiypata gapuyyikoU enixpiopatog / aiéhou,
NTUEAWV Kal KOMNPAVOV.

To CORONA-AG® Siapkei udvo 15 AenTd kai ival noAU mio UKOAn kal TaxUTepn anod Tn
dokipacia VoukAgikwv o&éwv (RT PCR). 'Exel Bpebei 0TI 0 10 SARS COV 2 éxer eEeAixBei
OE N0 PETAdOTIKOUG HETAAAKTEG PEOw PETAAAGEEWV Ot npwTeiveg S1 (6nwg D614G),
nou €Xouv 10XupOTEPN OUVAEON We Toug unodoxeiG ACE2. Agdouevng TnG TpéXouoag
Hop®RG avaiuong, pe Baon Tn déopeuon Tou unodoxéa ACE 2, n dokipacia Ba npénel
va eival og Béon va avixveloel eniong TETOIEG HETAAAGEEIG,.

To kiIT CORONA-Ag® nepigxel pia pepPpavn vitpokuttapivng (NC) otnv onoia, n
nNpwTeEiv KouveAiol avTi-S1 Twv VEWV QVTIOWHATWOV KOPWVOioU eniKaAUNTETal oTnv
nepioxn TNG ypappng T, To MoAUKAwVIKO avtiowpa IgG kartoikag avTi-kouveliou,
EMIKAAUNTETAI OTNV NEPIOXN TNG YPAHUNG eAéyxou (C). H npwteivn ACE2 pe orpavon
AaTéE kal n IgG kouveAloU pe ORfpavon AATEE eival eEVOWUATWHEVEG OTO eniBepa Tou
avTidpaotnpiou. Ta Tnv eKkTEAeon TnG dokipaociag, TPelg oTaydveg deiypaTog
npooTiBevral otn B£on Tou deiypaTog kal To deiypa péel and KATW NPog Ta NAvVw HE
TpIXoeIdr enidpaon. MeTd and enwaon 15 AenTov €av To deiypa Tou aoBevolq nepIEXE!
ToV 10, N npwTeivn ACE2 pe eTikéTa AaTEE Ba deopeuTei anod Tnv npwTeivi S1 Tou 10U Kai
oTn ouvéxela Ba oUAANPBEi and Ta avriowuparta avTi-S1 NpwTEivng, ENKaAuppéva oTnv
nepioxn TG ypapung (T). Eav To deiypa dev nepiéxel Tov 10, n npwteivn ACE2 pe
eTIkETA AaTEE dev Ba ouAN®Bei and Ta avriowparta avti-S1 npwTeivng enikaAuppéva
TNV NEPIOXN TNG YPapHng (T), enopévwg, dev Ba epgpavioTei ypappr (T). Eite To deiypa
NEPIEXEN TOV 10 €iTE OXI, TO IgG KOUVEAIOU, Nou (épel TNV enionuavon Aateg Ba avnidpa
HE TO NOAUKAWVIKO avTiowWa KaToikag avTi-kouveAioU IgG enikaAuppévo oTnv nepioxr
NG ypappng eréyxou (C) Kal pia XpWHATIOTA ypapur 6a eu@avioTei otnv nepioxn
€NEYXOU. MOAIG OAOKANPWOE 0 €Aeyx0G, N NoocodTNTa TNG npwreivng Aaté§ ACE2 nou
eival deopeupévn otn ypappn (T) €ival aueca avaloyn HPE Tn CUYKEVTPWON TOU VEOU
KOPWVOioU 0TO Jeiypa, Ve N NooOTNTA Tou AATEE Nou SECUEVUETAl OTN YPAHKN EAEYXOU
(C) dev OxeTileTaI PE TN OUYKEVTPWON TOU KOPWVOIOU OTO deiypa..

M£6030G pe AfYn NTUEAWV.

