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DyonCovid19-S® (neutro)

SARS-CoV-2 Neutralizing Antibody Rapid Test Device
No. KaraAdyou : DNQHCV19N

Taxeia dokiaoia noioTIKNG avixveuons avriowudTwv nAbs (EZOYAETEPQTIKA)
£vavTi Tou Kopwvoiol SARS COV-2, oge avBpwnivo deiyua
nAdoparog/opou/oAikou aipatog (avoooxpwyuatoypapia)

AVIXVEUTN «nabnTikiG» & «EVEPYOUG» avooonoinang.
Ma enayyeAparikn in vitro diayvwoTikn Xprion MONO.

anowugng. Mnv avoiyeTe TNV €0WTEPIKI CUOKEUACTIa €wG OTOU €iOTE £TOIMOI YIa
TNV XpHon Tou.

Mpéner va xpnolponoinBei oe pia wpa eav avoigel (Yypaoia: <60%,
Ogppokpacia: 20 °C -30 °C). XpnoigonoinoTe apéowg OTav n uypaocia ivar >
60%.

ATMAITHZEIZ AEITMATQN

NMPOBAEMOMENH XPHZH

To DyonCovid19-S®(neutro) ivai Hia Taxeia XPWHATOYPaPIKn
avogoBioAoyIkn €EETaAaN, yla TNV MOIOTIKA AVIXVEUON TWV AVTICWHATWOV £vVavTi
Tou Bap€wg 0&E0G avanveuoTikoU auvdpopou e&aitiag Tou kopwvoiol 2 (SARS-
CoV-2) oe avBpwniva Jdeiydata nAdouatog/opol/oAikou aipatog yia va
BonBnoel otn didyvwon Tng Aoipw&ng and Tov Kopwvoid (COVID-19), nou
npokaAeital and Tov SARS-CoV-2 («naénTikr» avogonoinan).

To DyonCovid19-S®(neutro) avixvelel Ta «Neutralizing antibodies (nAbs)»
(EEoudeTepwTikG AvTiowpaTta) Tng €dIKAG npwTeivng/«akidag» “S”  Tng
enipaveiag Tou SARS COV-2 (spike (S) protein), BonbwvTag onuavTtika otnv
avixveuon Tng «evepyoUg» avooomnoinong (META and  euPoAiacuo).
XpnOIPONOIEITal KUPIWG YIa TOV EVTOMIOUO ATOMWV WE ENIKTNTN avoooandkpion
oTo SARS-CoV-2 kal yia Tnv a§loAdynon TngG anoTEAECHATIKOTNTAG TWV KAIVIKOV
SoKIN®V gpBoAiou kal Tou palikoU epBoAiacuol.

H dokipacia napéxel npokaTapkTika anoTeAéoparta. Ta apvnTika anoteAéopaTa
dev anokAeiouv Tn poOAuvon pe SARS-CoV-2 kal dev  pmopolv  va
xpnoigonoinBolv wg uoévn Bacn yia Bepaneia 1 AAAn anopaon diaxeipiong.

1. To DyonCovid19-S®(neutro) pnopei va xpnoiponoin®si ot
deiypa opol, NAAoUaTog kal oAikou aipaTog.
2. To deiypa opol / nAaouaTog / oAikoU aigaTog npénel va guAAéyeTal

oe €va kaBapo kai ENpo doxeio. To EDTA, To KITPIKO vaTpIo, N nnapivn pnopouv
va xpnoigonoinBolv wG avTiNNKTIKa o€ deiyda NAGopatog / oAikoU aipaTog.
XpnoiponoigioTe To DyonCovid19®(neutro) apéowg petd Tn cuAAoyr Tou
oAIkoU aipaTog.

3. Ta deiypata opol kal NAGoPAToG HNnopoUV va anobnkeuTouv OTOUG
2 - 8°C yia 3 nuépeg npiv and Tn dokipacia. Eav n dokipacia kabuoTeproel
nepioooTepo and 3 nuépeg, To Odeiypa npénel va katayuxBei (-20 °C n
YuxpoTEPO). MNV enavaidpeTe TNV YUEn kar TNV anodyugn yia nepioooTEPO anod
3 popEg. Ta deiypaTta oAikoU aipaTog Pe avTINNKTIKO HNopoUv va anoBnkeutoluv
0TOUG 2 - 8°C yia 3 nUEPEG Kal dev Mpénel va katayuxBouv. Ta deiypata oAikoU
aigaTog Xxwpig avTinnkTiko 6a npénel va xpnoigonoloUvTal auéows (av To deiypa
£X€l OUYKOAANTIKN dpdAon, PNopei va avixveubei Pe TNV Xprnaon opou).

