NADAL® COVID-19 Ag Test (Ref. 243103N-20)

EAnvIKé

To NADAL® COVID-19 Ag Test ival pia XpwuaToypagIk
QavooodOKIJaCia TTASUPIKAG PONS YIT TNV TTOIOTIKY| AVIXVEUDT) TwV
avTIyOVWY VOUuKAeoTTpwTEIVY Tou 100 SARSCoV-2 ot
avBpwTTIVa PIVIKA, PIVOPAPUYYIKA KOl GTOHATOQAPUYYIKA
deiyuata (BA. Mapdypago 12 «Mepiopiapoin). Autd 10 TEOT
mpoopileTal yia xpron we BoRdnua atn didyvwaon AoIUWEEWY e
SARS-CoV-2. ZnueiwaTe 4TI N CUYKEVTPWAN TwV avTIyOvwY
VOUKAEOTTPWTEIVIV TOU 10U PTTOPET va TIOIKIAEI KaTd Tn SIGPKEI
NG VOOOU Kal UTropei va éael KATw aTmo 1o 6pIo avixveuong Tou
1e07. H mBavétnta poAuouatikotnTag Twv CETalopévy Oev
PTTOPEi va atrokAEIOTE e BACT Ta apvnTIKG aTroTEAETOTA TwV
dokipwy. H diadikaaia dokIurg dev gival autopaToTroInpéVn Kal
Oev amarrei €101k ekmaideuon f mpoodvta. To NADAL® COVID-

19 Ag Test £xel oxedIa0TEl JOVO YIa ETTAYYEAUATIK XpAON.

To COVID-19 (Corona Virus Disease) ival n poAuouariki
aobéveia Tou TTpokaAeiTal aTmmd Tov TPdoPaTa avakaAu@Bivta
Kopovoid SARS-CoV-2. Ta 1o ouvnBIouéva GUUTITWUATA TOU
COVID-19 eivar Tupetog, npdg Prixag, KOTwarn, Tapaywyn
mTuéAwy, duoTvola, TTovoAaILog Kal TTOVOKEPAAOG. Mepikoi
aoBeveic pmopei va éxouv Juahyia, piyn, vautia, pIvIKA
oupedpnon kai didppola. Auta Ta gUTITWIATA apxifouy
oTadiakd kai gival (ITIa OTIG TEPICTOTEPES TTEPITITWOEIS. MepIKOi
avBpwtrol poAUvovTal aAa dev TTapouaiafouv GUNTITWHATA Kal
dev aigBavovtal adiabeaia. Or epIoa6TEPOI AVBPWTTOI

(Trepitrou 80%) avappwvouv amé Ty aoBévela Xwpig EI0IKN
Bepareia. Mepitrou éva oTa £§ droua TTou poAuvovtal ue COVID-
19 appwaTaivel goBapd kai avamtiooel duokohia atnv
avarrvor. Or nAIKIwpEVO! Kal EKEIVOI e TIPOUTIAPXOUCES
KOTOOTACEIS, OTTWGS UWNA apTnpiakn Triean, kapdiakd
mpoBAuata A diaAtng, eivar o mlavéd va avamtitouv
ooBapr) aoBéveia. Méxpl GTIYUAG, TTEPITIOU T0 2% TWV
HOAUTUEVWY avBpwTTWY EXOUV TIEBAVEI.

To COVID-19 petadidetal pow avaTVEUSTIKWY GTayovIdiwv
TTOU eKTIVEOVTAI aTTO HoAuapéva dTopa Eow Prixa, eTapvioua R
opiAiag. Autd Ta oTayovidia UTTopouv va EIGTIVEUGTOUV ) val
karamoBoUv ameuBeiag améd dAa droua i propoUv va JoAUvouy
EMIQAVEIEG, O1 OTIOIEG OTN CUVEXEIQ UTTOPET Va Eival JOAUCHATIKEG
yiO apKeTEC NUEPES. O1 TIEPITTOTEPES EKTIUATEIS YIa TV TIEPIODO
emwaong yia 1o COVID-19 kupaivovtal améd 1 £wg 14 nuépeg,
Kard T SIAPKEIa Twv OTToiWV 01 AvBpwTToI EVOEXETAI Val Eival idN
OAUGHATIKOI XWPIC VA ELOAVICOUV GUUTITWHATO A0BEVEINC.
3. Apxn Asitoupyiag
To NADAL® COVID-19 Ag Test eival pia xpwpatoypa@Iki
QvVOOOdOKIJaCia TTAEUPIKAG PONS VIO TNV TTOIOTIKY| AVIXVEUDT) TwV
avTIyovwv VoukAeoTrpwreiviwv 10U SARSCoV-2 oe avBpwiva
PIVIK@, PIVOPAPUYYIKA KAl OTOUOTOPAPUYYIKG dEiypara.