H Aqwn nTuéhwv npaypatonoleital e TNV andxpepyn NTUEA@V OTOV €I8IKO (PAKEAO
OUANOYNG, nou nepIAQUBAVETAl OTNV OUOKEUACiIa TOU MpPoidVTOG, €@appolovTag Tov
£101KO PAKEAO NEPIPETPIKA TOU OTOPATOG PE NPOTOXH YIA TNV SIAPUYR NTUEAWV.

Ta ntUeha ouM\éyovtal pe Tnv ediky mnéra ouhAoyng (noootnta deiypartog piag
avappo®nong) kar TonoBetouvral aTo ®iaAidio ZuAoyng. ZeBIdOOTE TOo Nopa and To
®1aAidio Zulhoyng. MHN XYZETE TO YIPO Tou ®iahidiou SuAhoyng. TonoBetraTe To
deiyua oto ®iaAidio ZuAloyng deiypatog, ogpayioTe To @iaAidio pe TO nwpa,
avakivhoTe. AkoAouBegioTe oTn ouvexeia Tnv diadikaoia dokipaciag (BA. napakdaTw).

MéBodog OnicBiou  papuyyikou oiédou &  papuyyikoU
gniXpioparog.

* ZTNV NEPINTWON Mou ENIBUPEITE TNV XPAON TOU NPOiOVTOG HE TOV OUYKEKPIPEVO TPOMO,
npénel va O81aBéTeTe OTUAEOUG AAWNG @apuyyikoUu enixpiopatog - oiéAou  (dev
nepiAapBavovTal otV oUOKeUacia).

To ke@aM Tou e&eTalOpeEvoU gival EAAPPOG KEKAIMEVO Kal TO OTOPA TOU €ival avoixTo,
£KOETOVTAG TIG PAPUYYIKEG AUUYDAAEG Kal oTIG U0 NAEUPEG. EQapUOOTE TO OTUAES KaTd
HAKOG TNG PiZag TNG YAWOoaG. EQapuoaTe To OTUAES OTO (pAPUYYA Kal TIG ApUYSaAEG Kal
oTIG dU0 nNAeupég Tou €EeTalOpEVOU, €UNPOG KAl Miow ME pia HiKpry dUvaun yia
TOUAGXIOTOV 3 (POPEG KAl OTN OUVEXEIQ EPAPHOOTE TO OTUAES NAVW® Kal KATW 0TO onioBio
PapuYYIKO TOIXWHA yIa TOUAAXIOTOV 3 QOPEG.

Kpatriote To ®1aAidio SUANOYRG KATAKOPUPA £TOI OOTE TO NMKA VA €ival MPog Ta NAVW.
ZefidwoTte To nwpa and To diaAidio Zulhoyng kar eEayeTe To ZTéAexog (paBdo)
detypatoAnyiag. MHN XYZETE TO YFPO Tou ®iaAidiou ZuAloyng. TonoBetrnoTe To
oTuAed oTo DIaAidio ZUANOYNG BeiyHaTog, NEPIOTPEYTE Kal MIECTE TO OTUAEO 10 QOpEG
TOUAGXIOTOV ) HeTaQEpeTe deiypata OAAIOU, aQaIpECTE TO OTUAED, OQpPayioTe To
@IAAIBIO HE TO NQOKA, AVAKIVAOTE KAl AVAKATEWTE EVTEAQG.

M£6030¢ pe Afywn deiypatog konpavwv.

KpaThoTe To ®1aAidio SUAOYRAG KaTakdpupa £T01 WOTE TO NWHA va gival Npog Ta Navw.
ZeBidwoTe To nopa and To PiaAidio ZuAAoyng kal eEayete To ITEAexog (papdo)
delypatoAnyiag. MHN XYZETE TO YIPO Tou ®iaAidiou Suloyng. EiodyeTe To STEAEXOG
delypatoAnyiag péca oto deiyda Konpavwv Ot 4 SIAPOPETIKEG PEPIEG. SUAAEETE Aiyo
deiypa, 600 wOTe va KAAUWETe TNV akpn Tou STeAéxoug delypatoAnyiag (100dUvapo pe
To PEyeBOG piag KePaAng oniptou). MHN YNEP®OPTQNETE TO STEAEXOS SYAAOIHS.
TonoBetnoTe To ETEAeX0G (papdo) derypatohnwiag oto PiaAidio TuAAoyng deiypartog,
avakIvAOTE KAl avakaTeWTe NARpwg péXpl va diaAuBolv OAa Ta kénpava.