OAHrIIEZ / MEOOAOI THZ AOKIMAZIAZ

APXH THZ MEGOAOY

To DyonCovid19-S®(neutro) €ival piIa MOIOTIK) AVOCOXPWHATOYPAPIKN
dokipacia, pe TN Xprion peBOdOU dECHEUONG Yia Taxeia, NOIOTIKA AviXVeuan Tou
avTiowpaTtog IgM / IgG and Bapu o&U avanveuoTikd cUVOPOHO KOpwVoioU 2
(SARS-CoV-2) oe deiypda avBpmnivou opou, NAAOHATOG I} OAIKOU aipatog.

SARS-COV-2 N Ab

AuTO TO avTIdpacTAPIO XPNOIYOMOIEI TNV AVTAYWVIOTIKR) HEBOSO avacoTOANG,
avaouvduaopévng npwteivng ACE2 kai To avTiowpa goat anti-rabbit IgG
EMIKAAUPPEVO OTN WEPPPAVN OTN YPAMHN aVIXVEUONG KAl OTn ypapun eA€yxou
noi6TNTAg avtiotoixa. Kata Tn didpkela TnG avixveuong, Ta €§OUDETEPWTIKA
avTiomuaTa nou undpxouv oTo deiypa ouvdEéovTal PE TOV KOAAOEIDN Xpucdo,
enionpacpévo pe RBD kal eunodifouv Tnv aAAnAenidpacn npwTeivng-npwTeivng
peTa&l RBD kal ACE2. 'OTav o TiTA0G €£0UBETEPWTIKOU AVTIOOUATOG OTO deiypa
gival xapnAog 1 anoucialel, n eMONUACHEVN HPE XPUCO AVACUVSUAOGHEVN
npwTeiv RBD ouvdgeTal pe Tn ypappn avixveuong Tng avaocuvdudopevng
npwTeivng ACE2, oxnuatifovTag pia okoupo iXVog aTnV yYpaupn avixveuong.

AveEapTnTa and To av 7o SARS-CoV-2 €50USETEPWTIKO AVTIoWHA NEPIEXETAI OTO
deiypa, To avTiowpa eAéyxou noldTNTAG ONUACUEVO HE XPuald (rabbit IgG,
NOAUKAWVIKO avTiowpa) Ba cuvdebei pe To enikaAuppévo avtiowpa (avricwpa
goat anti-rabbit IgG, noAukAwviké avTiowua) otn ypappn (C) yia va oxnuatioel
£€va OUUNAOKO Kal va epgavioTei Xpwpa (ypappn C).

KYPIA ZYZITATIKA

Zuokeun eAéyyou: RBD avaouvduaopévn npwTeivn kal rabbit IgG (oTeped
paon xpuoou), avacuvduaopévn npwTeivn ACE2 (T-ypapun avixveuong), goat
anti-rabbit IgG (C-ypapun eAéyxou)

A1aAUTNG S€iypaTog: anoTeAoUpEVN and pubuIoTIKO JIGAUNA PWOPOPIKAOV 20
mM (PBS).

MAQOTIKEG HIKPOMINETEG HIAG XPRONG (NPOAIPETIKA).

ANMOOHKEYZH KAI AIATHPHZH

®UAACCETE TO KOUTI OTN OQPAyIoPévn CUOKEUAoia oToug 4 - 30 °C, ano@UYETE
Tn {éoTn kai TNV nAlogaveia, oe §npd pEPOG, yia 12 prveg. MHN WYXETE. 6a
npéner va AngBouv UETpa NpooTaciag yia Tn LE0Tn To KaAokaipi kai To kpUo Tou
XEIHGOVA, yia va ano@euxBei n upnAn Beppokpaacia f To eaivopevo Tng Yugng -