Ta avriowpata avt-SARS-CoV-2 akivntotrolouvTal oTnv
TIEPIOX TG YPapUAG dokipng (T) Mg pepBpdvng. Eva deiyua
mpoaoTifetal o€ évav owAva eKYUNIONG TTOU TTEPIEXEI PUBUIOTIKG
yia nv ameAeuBEpwan avtiydvwv SARSCoV-2. Kard tn didpkeia

AmoxAeloTiKd yia in vitro SiayvwoTiki Xprion

NapakaAw S1afdoTE TTPOCEKTIKG Tig oBnyieg TpIv TNV XpRoT)

NG BOKIUAG, Ta EKXUAIGBEVTO avTiydva deapelovTal OE
avtiowyata avtl-SARS-CoV-2 cueuypéva pe XpwipaTioTd
owpaTidla Kal TPOETIKAAUQBNKav aTnv ETIQAVEID BEIYHATOS TNG
KOo£Tag QOKIUNG. TO PEIYHA GTN CUVEXEID KIVEITAI KOTA HAKOG TNG
HEUBPAVNS XPWHATOYPAPIKA pE TIX0EIdA dpdon Kal
aMnAemdpd pe Ta avmidpacThpia atn uepPpdvn. Ta auumAoka
0Tn ouvéxela deapelovtal pe avriowyata avri-SARS-CoV-2
otnv Tepiox TG ypauung dokiung (T). Ta emmAéov
Xpwpatiopéva cwyatidla culappavoval oTnv TePIoyr TG
ypapung eAéyxou (C). H mapouaia piag yxpwyng Ypappng oy
TEPIOXT) TNG YPAMUAS SokIuNS (T) Beixvel éva BeTiké amoTéAeopa.
H amouaia éyxpwing ypappng amv TepIoxr TG Ypaupng
dokipng (T) deixvel apvnTikd amoTéAeopa.

O oxnuamouog piag €yxpwung YPAPHNG oty TepIoxi TG
ypauung eéyxou (C) xpnoipelel we B1adIkaaTIKOS EAEYXOC,
utrodeIKvUoVTaG OTI £XEI TIPOOTEDE 0 CWATAC OYKOG BEiyUaTOC
Kai 611 éxel oupBei ammokdAAnon Yeuppavng.

4. YAIKA Kol AvTIOpaOoTAPIN TTOU TTOPEXOVTAI

« 20 kaoéte¢ NADAL® COVID-19 Ag *

* [p6aBeTo UNIKG TTOU TTapEXETAI OUUQWYA WE TV 0dnyia 93/42 /
Aoyw mBavv eMeipewy eQodiaapol eCapTNUATWY 1ATPIKWY
TTPOidvTWY TToU oXeTiCovtal Pe To COVID-19, 0 KATAOKEUAGTAS

emypioyarog evaEXeTal va aMagel. ETropévwg, Ta Trapexdueva
EMYpiouaTa TTPOEPXOVTAI TG Evav OTTO TOUG KOTACKEUAOTEG
TTOU AVaQEPOVTaI TIAPAKATW.
a) 20 amoaTelpwpévol aTuAeoi, CE2797
Purltan Medical Products Company LLC
31 School Street
Guilford, Maine 04443-0149 USA (authorised EU
representative EMERGO EUROPE, The Hague,
The Netherlands)
B) 20 amooTeipwyévol aTukeoi, CE0197
Jiangsu Changfeng Medical Industry Co., Ltd
Tougiao Town, Guangling District, Yangzhou,
Jiangsu 225109 China (authorised EU
representative Llins Service & Consulting GmbH,
Obere Seegasse 34/2, 69124 Heidelberg,
Germany)
y) 20 amooTeipwpévol aTuleoi, CE0197
CITOTEST LABWARE MANUFACTURING CO.,
LTD No.48, Xinxiu Road, Haimen, Jiangsu province
(authorised EU representative Wellkang Ltd,
Enterpnse Hub, NW Business Complex,
1 Beraghmore Rd., Derry, BT48 8SE, Northern
Ireland
d) 20 amooTelpwyévol aTukeoi, Copan Flogswabs
CE 0123
Copan ltalia S.p.A.
Vis Perotti 10 25125 Brescia, Italy

* 20 owAAVveES EEayWYNAG e KATTAKIO OTOYOVOUETPOU
+ 20 prrouxkahia buffer (300 pL 1o kaBéva) **



+ 1 umodoyr avTidpacTnpiou

+ 1 évBeT0 oUOKeEUATiag

* TTou TrePIEXEI TO auvTnPNTIKG adidio Tou varpiou: <0,1%

** PuBuioTiké diaAupa TTou TiepIéXEl Ta akdhouBa auvTnenTIKA:
varpio agidio: <0,1 mg / mL

Ta avTidpaaThApia TToU TEPIEXOVTAI OTO PUBUIOTIKG diGAuua
€€oUdETEPWVOUV TOV 16

Aev amarreital emoAuavan Kiveivou GUUQWVa [E TOV KavovIoud
(EK) N (1272/2008 CLP. O1 guykevTpwateIg gival KaTw aToé 1o