AMOOHKEYZH KAI ATIATHPHZH

| ATAAIKAZIA AOKIMAZIAZ (TEST)

®UAAOOETE TO KOUTI OTN 0Ppaylouévn ouokeuaoia otoug 4 - 30 °C, anoguyeTe T {Eomn
Kal TNV nAlopavela, o ENpo PEPOG, yia 12 prveg. MHN WYXETE. 6a npénel va AngBouv
HETPpa npootaciag yia Tn {E0Tn TO KAAOKAipI Kal TO KPUO TOU XEIPWVA, Yyld va
anopeuxOei N uYWnAn Beppokpacia f To GaIvVOPEVO TNG YUENG - andywugng. Mnv avoiyete
TNV ECWTEPIKI CUCKEUADIA £wG OTOU EIGTE £TOIUOI YIA TNV XPron Tou.

MNpénel va xpnaoiponoinBei oe pia wpa av avoi&el (Yypaoia: <60%, Oeppokpaaia: 20 °C
-30 °C). XpnaiponoinaTe apéows 6Tav n uypaocia givar > 60%.

AMNAITHZEIZ AEITMATQN

APXH THZ MEGOAOY

To CORONA-Ag® sival pia Taxeia XpwpaToypagiky avoooPioAoyikr €EETaon, yia Thv
MOIOTIKM aViXVEUON TOU avTIyovou Tou Kopwvoiou 2 (SARS-CoV-2) oe avBponiva
deiypata @apuyyikoU enixpioparog (oiéAou), NTUEAWV Kal Konpavwv yia va Bonénoel
otn didyvwon NG AoipwEng and Tov kopwvoid (COVID-19), nou npokaAeital and Tov
SARS-CoV-2.

H epappoyny Tng kabe €EEtaong yiverar yia KAOe aoBevr XwpIOTA QOTE va NV
gp@avifovral NePINTMOOEIG HOAUVOEWV TwV PIalidiwv Tou S1aAlTn, oI onoieg odnyouv o€
weudn anoTeAéopata. To CORONA-Ag® oav Point of Care in vitro SlayvwoTikd npoidv
BpiokeTal o€ ouoKeuaoia PEHOVWHEVN yia KAOE aoBevr), £T0I Pnopei va xpnoiponoinBei

1. To CORONA-AG® unopei va XxpnoiponoinBei o 1 @apuyyikol €nixpiopaTog, NTUEAO
Kal koénpava.

2. Ta deiypata avlp®nivev (papuyyikov €nixpIopdToy, NTUEAOU Kal KOMPAVWV NpEnEl
va unoBaAiovTal oe eneEepyacia To oUVTOPOTEPO duvaTd PETA T ouAloyn Toug. Edv n
Sokipr dev pnopei va npaypartonoin®ei apéowg, To deiypa Ba npénel va GUAACCETAl OE
OppayioPévn KaTaoTaorn, otoug 2 - 8°C yia 8 WpeG f Kal va anodnkeveTal KaTw and
Toug -20°C £€wg 1 prjva. MakponpoBsopa dev ouvioTaTal anoBbrkeuan .