O1 odnyieg npéner va diaBafovral nNAfpwG npiv andé TR XpRon Tou
DyonCovid19-S®(neutro). A@note Ta  nepiexdpeva  oToIxeEid NG
DyonCovid19®(neutro) va egicopponnBoulv oe Bepuokpacia dwpatiou yia 30
AenTa (20°C -30°C) mpiv andé Tn Xpnon Tng. Mnv avoiyeTe Tnv €0WTEPIKN
ouokeuaoia PEXpI va eival €ioTe £Tolgol yia TNV Xpron Tng. Mpéner va
xpnoigonoinBei og pia (1) wpa av avoixTei (Yypacia <60%, Oeppokpaagia: 20°C
-30°C). XpnoIgonoinoTe aueécwg 6Tav n uypaaia gival > 60%.

lNa opd / nAaopa.

1. A@aipéote Tnv Kkacéta TnG DyonCovid19-S®(neutro) and T
oppayiopévn Bnkn, TONoBETAOTE TNV OE pid KaBapn kai eninedn emipaveia
HE TIG UNOJOXEG TWV JEIYHATWY NPOG TA ENAVW.

2. TMpocbBéaTe dUo (2) N Tpeig (3) NANpeg oTaydveg opol ) nAaoparog (60-80
pl) kaBeta péoa oTnv unodoxn Twv delypdTwy (S).

3. MpocbéoTe pia (1) orayova (40-50 pl) pubpioTikoU SiaAlpatog otnv
unodoxn Twv derypatwv (T).

4. TapatnpnoTe Ta anoteAéopata Tng dokiyaoiag péoa oe 15 ~ 20 AenTad, To
anoTéAeopa eival Akupo o€ NePIcTOTEPO anod 20 AenTd.

TNa oAiké aipa (1} akpng dakTuAou).

1. AgaipéoTe TNV Kkacéta TG DyonCovid19-S®(neutro) and Tn
oppayiopévn  Onkn, TOMoBeTAOTE Tnv Ot Mia Kabapry kai eninedn
EMIPAVEIQ PE TIG UNOJOXEG TWV SEIYHATWV NPOG Ta ENAVW.

2. EqappodoTe kaTa npoTipnon €81kd okap@ioTnpa/Behova yia TNV Anyn
aipatog and To dAKTuAo.

3. MNpooBéoTe Tpeig (3) 1 TEGOEPIG (4) NANPEIG OTAYOVEG OAIKOU aipaTog (80-
100 pl) kGBeTa péoa oTnv unodoxn Twv delypatwy (S).

4. MNpooBéoTe pia (1) orayova (40-50 pl) puBpioTikoU diaAlpaTog oTnv
unodoxn Twv Jelypatwv (S).

5. MapatnpnoTe Ta anoTeAéopata Tng dokipaciag péoa og 15 ~ 20 AenTd, To
anoTéAeoua gival Akupo o€ NePICTOTEPO anod 20 AenTd.

Epapudote katd npotiynon

€161k6 okap@iothpa/BeAdva
yia tnv Adyn aiparos ané to
Saktulo

Xpnoigonoigiote tnv minéta,
yia Sieuk6Auvon Anyns
Seiyparos

MpocBéote 3-4 oraydves
aiparos otnv unodoxn «S»

MpooBéote 1 otayéva
81aA0Tn otnv unodoxn «S»

EPMHNEIA TQN ANMOTEAEZMATQN

0.3

MNINAKAZ XPQMATIKHZ AMNOAOZHZ

0.5 1 3 4 5 6

OETIKO:

EpgavidovTal 300 KOKKIVEG ypappEGg, n pia gival n ypappn gAéyxou (C), n aAAn
givar n ypappn avixveuong (T) kar n xpwyaTikn anodoan (eAéyETe Tov nivaka
anodoong) TnG ypappng T eival < 6. To BeTikO anoTéAeopa deixvel OTI To
NEPIEXOPEVO TOU QVTIOMMATOG EEOUDETEPWONG OTO deiypa eival peyaAlTepo f ico
HE To OpIO avixveuong.

APNHTIKO: Ep@avifovral 300 KOKKIVEG ypappéG. H pia €ivar n ypapun
eAéyxou (C), n AAAn eivar n ypappn avixveuong (T) kal n XpwpaTikn anodoan
NG ypappng T eivar 7 (eAéyETe Tov nivaka anodoong). To apvnTikoé anoTéAeopa
deixvel OTI To Oeiypa Odev nepiéxel avTiowpata eEoudeTépwaong f OTI To
NePIEXOHEVO €ival KATW and To 6pIo avixveuong.

