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- AveEapTtnTa and To av To avtiowpa SARS-CoV-2 IgG nepiéxeral oTo lNa opo6 / nAdopa.
DYOH Covid 19® deiypa, To avTiowpa eAéyyou noidTnTag xpuoou (Mouse anti-human IgG

SARS-CoV-2 IgM/IgG Antibody Rapid Test Device
No. KaraAoyou :DNCV19 MG

Taxeia dokiuaoia noioTIKNG avixveuons avriowudtwy IgM & IgG évavti
TOoU Kopwvoiou COVID-19, o avBpanivo deiyua nAdouarog/opol/oAikou
aipartog (avoooxpwuaroypapia).

Ma enayyeAuaTikn in vitro diayvwoTikn xprion MONO.

1gG povokAwvikd avTiowpa) Ba deTPEUETAl HE TO ENIKAAUPHEVO avTiowHa
(goat anti-mouse IgG avTiowpa) otn oeipd C yia va oxnuartioouv €va
oalpnAoko kal va avanTtu&ouv xpwpa (ypappn C).

KYPIA ZYZITATIKA

NMPOBAEMOMENH XPHZH

To DyonCovid19® givai pia Taxeia XpwpaToypa@ikny avoooBiohoyikr
€EE€TAON, YIA TNV MOIOTIKMA AViXVEUON TwV avTiowpatwv IgM & IgG évavri
Tou Bapeéwg 0&E0G avanveuaTikoU ouvdpopou eEaiTiag Tou Kopwvoiol 2
(SARS-CoV-2) oe avBpwniva deiypata nAAcpaTog/opou/oAikou aipatog
yia va Bon@noel otn didyvwon TnG AoidwENG anod Tov kopwvoid (COVID-
19), nou npokaAeital anoé Tov SARS-CoV-2.

H Jokipacia napéxel MNPOKATAPKTIKA anoTeAéopata. Ta apvnTmika
anoteAéopata dev anokAgiouv TN poAuvon pe SARS-CoV-2 kai dev
unopouv va xpnaigonoinBolv g povn Baocn yia Bepaneia 1 GAAn
anodgacn diaxeipiong.

SARS-CoV-2 IgM: T-ypapun enikaAuppévn ge mouse anti-human IgM
HOVOKAWVIKO aVTIOWHA, OEONUACUEVO HE XpuOOd IXVNOETN OTEPEAG
Ppacswg Me SARS-CoV-2 avacuvdudopévo avTiyovo, rabbit IgG
avTiowua.

SARS-CoV-2 IgG: T-ypappn  enikaAuppévn  pe  SARS-CoV-2
avaouvduaopévo avTiyovo, Xpuao IXVNBETN OTeEPEAg (pACEWG HE mouse
anti-human IgG povokAwvIKO avTiowpa, C-ypapun enikaAuppévn pe goat
anti-mouse IgG avTiowpa.

AlaAUTNG deiyparog:  anotelolpevn and  pubpioTiKO  didAupa
PWoPopIkwv 20 mM (PBS).

AMNOOHKEYZH KAI AIATHPHZH

APXH THZ MEGOAOY

To DyonCovid19® gival pia noioTIKr avoooxpwuaroypa®ikn dokiyaaia,
UE Tn Xpnon peBOdou dECUEUONG Yia Taxeia, MOIOTIKA avixveuon Tou
avrioopatog IgM / IgG and Bapl o0& avanveuoTikd oUVEPOHO
Kopwvoiol 2 (SARS-CoV-2) oe deiypa avBpwnivou opou, nNAdopatog n
oAIkoU aipaTog.

SARS-COV-2 IgM

'OTav To deiypa nepiéxel To avriowpa IgM Tou SARS-CoV-2, oxnuarilel
€éva oUPMAEypa We TO avTiyovo onpavong XpuooU (avacuvduaouevo
avTiyovo SARS-CoV-2). To oUPNAEypa KIVEITal Npog Ta €UNPOG HE TN
dpdon Tng XpwpaTtoypagiag kal ouvdualeTal PE TO  EMIKAAUMMEVO
avTiowpa (Mouse anti-human IgM MovokAwVIKO avTiowua) oTn ypapun
T yia va oxnparioer €&va cupnAoko kai va avantu&el xpwua (T ypapun -
KOKKIVN {Wvn), To onoio gival To B€TIKO anoTeAeopa.