5. Emimrp6oBeTa YAIkd ToU XpeidiovTal

+ XpOvOUETPO
6. ATrofnkeuon Kal ETafepoTnTa

Ta ki dokIpAg TTpémel va puAdaaovtal aToug 2-30 ° C €wg TV
avagepduevn nuepounvia Aféng. O1 kaoéteg dokiung gival
0TaBepEC PEXPI TNV NUEPOUNVIa AAENS TTOU avaypageTal OTIg
Brikec ouakeuaaiag. Or BOKINACTIKEG KAOETEG TTPETTE VO
TTOPAEIVOUV GTOUG OPpayIauévous BUAAKES aloupiviou pEXPI TN
xpAon. Mnv katayuxeTe 1o KIT doKIPAG. Mnv XpnOIPOTIOIEITE TEQT
Tépa aTmo v nuepounvia AEng ou avaypdgetal aTn
ouokeuaaia. Mpémel va AneBei pépiuva yia Ty TpocTaacia Twv
eCaptnudTwy ToU KIT SOKIUNAS atmd YoAuvon. Mnv XpnaiIpoToIEiTe
e€aptruaTa GOKIJACTIKOU KIT €0V UTTAPXOUV EVOEICEIS
piKpopiakig HoAuvong f kaBidnong. H BioAoyikr pdAuvon tou
€€oAIgUOU Blavopng, Twv doxeiwy A Twv avTIdpaaTnpiwv
utTopei va odnynaoel o€ avakpifr) amoteAéauara.

7.00nyieg Ao@aAegiag

* Mévo yia emrayyeAuatiki dlayvwaoTikA Xprion in-vitro.

* AlapaoTe TpoaekTIKA TN dladikaaia dOKIPAG TTPIV atmd T
dokipA.

* Mnv XpnOIUOTIOIEITE TO TEQT WETA TNV NUEpounvia Aféng TTou
avaypageTal gTn ouUoKeuaaia.

* Mnv xpnoiuotoleite e¢apripata dokipaaTikoU KIT €Gv n KUpia
OUOKEUATIa €ival KATEGTPAWMEVN.

* O1 dokIpég yivovTal pévo yia pia xprion.

* Mnv pooBértete deiypara otnv mepioxr| avtidbpaang (Trepioxn
aTToTEAETUATWV).

* [0 va ammo@UyeTe Tn WOAuven, unv ayyicete Tnv mepioxn
avTidpaong (TTEPIOxT ATTOTEAEGUATWY).

* Amouyete Tn dlaoTaupolpevn pdAuvon Twy delypdTwy
XPNOIHoTIoIWVTaAG Evav VEO OwARva eEaywyng yia kaBe AngBév
Oeiypa.

* Mnv avTikaBI1oTaTe A avauelyvUieTe eapTiuaTa amo SIaQopeTIkd
KIT QOKIMIAG.

« Mnv xpnoiuotoleite To buffer eav €ival amoxpwUaTIGUEVO
BoA6. O amoxpwyatiauds A n BoAdTNTa pTTOpPEi Va gival onuad
pIkpoBIakig poAuvang.

* Mnv Tpwre, Tivete 1 kamvilete aTnV TIEPIOKT GTTOU XElpidovTal
deiypaTa Kal KIT SOKIYAG.

* Gopare TPOCTATEUTIKA poUxa OTTWG TTAATA EpyaaTnpiou,
yavTia yiag xpriong Kai TpoaTATEUTIKA TwV JATIWV KATA TOV
TPOCDIOPIoHG DEIYUATWVY.

* XelpIOTeiTE OAA TA deiypaTa 0AV VO TIEPIEXOUV HOAUCHATIKOUG
TApAYOVTEG. TnpEiTe TIC KABIEPWUEVES TIPOPUAGEEIS yIal
pikpoBiohoyikoUg KIvdUvoug o€ OAEG TIG B108IKATiES Kall TIG
TUTTIKEG 0dnyieg yia TV KaTdAANAN amdppiyn delypdTwy.

* Mepaitépw emecepyacia delyudtwy kai diayeipiaon aobevwy Ba
TIPETTEN v 0KOAOUBOUV TIG TOTTIKEG 0BNYiEG Kal KavOVIaHOUgG
COVID-19.