AKYPO: Aev gpgavilovtal ypappég atnv nepioxn eréyxou (C),
unodeikvuovTag OTI undpxel o@aApa xpnotn n o@aipa C
avTidpaotnpiou. EnaAn@eloTe Tn  péBodo  Jokipng  Kai
enavaAdpeTe Tn  OOKIMA UE HId  véd OUOKeun JOKIPAG T
DyonCovid19-S®(neutro).

MNPOZOXH:

AgiypaTta pe Babuo anodoong XpwHATOG 6-7, UNOJEIKVUOUV OTI TO MEPIEXOUEVO
TOU aVTIO®HATOG €EO0UBETEPWONG OTO deiypa gival NoAU xapnAd. AokigaoTe Eava
HETA anod pia Xpovikn nepiodo.

Eav eivar dUokoAo va epunveloeTe Ta anoTeAéopaTta, akOAOUBROTE TIG
napakdaTw odnyieg:

APNHTIKO: Epgavifovral 300 KOKKIVEG YPAUHEG Kal TO Xpwpa Tng €
nepIoXng TNG ypappng (T) eival evrovoTepo 1 OWOIO HE TN YPAHUN

eheyyou (C). T
OETIKO: Mia &yxpwpn ypappn eppavifetal ortn ypappn eAéyyou

(C) 1} 8U0 KOKKIVEG YPAPPEG Kal TO XPWHA TNG NEPIOXAG TNG ypapung  C

(T) eival acBevéaTepo and Tn ypappn eAéyxou (C).

Mpaupn 24-wpng Enaypunvnong IatpotexvoAoyik®v MpoiovTwv TnA. (+30) 211.800.4723
AuoTnpa yia enayysApaTikn XxpAon ané EnayyeAparieg Yyeiag

DyonCovid19-S® (neutro)

AuBevTikd Mpoidv Point of Care®
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NEPIOPIZMOI AlacTaupouUpevn avtidpaon NPOGYAASEIZ
1. To DyonCovid19-S®(neutro) éxel oxediaoTei yia noloTikA Aeiypara Ta onola JokipdoTnkav Bemikd pe Toug akdhouBous B1agopoug - Ta enayyeApaTikn in vitro d1ayvwaTikn xprion Hovo.

dokipacia avixveuong. H ouykévTpwon Tou €§0USETEPWTIKOU AVTIC®HUATOG TOU
SARS-CoV-2 dev pnopei va npocdiopioTei HE QUTAV TNV NOIOTIKN dokigacia. To
Babog kal n €vracn Tou xpd)pumq TNG YPAUKNG T dev OUVOEETAI AVAYKACTIKA HE
TN CUYKEVTPWON TOU avTIOWUATOG 0To Jeiyua.

2. AOyw pEBOBONOYIKOV N avooo-€I3IK®Y  Adywv, pnopoUv va
AN®OoUV JIaPOpPETIKA aMOTEAECHATA XPNOIKOMNOI®VTAG avTidpacTipia and
S1apopeTIKOUG  KATAOKEUAOTEG yid TNV avixveuon Tou idlou deiyuartog.
ENOpEVWG, TA ANOTEAEOHATA TWV JSOKIHWOV SIAPOPETIKOV avTIdpaoTnpiwv dev
npEnEl va ouykpivovTal aueoa PeTagl Toug, yia va ano®euxBoUv AavBaouEveg
1aTPIKEG EPUNVEIEG. ZUVIOTATAl OTO €PYACTAPIO va AVAPEPEl TNV nnyn Twv
avTIdpacTnpiwyv nou xpnaigonololvral oTnv Onoia €k6eon SOKIKNAG.

3. Ta anoTeAéoparta Tng SoKIUNAG AuToU TOU KIT €ival HOVO yia KAIVIKR
avagopd, dev NpEnel va XPNOIPONOIEiTal wg N povn Bacn kar 6a npéner va
ouvduaoTei pe AAAEG HEBODOUG BOKIPMV, ONWG {wvTavou 1oU Kai pseudovirus
doKIHacia EE0UBETEPWTIKMOV AVTIOCWHATWY.