'Otav To deiypa dev nepigxel To avtiowpa IgM Tou SARS-CoV-2, dev
unopei va oxnuatiotei oUpnAeypa otn ypaupn T kal dev ep@avileral
KOKKIVN {wvn, n onoia gival apvnTikd anoTéAeopa.

AveEdpTnTa and To av To avTtiowpa IgM Tou SARS-CoV-2 nepiéXeTal oTo
deiypa, To avTiowpa eAéyxou noioTnTag Xpuool eTIkETAG (rabbit IgG
avTiowpa) 6a deopeuBei Pe To enikaAuppEvo avTiowpa (goat anti-rabbit
IgG avTiowpa) otn ypappn C yia va oxnuatioer éva oUPnAeypa kai va
avanTu&el xpwpa (ypapun C).

SARS-COV-2 IgG

'OTav 1o deiypa nepiéxel To avTiowpa IgG SARS-CoV-2, oxnuarilel éva
OUMMAOKO HE TO OEONUACHEVO avTiOwHa XpuooU IxvnBérn (Mouse anti-
human MovokAwvikd avTiowpa IgG). To oUPnNAeyda KiveiTar npog Ta
gunpog KATW We TN dpaon TG xpwpatoypagiag kar ouvdudaleral Pe To
enIKaAUPPEVO avTiyovo (avacuvduaopévo avTiyovo SARS-CoV-2) oTtn
ypapun T yia va oxnuparioel éva cUPnNAeyda kal va avantuel xpwpa
(ypapun T), To onoio eival To BeTIKO anoTéAeopa.

‘'OTav To deiypa dev nepiéxel To avriowpa IgG SARS-CoV-2, dev unopei
va oxnuaTioTei ouunAeypa otn ypapun T kar dev gpgaviletal KOKKIVR
Zwvn, n onoia gival To apvnTIKO anoTéAeoua.

®UAACCETE TO KOUTI OTn OQpayiouévn cuokeuaoia otoug 4 - 30 °C,
anopUyeTe TN Z€oTn Kal TNV nAlopdveia, o€ §Npo HEPOG, yia 12 WrAVEG.
MHN WYXETE. 8a npénel va AngBolv WETpa npooTaciag yia Tn ZEotn 1o
KaAokaipl Kal TO KPUO TOU XEIHWVA, Yyia va ano®euxBei n uwnAn
Beppokpaaia 1 To Qaivopevo TNG WUENG - anowugng. Mnv avoiyeTe TNV
E0WTEPIKN CUOKEUAOIa €wg OTOU €i0Te £TOIPOI YIa TNV XpPAon Tou.

MNpénel va xpnoigonoinBei oe pia wpa eav avoi&el (Yypacia: <60%,
Oeppokpaaia: 20 °C -30 °C). XpnaoidonoinoTe apeéows oTav n uypacia
gival > 60%.

ANAITHZEIZ AEIFTMATQN

1. To DyonCovid19® pnopei va xpnoigonoinBei oe deiyua
0poU, NAGoPaTog Kal oAIkoU aipaTog.
2. To deiypa opol / mAdopatog / oAIkoU aipatog npénel va

oUAAéyeTal o€ €va kaBapod kal Enpod doxeio. To EDTA, To KITpIkO vaTpio, n
nnapivn pnopolv va xpnoigonoinBoUv G avTINNKTIKG og  deiypa
nAaopatog / oAikou aigaTtog. XpnoiponolgioTe To DyonCovid19® apéowg
HETA TN ouAAoyr Tou oAikoU aipaTog.