* To KIT dokIpAg TrepIéxel TTpoidvTa (wikAG TTpoéAeuang. H
TTOTOTIOINUEVN YVWOT TNG TIPOEAEUTNS KAl / 1} TNG UYEIOVOUIKAG

katdoTaong Twv {wwv dev eyyudral TAfPWG Ty amouaia
METABOTIKWY TTaBOYOVWY TTAPAYOVTWY. ZUVIGTATAI ETOUEVWG
QuTé Ta TPOidVTa va avTIPETWTTICoVTal WG duvnTIKA JOAUGHATIKG
Kl va avTIJeTwTiCovTal GUUQWVa [E TIG GUVABEIS TIPOQUAALEIS
Q0QOAAEIQG (TT.X. UNV KOTATTIVETE ) EICTTVEETE).

* H Bepuokpaacia ptropei va £TTnNpeaasl apvnTika Ta
QTTOTEAETATA TWV DOKIMWV.

* Ta xpnaigotroinuéva UAIKG SOKIUNAG TIPETTEI va ATTOPPITITOVTA
oUUQWVA g TOUG TOTTIKOUG KavovIaUoUC.

Piviko Seiypa:

* Eivar anuavtiké va Aappavere 6ao 1o duvaréy TepIoadTepn
€kkplion. Eioayete T0 oTuAeS GTO pouBouvi.

* 2mpwére ammahd 1o GTUAES WExpl va emiTeuyBei n avtioTaon aTo
ETTTTEdO NG PIVIKAS KOYXNGS (Ewg 2,5 cm aTo pouBolvi).

* [MepioTpéyte 10 GTUAES 5 QOPES GTO PIVIKS TOiXWWA YIa va
BePaiwbeite 611 GUMEYOVTAI TGO N BAévva 600 Kal Ta KUTTAPA.
* ApaipEaTe apyd TO OTUAES eV OUVEXICETE va TO TTEPIOTPEPETE.
« Emravahdpete autiv 1 diadikaaia yia 1o Ao pouBolvi
XPNOIHOTIOIWVTAG TO iB10 OTUAEO yia va dIacQaNicETE 6TI 0
ETTOPKNS Oykog deiypaTog UANEYETAI KAl aTTO TIG QU0 PIVIKEG
KOINGTNTEC.

LTolaTo@apuyyiko deiypa:

* Eloaydyete amaAd Eva ammoaTelpwiévo aTUAES aTo Qapuyya
KOl GUAAECTE eKKpioeIg BoupTaiCovTag TO OTUAED APKETEC QOPEG
0TO KOKKIVWTTIO 0TTigB10 @Aapuyya Kai aTig U0 TTAEUPES TNG
apuydaAng. AogUyeTte va ayyileTe TN yYAWGGa, Ta d6VTIa KAl T
oUAa.

Pivogapuyyiké deiypa:

* EioGyerte T0 aTUAEd GTO pouBouvi, TTapaAAnAa e Tov
oupaviagko (dx1 TTPog Ta TTAvw) PEXP! VA EUQaVITTEL avTioTaon A
n améaTaon gival I0odUvaun e QUTHv aTTé TO auTi WG TO
pouBouvi Tou aoBevoUg, UTTOdEIKVUOVTAG ETTOQN HE TOV
pIvo@dpuyya.

* Tpiyte amaAd kal yupioTe 10 0TUAES. AQrOTE TO OTUAES OTN
BEaN Tou yia apPKETA DEUTEPOAETTTA IO VO OTTOPPOYPHTETE
EKKPIOEIG.

* ApaipéaTe apya 1O OTUAEO eV TO TTEPICTPEPETE. Tal dEiypaTa
MTTOPOUV va gUAEXBoUV Kai aTrd Ta dUo pouBolvia
XPNOIHOTIOIWVTAG TO iB10 OTUAEO, OAAG Bev gival amapaitnTo va
oUMEyovTal deiypata kal armo Ti¢ U0 TTAEUPEC €AV TO AKPO
KOPEOTET e Uypd aTmd TV TTPWTN GUAAOYT).

Inpeiwon:

+ XpnalyoTroleiTe udvo emypiouara omé OUVBETIKES iveg uE
TAQOTIKOUG Ggoveg. Mnv XpnaIHOTIOIETE ETTIXPITHATA AAYIVIKOU
aofeariou ) emixpiopara pe EUAIVoug atoveg, Kabwg evaExeTal
Va TIEPIEXOUV OUTIES TTOU aTTEVEPYOTTOI0UV OPIGHEVOUS 100G KAl
avaoTEAouv TrepaITépw dOKIWEG.

* Ta deiypaTa emixpiouarog Ba TpETel va eAEyXovTal T
OUVTONGTEPO duvaTO PETA TN GUAAOYT|. XpNOIHOTTOIACTE
mpoo@ata guleypéva deiypata yia BEATIOTN amddoan SOKIPAS.
* Eav bev eheyxBei apéowg, Ta deiyparta emypiouaTog ymopouv
va amoBnkeutolv o€ Péoa Petapopds 1wv (VTM) xwpig
pETOUTIWTIKOUG TTapdyovTeg aToug 2-8 ° C yia 24 wpeg petd T
ouMovyn.