OAHrIEZ / MEOOAOI THZ AOKIMAZIAZ

O1 odnyiec npéner va diaBalovral NARpwG npiv and Tn xprion Tou CORONA-AgQ®.
AQROTE Ta NepiexOUEVa aToixeia Tng CORONA-AG® va eEicopponnBolv oe Beppokpacia
dwpatiou yia 30 Aenta (20°C -30°C) npiv and Tn xprion TnG. Mnv avoiyete Tnv
E0WTEPIKI OUOKeEUAaoia MPEXPI va eival €ioTe €Toigol yia Tnv xpnon Tng. Mpéne va
xpnoiponoinBei oe pia (1) wpa av avoixtei (Yypaoia <60%, Oeppokpacia: 20°C -30°C).
XpnoIgonoInoTe apéowg av n uypacia givar > 60%.

Mnv avoiyeTe TNV ECWTEPIKA OUOKEUAOIa TNG OUOKEUNG HEXPI va eivar £Toiun.
XPNOIYONOINCTE TN CUOKEUN TO GUVTOHOTEPO duvaATO PETA TO AVOIYHA TNG E0WTEPIKNG
OUOKEUaaiag.

1. Avoi§te Tn Ouokeuacia TNG cucKEunq, ByaAte Tnv ouokeuny dokipaciag Kai
TOMOBETNOTE TNV OE 0pIZOVTIA OTABEPT EMNIPAveia.

2. KOyTe TNV npoe&oxr Tou piaAidiou GUANOYNG.
3. Egappdote 3 orayoveg Tou enefepyacpévou diahupatog Seiypatog (60pl-80pl)
kGBeTa oTo ONUEio uNodoxnG deiyHaTog TNG CUOKEUNG (S).

1. Méoa oe 15 AenTd 31aBACTE TO ANOTEAECHA OTNV OUOKEUN AVOOOXPWHATOYPA®iag.
Mnv 81aBadeTe To anotéAeopa WeTa anod 20 Aentd. ‘Eva BeTikd anoTéAeopa dev aAAalel
akopn Kai av nepacel To diaotnpa Twv 20 AenT®v napdAa autd dev a&loAoyoupe Kavéva
anoTéAeopa peTa Ta 20 Aentd.

2. O XpOvoG avayvwong TwV anoTeAECPATWV OXETI(ETAI PE TNV EQAPUOYN TNG TEXVIKNG
oe Beppokpacia peTa&y 15-30 Babumv Kelaiou.

XWPIOTA Ot KAOe aobevr), va peTapepOei O OMOIOdAMOTE ONPEI0 PPIOKETAI O ATBEVAG,

pappn 24-wpng Enaypunvnong IatpotexvoAoyikawv MpoiovTwyv TnA. (+30) 211.800.4723
AuoTnpa yia enayyeApaTtikn xpiion ano EnayyeAparieg Yyeiag

CORONA-Ag®
AuBevTikd Mpoidv Point of Care®
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3. MNaparnpeioTe To diaAutonoinuévo deiypa va peTakiveital npog Tig {oveg (T) kai (C).

EPMHNEIA TQN ANMOTEAEZMATQN

SuvoAikd NooooTo ouunTwong / Accuracy: 93.33% (95% CI:86.05~97.51).
3 deiypara nTuélou.

OETIKO: Epgavilovrar dU0 d1akpITEG YPAUpPEG. Mia ypapun npénel va BpiokeTar otnv
nepioxn eAéyxou (C) kai n aAAn ypappr va Bpioketal otnv nepioxn dokipaaoiag (T).
APNHTIKO: >tnv nepioxny eAéyxou (C) ep@avifetar pia ypappr. Aev epgavileral
ypappn otnv nepioxn dokipaaciag (T).

AKYPO: Aev epgaviovralr ypappég f dev epgaviletar n ypappn eAéyxou (C),
unodnAwvovTag oeaAya Tou XpAoTn | acTtoxia Tou avTidpacTnpiou. EnaAnBevote Tn
diadikacia dokipaciag kalr enavaAaBete Tn  dokipaocia pE piIa  vEAd  OUOKEUR
DyonCovidAg®.