3. Ta deiypara opoU kal NAGoPaTog Pnopolv va anodnkeutouv
oToug 2 - 8°C yia 3 nuépeg npiv anod Tn dokipacia. Eav n dokipaacia
KabuaoTeProel NePICOOTEPO and 3 nuéEpeg, To deiypa npénsl va
katawuxBei (-20 °C | YuxpoTepo). Mnv enavalaBete Tnv Wugn kar Tnv
anowugn yia nepiocOTepo ano 3 @opég. Ta deiypata oAikoU aipaTtog pe
avTinNKTIKO pnopoUv va anoBnkeutoUv atoug 2 - 8°C yia 3 nuépeg Kal
dev npénel va katayuxBoUv. Ta deiypata oAikoU aipatog Xwpig
avTINNKTIKO Ba mpénel va XpnoiponololvTal apeows (av To deiypa €xel
OUYKOAANTIKA dpdaacn, Ynopei va avixveubei Pe Tnv Xprion opou).

OAHrIEZ / MEOOAOI THZ AOKIMAZIAZ

O1 odnyieg npéner va diaBalovral NAfpwg npiv and Tn xpnon Tou
DyonCovid19®. ApnoTe Ta nepiexdpeva otoixeia Tng DyonCovid19® va
e€loopponnBolv oe Beppokpacia dwuatiou yia 30 Aentd (20°C -30°C)
npiv anoé Tn Xpnon TnG. Mnv avoiyeTe TNV E0WTEPIKR OUOKEUADia PEXP! va
eival gioTe €Toldol yia TV Xpnon TngG. MNpénel va xpnoigonoin®si os pia
(1) wpa av avoixrei (Yypacia <60%, Oeppokpacia: 20°C -30°C).
XpnoiponoinoTe auéowg oTav n uypacia ivar > 60%.

1. AQaipéoTe TNV Kacéta Tng DyonCovid19® and Tn

oppayioyévn  Bnkn, TomoBeTnoTeE TNV O€ Mia Kabapr Kair €ninedn

ENIPAVEIA PE TIG UNOSOXEG TwV SEIYHATWV NPOG T ENAVW.

2. MNpoaBéoTe pia (1) nARpn oTayova opoU f nAacuatog (10 pl)

kaBeta péoa otnv unodoxn Twv delypatwyv IgM kai IgG, EexwpioTa.
MNpooBéoTe dUo (2) oTayoveg (80-100 pl) puBpioTIKOU

S1aAlpaTog XwpIoTa oTnv unodoxn Twv delypdtwv IgM kai IgG.

4. MapatnpnioTe Ta anoteAéoparta Tng dokipaciag péoa og 15 ~

20 AenTd, To anoTéAeopa gival Gkupo oE NEPIOCOTEPO anod 20 AenTd.

| COVID-19
[ covip-19

MNa oAiké aipa.

1. Agaipeote TNV Kacéta Tng DyonCovid19® and Tn
oppaylopévn Bnkn, TonoBeToTe TNV Ot pia kabaprn kal €ninedn
€NIPAVEIQ HE TIG UNOJOXEG TWV SEIYHATWVY MPOG TA ENAVW.

2. MNpoaBéaTe dUo (2) NAAPEIG aTayoveg oAikoU aipaTog (20ul)
KaBeTa péoa otnv unodoxr Twv delypatwyv IgM kai IgG EexwpioTad.
3. MNpooBéore dUo (2) oTayoveg (80-100 ul) pubpIOTIKOU

SiaAUpartog otnv unodoxn Twv delypdtwv Tou IgM kai IgG EexwpioTa.
4. MNapaTnproTte Ta anoteAéopara Tng dokipaciag péoa o 15 ~
20 AenTd, To anoTéAeopa eival Gkupo peTa Ta 20 AenTa.
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EPMHNEIA TQN ANOTEAEZMATQN

SARS-CoV-2 IgG

OETIKO: Epavifovrtal dUo JIakpITEG KOKKIVEG YPAMMEG. Mia ypapun
npénel va Bpioketal otnv nepioxn ehéyxou (C) kal n AAAn ypapun va
BpiokeTal atnv nepioxr dokipaciag (T).