* Méoa peTagopag 1wv (VTM) xwpig JETOUTIWTIKOUG
TapayovTeg, kabwg kar VTM 1rou Tepiéxouv TTapayovTeg
aTevepyoTToinong 1wV agioAoyolvTal e T dOKIUr UTTopolv va
XpNnoiyotoInBouv Katd Tnv amobrjkeuan delyUaTwY yia TV
€TTakOAoUBN avixveuan avtiyovou XpnaIHOTIOIWVTAG TN OKIYN
NADAL® COVID-19 Ag. Mpokeiuévou va ETTNPeaaTei n



euaiodnaia 600 1o duvardv AiyoTepo, GUVIGTATAI XOUNAGS GYKOG
VTM (éwg 1 mL) H diadikaaia doKIuAg Kard Tn xpron pEcwy
peragopdg 1wv (VTM) diariBetar EexwpioTd:

* K&TW ammo Tov akéAouBo oUvOETHO:

https://www.nal-vonminden.com/en/vtm-ifu

* KatémIv aimjuarog ato +49 941 29010-0 A
info@nal-vonminden.com
* Mn xpnoiyoTolgite deiyuara ou gival Tpo@avwgs HoAuapéva
ME ipa, KaBwg UTTopei va ETTNPEATE! TN PON TwV dEIYUATWY Kal
va 0dnynoel o€ avakpipr) amoTeAEaUaTa TWV OOKIUWY.
9. Aladikacoia E§éraong
®épre I dokIpEg, deiypara, pubpIoTIKG didAupa Kai / )
Xeiprothipia o€ Bepokpaoio dwyariou (15-30 ° C) wpiv amd
™ SOKIpA.
1. TotroBeTACTE évav kaBapd cwAva eEaywyng pe Tnv évaeien
T0U agBeVOUC A Tov EAeyX0 TOUTATNTAG
oTnv KaBopiauévn TepIoxn TS BAKNG
TOU avTIdpacTNpiou.
2. Avakaréwte ammaAd 10 pubuIoTIKG
TIEPIOTPEPOVTAC TTPOTEKTIKA TNV
QUTTOUAQL.
3. Kparwvrag Tnv autrouAa kabeta
TAvW a6 Tov OWARVA Kal Xwpig va
ayyiete Tv dkpn Tou cwAAva,

0deIG0TE OAO TO TTEPIEXOMEVO TNG

mECOVTAC TV WEoQ OTOV DOKIJOOTIKG

OWwAAva.

4. EioayAyeTe TO OTUAES LE TO

OUMeypévo deiyua aTo owAva.

MepIoTPEWTE TO OTUAEG KAl TTIECTE TO

10-15 @opég aupTIECOVTAG TO TOIXWHA TOU
owAnva e€aywyng TTavw oTo ATUAES YIa va eEayayeTe Ta
QvTIYOVa TTOU TIEPIEXOVTAI OTO GTUAEO.

5. ApaipéaTe 10 GTUAED, TECOVTAG TO 0TABEPA TTAVW GTO
ToiXwia Tou cwAAva yia va ameAeuBepwaeTe 600

T0 duVaTOV TTEPITTOTEPO UYPO. ATTOPPIYTE TO

OTUAES CUPQWVA PE TIG 0DNYIES YIa TO XEIPIOHO
MOAUGHOTIKWY TTApay6VTwV.

6. ApaipéaTe TV KagETa SOKIUNAS amo T Brkn
aAoupiviou Kal XpnoIUOTIOINGTE TV TO

ouvTopéTEPO duvaTod. Ta KaAUTEpa ammoTeAéopaTa

Ba emireuyBouv €av n dokiur TpayuaToTToInBEi

QUECWG PETA TO Avolypa NG BrAKNG aAoupiviou.
Emionudvere Tnv KaoEta doKIUAS e Tov aaBevn 1) TNV TauTdTNTA
eAEyxou.

7. TomroBem0TE TN dOKIUACOTIKA KAOETA OE

kaBapr| kai ETTTTEDN ETIPAVEIQ.

8. ZuvdEaTe Eva OTOYOVOUETPO OTO GWARVA

e€aywyng, avaoTpEWTE TO GWAAVA Kal

HETOQEPETE 2 OTAYOVES TOU EKXUMIOHEVOU

dlaAlpaTog aTnv utrodoxn deiyparog (S) Tng

KOoETag SOKIYAG.

9. ZekIvAOTE TO XPOVOLETPO.

10. MepIPEVETE VO EPPAVIOTOUV O EYXPWLES
ypaupég. AlapaaTte 1o amoTEAETHa TNG
OOKIUAG HETA aTTO aKpPIBWG 15 Aetrtd. Mnv
£PUNVEUETE TO ATTOTEAEOA PETA ATTO
TEPIOOOTEPA aTTO 15 AETTTA.