H H sHI

SARS-CoV-2 PCR Test Total
Antigen Positive Negative
Positive 57 0 57
Negative 3 30 33
Total 60 30 90

AvaAuon Tou nocooTol oUNNTwonG Tou CORONA-AG® Taxeiag SokIunG kal PCR S0KIWAG
oe deiypara nTuglou:

MNooooTd  BeTik®v ~ oupnTwoswv /  Relative  Sensitivity:  95.00%  (95%CI:
86.08~98.96%),

MooooTd apvnTik@V oupnTooewv / Relative Specificity:100.00% (95%CI:88.43~
100.00),

SuvoAIkd NoogooTd ouuNTwWong / Accuracy: 96.67% (95% CI1:90.57~99.31).

3 deiypara konpavwv

OeTKd ApvnTiKd Akupo
NEPIOPIZMOI
1. To CORONA-AQ® éxel OxedIaoTei yia noloTikr dokipacia avixveuong. H

OUYKEVTPWON TOU avTiyovou Tou SARS-CoV-2 dev Wnopei va npoodiopioTei e auTAV
TNV MOIOTIKNA BOKlpuciu. To Bdeoq Kal n évraon Tou XpWHATog TNG ypapung T dev
OUVOEETAl AVAYKAOTIKA HE TN OUYKEVTPWON TOU OVTIVOVOU oTo Seiypa.

2. Ta CII‘lOTE)\EO'pCITG Tou CORONA-AG® gival poévo yia KAIVIKA avagopd, n
onoia dev eival n povn Bucq yia K)\IVIKI’] 6|uvvu)on kal Bspaneia. Mia snlBsBulmpEvn
diayvwon kai Bepaneia Ba npénel va yiverar and Tov BepanovTa 1aTpd HOVO apoU £XouV
aglohoynBoUv OAa Ta KAIVIKA Kal EpyacTnpiakd EupnpuTa

3. Kaulu Taxeia dokipacia dev PNopei va anokAeioel TV napoucia Tou 10U,
£181ka oTnV apxn NG Aoupw&nq

4. H pn owotr Afwn deiypatog pnopei va odnynoel 0 WeudmG apvnTika
anoTeAéopara.

5. ApVNTIKA anoTeAEoUATa nou dev OuVAdOUV HE CuPNTWHAToAoyia n TNV
KAIVIKT) €IKOVaA Tou aoBevr) KaAd va akoAouBnBoUv and enavéleyxo Tou acBevr n va
eniBeBaiwBbouv pe kKaANIEPYEIT .

6. Ta XapakTnpIoTIKa AEImoupyiag 10xUouv HOVO €pOCOV Ta MEPIEXOUEVA TNG
OUOKEUAOiag ival O€ KAAf kataoTaon.

7. H ouokeur) CORONA-Ag® gival yia pia povo xprion.

8. H 60K|p00la CORONA-AG® anguBUveTal anoOKAEIOTIKA OF
enayyeAparieg vyeiag.

SARS-CoV-2 PCR Test Total
Antigen Positive Negative
Positive 57 0 57
Negative 3 30 33
Total 60 30 90

XAPAKTHPIZTIKA ANOAOZHZ

1. EuaioBnoia kai e131KkéTNTA
& deiypara oi€Aou - (papuyyikoU eniXpiocparog

SARS-CoV-2 PCR Test Total
Antigen Positive Negative
Positive 54 0 54
Negative 6 30 36
Total 60 30 90

AvaAuon Tou nocooTol cUpNTwWoNG Tou CORONA-Ag® Taxeiag dokipnAg kai PCR 3oKIpAG
o€ deiypara gapuyyikoU enixpiopaTog:
MooooTd BeTikwV oupnTOoewy / Relative Sensitivity: 90.00% (95% CI:79~96.24%),

MNocooTd apvnTikwv cupnT@oewv / Relative Specificity: 100.00% (95% CI:88.43~
100.00,