APNHTIKO: Stnv nepioxn eAéyxou (C) eppavileral pia KOKKIVN YPapun.
Agev gpgavileral KOKKIVR N pod ypauun otnv nepioxn dokipaciag (T).
AKYPO: Aev eppavilovTal KOKKIVEG YPAUUEG 1) Oev eppavileTal n ypapun
eAéyxou (C), unodnAwvovTag OTI oPAApa Tou XpnoTn f acTtoxia Tou
avTidpaoTnpiou. EnaAnBevoTe T diadikacia dokipaciag kalr enavalapere
Tn dokipacia pe pia véa ouokeurn DyonCovid19©.

H A I

SARS-CoV-2 IgG Ab PCR Test Total
Rapid Test Positive Negative

Positive 279 25 304

Negative 21 975 996

Total 300 1000 1300

AvaAuon Tou nocooTtol oUpNTWonG Tou SARS-CoV-2 IgG Ab Taxeiag
SoKIMAG Kal PCR dokIung o€ deiypata opou:

MooooTd BETIKOV CUMNTWOEWV = 279 / (279 + 21) x 100% = 93%,
MooooTO apvNTIKWV CUPNTWOEWY = 975 / (25 + 975) x 100% = 97,5%,

SUVOAIKO M0g0o0TO oUuNTwoNG = (279 + 975) / (279 + 21 + 25 + 975)
X 100% = 96,5%.

2. AlacTaupoUyevn avTtidpaon

Aeiyparta Ta onoia dokIpAoTnKav BETIKA WE TOUG akOAouBoug S1apopoug
napayovTeg anod Toug acBeveig diepeuvnBnkav pe Tn dokipacia SARS-

QeTkd Apvnuko Akupo CoV-2 IgM/IgG Ab Rapid Test. Ta anoTeAéopata dev Edeifav
dlagTaupolpevn avTidpagTikOTNTA.
MEPIOPIZMOI SARS-CoV-2 IgM SARS-CoV-2 IgG
1. To DyonCovid19® ¢£xel oxediaoTei yia noloTIKA dokiuaoia Mycoplasma pneumoniae IgM Ab Mycoplasma pneumoniae IgG Ab

avixveuong. H ouykévTpwaon Tou avTiowpaTtog IgM / IgG Tou SARS-CoV-2
dev pnopei va npoadiopioTei We auThV TNV noloTikn dokipaacia. To Badog
Kal N €éVTaon Tou XpWHATOG TNG YPapung T dev ouvdEeTal avaykaoTiKa He
TN OUYKEVTPWON TOU aVTIOWHATOG OTO deiypa.

2. Ta anoteAéopata Tou DyonCovid19® gival povo yia KAIvIKn
avagpopd, n onoia dev eival n povn Baon yia kAvikn didyvwon Kai
Bepaneia. Mia eniBeBaiwpévn didyvwaon kal Bepaneia Ba npénel va yiverai
and Tov BepdnovTta 1aTPO POVO a®oU gxouv a&lohoynBei OAa Ta KAIVIKA
Kal EpyacTnpiakd supnuara.

Influenza A IgM Ab Parainfluenza IgG Ab

Influenza B IgM Ab Respiratory Syncytial virus IgG Ab

Parainfluenza IgM Ab Adenovirus I1gG Ab

Respiratory Syncytial virus IgM Ab Chlamydia pneumoniae IgG Ab

Adenovirus IgM Ab -

XAPAKTHPIZTIKA ANOAOZHZ

1. EuaioBnoia kai e131Kk6TNTA
SARS-CoV-2 IgM

SARS-CoV-2 IgM Ab PCR Test Total
Rapid Test Positive Negative

Positive 246 40 286

Negative 54 960 1014

Total 300 1000 1300

AvaAuon Tou mogooToU oUMNTwong Tou SARS-CoV-2 IgM Ab Taxeiag
SoKIWAG kal PCR dokIWnG o deiypara opou:

NooooTO BETIKWY CUUNTWOEWV = 246 / (246 + 54) x 100% = 82%,
MooooTO apvNTIK®V CUNNTOOEWY = 960 / (40 + 960) x 100% = 96%,
SUVOAIKO M0000TO GUPNTWONG = (246 + 960) / (246 + 54 + 40 + 960)
x 100% = 92,8%.