OeTIKO:

AUO XpwUATIOTEG YPAMMES EPQAVICOVTAI OTO TIEPIOXT)
amoteAeapdaTwy. Mia ypappn epeaviletal oTo TePIOXN YPOUUAS
eAéyxou (C) kai n AN ypapun epeavicetal atnv TEPIOXA NG
ypappng dokipng (T).

Inpeiwon: H évraon xpwparog otny mepioxh TG ypauung
dokipng (T) evdéxetal va TToIKIAEI avaAoya e TN GUYKEVTPWOTN
TWV avToyOvwv VOUKAEOTTpWIEIVWY 10U SARS-CoV-2 oo beiypal.
OmoiadfToTE aTOXPWAN XPWUATOS GTNV TIEPIOXT TG YPAMMAS
dokipng (T) Ba mpémel va Bewpeital BeTikd amotéAeoua. AGBeTe
uTTOWn 6T TIPOKEITAI YIa TIOIOTIKG TEOT HOVO Pl

kol Oev uTropei TpoadiopioTe T
OUYKEVTPWAT TOU avaAuTtn aTo deiypa.
ApvnrTiké: Epgaviletal pdvo pia £yxpwin
ypapun Ty mepioxn Ypappng eAéyxou (C).
Aev ep@aviletal XpwuaTIoTA ypauun oTnv
repioxr) dokiung (T).

Mn éykupo H ypapur| eAéyxou (C) dev
ep@aviletal. AmoteAéopara amé
OTTOIAdNTTOTE OKIMI) TTOU BEV EXEI
TTapAyel pia ypauun eAéyxou oTov
KaBopIopévo Xpdvo avayvwang TIPETTEN
va gival amoppitretal AlapdoTe 10
dladikaaia kal emavaAdpete T GOKIN :
e éva véa DOKIPAOTIKY kaoéta. EGv 1o TPOBANQ eTTIHEVEL,
OlaKOWTE TN XPrAON TOU TEQT KIT AUECWG KAl ETTIKOIVWVAOTE HE TOV
dlavopéa.

Avetrapkng dykog deiyparog, eo@alpévn diadikacia AsiToupyiag
i} o1 dokIpEG TToU £xouv AREel ival o1 o TIBaVES aITieS yia T

QTTOTUXi0 EUPAVIONG TNG YPAUMAG EAEYXOU.

‘Evag eawrtepikdg d1adIKaoTIKAS EAeyxog TrepiAauBaveral aTnv
KaoéTa doKIUAG:

Mia Eyxpwun YPOUMA TTOU EUQAVICETAI OTNV TTEPIOXNA YPAMMNS
eAéyxou (C) Bewpeital eawTepIKOS DI0BIKATTIKAS EAeYXOG.
EmiBeBaiwver emapkr| 6yko deiyuaTog, Emapkn pot hepBpdvng
Kal owaTr TEXVIKN dladikaaiag. H kaAf epyacTnpIaKn TTPOKTIKA
(GLP) ouviotd T xprion UNIKwy eAEyxou Yia va OIao@aNIOTE] N
oWwaoTA aT6doCN TOU KIT SOKIUAG.

12.Mepropiopoi

* To NADAL® COVID-19 Ag Test mpoopiletal puévo yia
ETTAYYEAUATIKA in-vitro S1ayvwaTikr xpron. Oa mpémel va
XPNOIOTIOIEITAI YIO TNV TTOIOTIKY| AViXVEUOT QVTIYOVWY
voukAeoTTpwreiviwy 100 SARS-CoV-2 udvo ae avBpwmiva pivikd,
PIVOQAPUYYIKA Kal aTOPATOQAPUYYIKA deiypara. Oute n
TTOCOTIKN TIUA OUTE 0 pUBUGE aUgnong / peiwong TG
OUYKEVTPWAONG TwV avTIyovwy VOUKAEOTTpWTEIVWY 100 SARS-
CoV-2 pmopouv va TpoadiopioTolV e auTd TO TTOIOTIKG TECT.

* H dokipur) NADAL® COVID-19 Ag avixvelel pévo Ty Tapouaia
avTiyovwy voukAeotrpwreiviv 100 SARS-CoV-2 oe deiypata Kal
Oev TIPETTEI VA XPNOIUOTIOIEITAI WG TO HOVADBIKO KPITAPIO VIO TN
diayvwaon tou COVID-19.

* Téoo Biwaipor 6o kai un Biwaiyor 10i SARS-CoV-2 ptropouv
va avixveuBouv xpnaiuotroiwvtag 7o NADAL® COVID-19 Ag
Test.