4. Mia emBeBaiwpévn didyvwon kal Bepaneia 6a npéner va yiverai
anoé Tov Sspénovm 1aTpd HOVO agoU €xouv a&loAoynBei OAa Ta KAIVIKG Kal
£pYacTnpIakd EUprUaTa.

5. 'Eva BeTikO anoTéAeopa evdEXeTal va pnv Jdeixvel nponyoUpevn
AoipwEn SARS-CoV-2. EEeTA0TE AAAEG NANPOPOpPieG, cupnePIAaUBAVOUEVOU Tou
KAIVIKOU 10TOPIKOU Kal TOU TOMIKOU €MNINOAACHOU TwWV AOBEVEIQV, OTNV EKTIUNGN
TNG avaykaioTnTag yia pia deUTepn aAAd dIapOPETIKA OPOAOYIKN SOKIUT, NMpog
eniBepaiwon HiIag avoooanokpiong.

'EAgyX0G no1oTnNTag.

H SOKINAOTIKN OUOKEUR Exel pia ypapun dokipng (T) kal pia ypappn eAéyxou
(C) oTnv enipdveid TnG OUOKEUNG. OUTE n ypapur JoKIUNAG oUTE n ypapun
eAEéyxou eival opaTég oTo NApABUPO AMOTEAECUATWV MPIV aNd TNV €pappoyn
€vOg deiypaTtog. H ypappn eAéyxou Xpnoigonoleital yia Tov EAeyxo kai 6a npénel
va ep@avifetar navra edv n diadikacia JOKIUNG EKTEAEITAl OWOTA Kal Ta
SoKIHaoTIKA avTIdpaacTnpia TNG YPapuHnG EAEYXou AEIToupyouv.

H eppavion Tng ypapung eiéyxou (C) eniBeBaidvel Tov enapkr OyKog
deiypaTog, TNV enapkn anoppo®non TnG HeUPPAvng Kai TNV owaoTn d1adikacoTikn
TEXVIKT).

napayovTeg and Toug acBeveig diepeuvidnkav pe Tn dokigacia DyonCovid19-
S®(neutro). Ta anoTeAéopara dev £deifav dlacTaupoUpevn avTidpacTIKOTNTA.

Mnv XpnOIPONOIEITE TNV GUOKEUN PETA TNV nUEpopnvia AREnG.

- H ouokeur) Ba npénel va napapével 0TV 0QPAyioPEVN CUOKEUACIA HEXPI TNV

XPAoN TnG.

Eivar eUAoyn n opBn anddoon TnG CUCKEUNG Yla aigaTtokpitn OeiypaTtog

aipaTog peTa&l 30% kai 60%. O aipatokpitng NARpoug aipatog <30% n>

60% evdExeTal va d0el E0palpéva anoTeAéopara.

- 'OAa Ta deiypata kar Ta avTidpacThipia npénel va BswpolvTal duvnTIKa
enikivduva kal va avTigeTwnifovrar pe Tov idlo TpoOMo, OnNwG €vag
HOAUOHATIKOG NapayovTag UETA Tn Xpron.

- Mnv XpnoIYOMOIEITE TO TECT €AV N CUCKEUACIA €ival KATEGTPAHMEVN.

AkolouBnoTe TIG OpBég EpyaoTnpiakég MpakTikég  (GLP), @opdre

NpoCTATEUTIKA poUxa, XpNOIMOMOINGTE yavTia HIag XpronG, HNV TPWTE, NiVETE

1 KanvigeTe oTnv nNeploxn Tng e&€Taonc.

- 'OAa Ta deiypata npénel va BewpolvTal duvnTika enikivduva kar va
avTigeTwNifovTal Pe Tov id10 TPOMO, ONWG £vag HOAUCHATIKOG NapayovTag.

- H Taxeia dokipacia €§ouUdETEPWTIKOU avTiIo®UAToG SARS-CoV-2 undapxel
nepinTwon va avTidpacel d1a0TAUPOUHEVA HE AVTIOOHATA €E€EOUDETEPWONG
SARS.

- H ouokeuny 6a npénel va anoppinTeTar oe KAtdAAnAo Joxeio BIOAOYIKGOV
anoBAATWV PETG and To TEOT.

- H Odokiun npénel va ekTeAsiTal evrog 1 ®pag and To Avolypa Tng

oppayiopévng cakoUAAg.