Chlamydia pneumoniae IgM Ab -

3. NapepPoAég

Ta anoteAéopara Tng dokipaciag Tou SARS-CoV-2 IgM / IgG Ab Rapid
Test dev napepnodilovTal Je TNV oudia oTnV akOAouBn CUYKEVTPWON:

Substance Concentration
Hemoglobin < 10g/L
Triglyceride < 6mmol/L
Bilirubin < 1000pmol/L

Aev untdpxet mapeBoAr and Toug PEUUATOELSEIG TAPAYOVTEG, T
QVTUTUPNVIKG OVTLOWHOTOL KOLL TOL QVTLULTOXOVSPLAKA OVTLOWHOTAL.

l
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NMPO®YAAZEIZ

- Ta enayyeAuaTikn in vitro diayvwaoTiki xprion povo.

- Mnv XpnOIMOMOIEITE TNV CUOKEUN HETA TNV NUeEpounvia AREnG.

- H ouokeuny Ba npénel va napapével oTnV O@PayIoHEVn OCUOKEuacia
HEXPI TNV XPAON TNG.

- Mnv XpNnOIKOMOIEITE TO TECT €AV N CUCKEUACIa €ival KATEGTPAPHEVN.

- AkolouBnote TIG OpBég Epyaotnpiakég MpakTikég (GLP), @opate
NPOCTATEUTIKA pouXa, XPNOIKOMOINCTE YAvTia piag Xpong, NV TPWTE,
niveTe ) KanvieTe oTnv nepioxn Tng e&éraong.

- 'OAa Ta deiypata npénel va BeswpoulvTal duvnTika enikivbuva kal va
avTigeTwnifovrtar pe Tov i3I0 TPOMO, ONWG £€vag HOAUGHATIKOG
napayovrag.

- H ouokeur Ba npénel va anoppinTeral o€ KaTaAANAo doxeio BloAoyIK®OV
anoBARTWV PETG anod TO TEOT.

- H Jdokiun npénel va ekTeAeiTal evrog 1 wpag and To avolyda Tng
oQPayIopévng 0akouAag.

- H ypappn nou ep@avileral otnv nepIoxn TNG ypaupng eAéyxou (C).
EnmiBeBaiwvel Tov enapkn Oyko SeiyHaTog Kal TNV opBoTnTa eKTEAEONG
Tng diadikaciag.

| REFERENCES - BIBAIOITPA®IA

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.

[2] Chaolin Huang, Yeming, et al. (2020). Clinical features of patients infected with 2019
novel coronavirus in Wuhan, China. The Lancet, 395(10223),

497-506.

[3] Chen Wang, Peter W Horby, Frederick G Hayden, George F Gao. (2020). A novel
coronavirus outbreak of global health concern. The Lancet, 395(10223), 470-473.

[4] Na Zhu, Ph.D., Dingyu Zhang, M.D., Wenling Wang, Ph.D., et al. (2020). A Novel
Coronavirus from Patients with Pneumonia in China, 2019. The New England Journal of
Medicine.

[5] World Health Organization: Clinical management of severe acute respiratory infection
when Novel coronavirus (nCoV) infection is suspected: Interim Guidance. 12 January,
2020.

{6} BMJ 02.2020 Clinical significance of IgM & IgG test for diagnosis of highly suspected
COVID-19 infection.

| SYMBOLS FOR IVD COMPONENTS AND REAGENTS

DYONMED SA For in vitro diagnostic use only

Consult instructions for use

v Contains sufficient for <25>
25 tests

Catalogue Code DNCV19 MG

Keep dry

Temperature limitation 2-30° C /
36-86° F

LoT

DIL Buffer (sample diluent) 1
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