*O1 evoTNTEG «ZUANOYA KOI TTPOETOINaTIa DEIYHATWVY KABWG Kal
«Aiadikaaia dokiuic» pEmel va akohouBoUvTal aTevd Katd T
dokipA. H un mpnon Toug utropei va odnyroel o€ avakpipn
amoTeAéopaTa TWY dOKIPWY, ETTEIDA N GUykEVTPWAOT avTiydvou
070 OTUAEO e€apTdral o€ peydAo Babud amd ) owaoTh
diadikaaia.



* Omwg Pe dAeg TI¢ dlayvwaTikéS CeTAOEIS, OAa Ta aTroTeAéopaTa
TTPETTEI VA EPUNVEUOVTAl OE GUVBUAOUO PE AANES KAIVIKES
TAnpogopicg TTou d1abéTel 0 yIaTPOS.

* Katda ) didipkeia g pdAuvong SARS-CoV-2, n uykévipwan
TWV QVTIYOVWV VOUKAEOTTPWTEIVWY 100 UTTOPET VA TIETEI KATW
a6 T0 6pI0 avixveuang TG SOKIUAG.

* Edv 10 ammotéAeopa TG SOKIUAG Eival apvnTIKG Kal Ta KAIVIKG
OUNTITWWATA ETTIPEVOUY, GUVIOTATAI TTPOOBETOG EAEYXOC LE
xpnon dMwv kKAivikwv uebddwv. Eva apvnrikd amotéAeopa dev
amokAegiel ava mdoa aTiyuf Tnv mBavétnta pdAuvong amo
SARS-CoV-2 kai 8a mpémel va empBefaiwbei uéow popiakou
TpoadiopiouoU.

+O1 BETIKES Kal ApVNTIKES TIPOYVWOTIKES TIUES ECAPTWVTAI OF
peyaho BaBuod amd Tov emmoAacuo. O ToTIKAG eTTITTOAACUOG
TIPETTEI VO AAUBAVETAI UTTOWN KATA TV EQUNVEI Twv
OTTOTEAEOPATWY TWV BIaYVWOTIKWY OKIMWY.

*Ta BeTika amoteAéapara dev ATTOKAEIOUV GUV-AOIMWEEIG HE GAAT
mraBoydva (1r.x. 16¢ ypitnc A/ B).

13.Avapevopeveg Tipég

Ta nkd owyaridia SARS-CoV-2 ouvrBwg UTTapxouV OTIG
avarveuaTikéG 0dous aaBeviv pe COVID-19. ‘Eva Betikd
amotéAeopa TG doKIUAG UTTopEi va Beitel pia otgia Aoipwen. O
OUYKEVTPWOEIC IV aTa deiyuaTa pIvIKoUu, pIvoeapuyyikoU Kal
OTOMATOQPAPUYYIKOU ETTIXPICTUATOC UTTOPET VO TTOIKIAOUV KATA T
DIGpKeIa TNG VOOOU Kal eVOEXETAI VO TIETOUV KATW aTTd T0 OpI0
aviyveuang Tayeiag e€étaong, TapoAo Tou o1 agbeveic
e¢akoAouBolv va ep@avidouv cuutTwaTa. AvTifeta, o 16¢
PTTOPET VO CUVEXITEI Va €ival aVIXVEUTIUOG yia PEYAAQ XpovIKA
dlaomiuara akdun Kai oe aaBeveig Tou avappwvouv. H
mBaveTNTa HOAUCUATIKOTNTAG TWV EEETACOEVIV OEV PTTOPET Va
OTIOKAEIOTEI is idoi 10 GiVHTIKd anon)\éoiam TWV 60K|i(bv.
14. XapakTnpIioTIKA ATTodooNng

KAiviki amrédoon

AlayvwoTiKi evaigdnaia kai e181KOTTA

To teat COVID-19 Ag® g NADAL agiohoynenke pe KAIVIKG
deiypara Twv oToiwv N kardaTtaon empBeBalwdnKe We T XPAON
RT-PCR (C: eupocg Betiko: 20-37 H euaioBnaia uohoyiaTnke yia
70 £0p0G aTmd UYNAG £wg peaaio 11kd goprio (Ci 20-30) kal amé
uynAd £wg TTOAU XaunAo 1iké goprio (C; 20-37). Ta
amoteAéopara Trapouaiddovtal

aTOUG aKGAOUBOUG TTIVAKEG.