AvaAuon Tou nogooTol oUNNTwonG Tou CORONA-AG® Taxeiag SokIunG kal PCR SoKIWAG
og deiypara konpavwv:

MNoocooTd  BeTik®v — oupnTwoswv /  Relative  Sensitivity: 95.00%  (95%CI:
86.08~98.96%),

MocoaTd apvnTik®V ocupnTwcewv / Relative Specificity:100.00% (95%CI:88.43~
100.00),

SuvoAikd NoooaTo cuunTwong / Accuracy: 96.67% (95% CI1:90.57~99.31).
2. AlacTaupoUpevn avTidpaon

AgiypaTta Ta onoia dokipdoTnkav BETIKA PE TOUG akOAouBoug d1IAPopous NapayovTeg
and Toug acBeveic dlepeuvhBnkav e Tn dokipacia CORONA-Ag® Rapid Test. Ta
anoTeAéopara dev £dei§av d1aoTAUPOUKEVN avTIdPacTIKOTNTA.

CORONA-Ag®
SARS CoV S1 Protein
HCoV NL63 S1 Protein
HCoV 229E S1 Protein
HCoV HKU1 S1 Protein
MERS CoV S1
Human RSV (B1) G Protein
Influenza A HIN1 HA
Influenza B HA Protein

3. NapepBoAég

Ta anoteAéopata TnG Jokiyaciag Tou SARS-CoV-2 Antigen Rapid Test dev
napepnodifovTal pe TNV ouadia:

A<l

Substance

Triglyceride 50 mg/dL Ascorbic Acid 20mg/dL

Hemoglobin 1000mg/dL Bilirubin 60mg/dL

NMPO®YAAZEIZ

- Ta enayyeApaTikn in vitro diayvwoTikn Xprion povo.

MnV XpnOILOMOIEITE TNV GUOKEUN META TNV NUEPOUNVia ANENG.

- H ouokeur) Ba npénel va napapével oTnV o@payiopévn CUCKEUaaia PEXPl TV XpAon
™e.

- Mnv XpnOILONOIEITE TO TEOT €AV N CUOKEUAOIA €ival KATEOTPAUMEVN.

AkohouBnoTe TIg OpBég EpyaoTnpiakég MpakTikég (GLP), (opdTe MnpooTATEUTIKA

poUxa, XPNOoIUOMOINCTE yavTia HIag XPHong, UNv TPWTE, MIVETE R Kanvilete ornv

nepioxn TnG eEE€Taong.

- 'OAa Ta deiypara npénel va Bswpouvtal SuvnTika enikivduva kal va avrigetwnidovral

HE Tov id10 TPOMNO, ONWG £vag HOAUTHATIKOG NApAyovTag.

H ouokeuny Ba npénel va anoppinteTal oe KATAAANAO S0Xeio BIOAOYIKMV anoBARTWV

HETA anod TO TECT.

H Jdokiun npéner va ekTEAEITal evrog 1 @pag anod To Avolypa TnG o@payiopeévng

oakoUAag,.

H ypappn nou epgavigerar oTnv nepioxn TnG ypapung ehéyxou (C). EmBepaiwvel Tov

enapkn Oyko deiypatog kal Tnv opBOTNTa ekTéAEONG TNG dladikaaoiag.
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SYMBOLS FOR IVD COMPONENTS AND REAGENTS

DYONMED SA
CIRE DYONMED SA

For in vitro diagnostic use only

Consult instructions for use

Contains sufficient for <20>
0 tests

Catalogue Code DNCVAGIS

Keep dry

39-86° F

K <) 53]

LOT

DIL Buffer (sample diluent) 20

pappn 24-wpng Enaypunvnong IatpotexvoAoyikawv MpoiovTwyv TnA. (+30) 211.800.4723
AuoTnpa yia enayyeApaTtikn xpiion ano EnayyeAparieg Yyeiag

CORONA-Ag®
AuBevTikd Mpoidv Point of Care®

Temperature limitation 4-30° C /
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