H ypappn nou epgavifetal otnv neploxn TNG ypappng eiéyxou (C).

EniBeBaiwvel Tov enapkrn Oyko Jeiypatog kal Tnv opBoTnTa €KTEAEONG TNG

diadikaaiag.

REFERENCES - BIBAIOIPA®IA

XAPAKTHPIZTIKA AMNOAOZHZ

To DyonCovid19-S®(neutro) ouykpibnke pe TNV Texvikn  CPE
XpNoigonoi®vTag KAIvika deiygata anoé 136 uyieig €BelovTég kar 42
d1aYVWwOoPEVOUG AOBEVEIG.

To CPE (microdose cytopathic effect) emAéxbnke wg péBodog olykpiong Kai Ta
anoTeAéopata oUyKpIONG (paivovTal oTov NapakdTw nivaka.

Eniong ouAAéxenkav opodAoya deiypata opol, mMAAopaTtog kai oAikoU aipaTtog
and Ta 50 dtopa mou avagépdnkav mapandvw Kai Ta anoTeAéopara nrav
ouvenn

Ta anoteAéopaTa gival napakdTw:

SARS-CoV-2 CPE
Neutralizing Antibody Total
rapid test Positive Negative
Positive 38 1 39
Negative 4 135 139
Total 42 136 178

Ta anoteAéopaTa deixvouv:

. OXETIKN guaigdnaoia 90.48%.

o PPA: 90.48% (95%CI : 77.94%-96.24%)
. OXETIKN €181KOTNTA 99.26% KaI

o NPA: 99.26% (95%CI : 95.95%-99.87%)
. H akpiBela cival 0To 97.19%

o OPA: 97.19% (95%CI : 93.59%-98.79%)

Name Results Name Results
Human coronavirus 229E Negative Human Immunodeficiency virus(HIV) | Negative
Human coronavirus 0C43 Negative Plasmodium falciparum Negative
Human coronavirus HKU1 Negative Plasmodium ovale Negative
Human coronavirus NL63 Negative Dengue virus (type 1-4) Negative
SARS-coronavirus Positive Mycoplasma pneumoniae IgM Ab Negative
MERS-coronavirus Negative Mycoplasma pneumoniae IgG Ab Negative
Adenovirus IgM Ab Negative Chlamydia pneumoniae IgM Ab Negative
Adenovirus IgG Ab Negative Chlamydia pneumoniae IgG Ab Negative
Human Metapneumovirus(hMPV) Negative Parainfluenza IgM Ab Negative
Parainfluenza virus IgG Negative Parainfluenza IgG Ab Negative
Parainfluenza virus IgM Negative Enterovirus IgM Ab Negative
Influenza A IgM Ab Negative Enterovirus IgG Ab Negative
Influenza B IgM Ab Negative Legionella pneumophila IgM Ab Negative
Haemophilusinfluenzae Negative Mycobacterium tuberculosis IgG Ab | Negative
Rhinovirus Negative Streptococcus pneumoniae Negative
Respiratory Syncytial virus IgM Ab Negative Streptococcus pyrogenes Negative
Respiratory Syncytial virus IgG Ab Negative Bordetella pertussis IgM Ab Negative
Epstein-Barr virus IgM Ab Bordetella pertussis IgG Ab Negative
(infectious mononucleosis) Negative

Epstein-Barr virus IgG Ab Negative Pneumocystis jirovecii (PJP) Negative

NMapepBoAég
Ta anoTteAéopata Tng dokipaciag Tou DyonCovid19-S®(neutro) dev

napepnodifovral ue TNV oudia oTnv akoAouBn oUyKEVTpwan:

Name Concentration

Haemoglobin <10g/L

Bilirubin Conjugated < 1000pmol/L

Bilirubin Unconjugated < 1000pmol/L

Human Serum Albumin < 10g/dL

Triglycerides < 6mmol/L

Cholesterol < 10mmol/L
Human anti-mouse antibody (HAMA) /
Rheumatoid Factor /
ANA anti-nuclear antibodies /

1] Nanshan Chen, Min Zhou, Xuan Dong, et al. (2020). Epidemiological and clinical characteristics
of 99 cases of 2019 novel coronavirus pneumonia in Wuhan, China: a descriptive study. The
Lancet, 395(10223), 507-513.
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