RT-PCR, C: 20-30

Positive
Positive 120

:

123

MNegative Total

NADAL® 0
COVID-19 Ag

Test

161
161

Total

AlayvwoTikr euaioBnaia(C; 20-30): 97,6% (93.1% - 99.2%) *
Zuvohikn oupgwvia(Ci20-30): 98.9% (96.9% - 99.6%) *
AlayvwoTikn €101kétnTa >99.9% (97,7% -100%)

*95% d1dotnua eummaToolvng

RT-PCR, C: 20-37
Total
150

Positive Negative
NADAL®
COVID-192 Ag

Positive
Test 138

5
348

AlayvwaoTikA evaigbnaia(Ci20-37): 80,2% (73.9% - 83.5%) *
ZUvoAiKr) aupgwvia(C;20-37): 89.4% (85.7% - 92.2%) *
AlayvwaTikn €101kdtnTa >99.9% (97,7% -100%)

*95% &1GoTnpa eumaToolvng

Mpokelpévou va Oeifel TNV 10XUPRA €6apTNON TG DIAYVWOTIKAS
guaioBnaiag amé 1o 11IKG POPTIO, O TTAPAKATW TrivaKAG deixVel
TV evaioBbnaia yia diagopeTika eupn Tipwy Ct tou PCR
avagopdg:

Cy range Sensitivity

20-25 97.12%

97.56%
96.21%
85.71%

20-30

20-32

20-35

20-37 80.21%

NaBete uttdwn 611 o1 TIPEG Cr evhéxeTal va dIAQEPOUV PETALY
dla@opeTikwy guoTnuaTwy PCR aTny id1a GUYKEVTPWGT 1WV.

Ze pia emmmAéov peAétn, 1o NADAL® COVID-19 Ag Test
agiohoynBnke pe kAvikG deiypaTa pIviKoU ETTIXQICUATOC TWV
otoiwv N karadataon emBefaiwdnke xpnaipomoiwvrag RT-PCR.
Ta amoteAéopara TTapouaIddovTal TovV TTOPAKATW TTiVAKA.

Negative

NADAL®
COVID-19 Ag
Test

Positive

AlayvwoTikA euaiobnoia 90,2% (78.6% - 96.2%) *

AlayvwaoTikn €101k6TNTa >99.9% (96,5% -100%)

ZUvoNIKr aup@wvia 97.2% (93.2% - 98.9%) *

*95% d1GoTnua ummoToolvng

Oplo avixveuong

To épio avixveuang g dokipnc NADAL® COVID-19 Ag eivar 2 x
1024 TCIDso / mL ka1 TpoadiopioTnke pe EAeyxo SARS-CoV-2 pe
yvwaoTa TiTAo 100.

To épio avixveuong Tou NADAL® COVID-19 Ag Test €ivai 0,4 ng
I mL yia avacuvduaaouévn voukheompwreiv SARS-CoV-2.
MapepParAopeveg ouaieg

O1 ak6MouBeg ouaieg, TTou GUVABWS UTTAPYXOUV O€ AVATIVEUOTIKA
Oeiyuata A TexvnTa €l0dyovTal TNV avaTveuaTIKr| 090,
agioAoynonKav OTIC CUYKEVTPWOEIG TTOU ava@EPOVTaI TTOPAKATW
kai Oev £6e1av kapia apépupacn oo NADAL® COVID-19 Ag Test.

ZUyKévT Zuykévp
pwan won
3 pIviké omrpél FouaiakoAn
10% YAukepuA 20 mg/mL
oTC ,
afépag
3 OTC oTopaTIK 0 . 0
SiahdjiaT 10% BAevvivn 1%
3 OTC vypa 0 . 250
ovoAaoy 10% Momipokivn uglmL
4- 10 .
aketapidopaivoAn| mg/mL Oguperaodivn | 10 mg/mL
AKETUAOGOAUKIA 20 .
IK6 00 mgimL Qaivuhegppivn | 10 mg/mL
. 20 ®aivuhomrpotav
AABoutepOAn mgimL oAapivn 20 mg/mL
XAwpogavipapi 5 mg/mL ReIenza@ 20 mg/mL
i (SavapBip)
Aegapebalévn | 5 mg/mL Piyavradivny 500 ng/mL
. Tamiflu® 100
AcgrpopeBopeavn | 10 mg/mL OoeAtapiBion ng/mL
Aipaivudpapivn | 5mg/mL | Toumpapukivn | 40 ng/mL




HAekTpIKA

SoSuhapivn 1mg/mL | TplopkivoAévn | 14 ng/mL

®Aouivioodidn | 3 mg/mL

AlaoTaupolpevn avTIdPAOTIKOTNTA

Aokipdotnkav deiypata pe Ta akéAouba Traboybva
xenoiuotolwviag 1o NADAL® COVID-19 Ag Test:
HCoV-HKU1, HCoV-0C43, HCoV-NL63, HCoV-229E, measles
virus, Streptococcus pneumoniae, Epstein-Barr virus, Bordetella
parapertussis, influenza A (HIN1) pdm09, influenza A (H3N2),
influenza A (H5N1), influenza A (H7N9), influenza A (H7N7),
influenza B Victoria lineage, Influenza B Yamagata lineage,
Haemophilus influenzae, Candida albicans, Mycobacterium
tuberculosis, respiratory syncytial virus, adenovirus,
parainfluenza virus type 1, 2, 3, human metapneumovirus,
rhinovirus, coxsackievirus type A16, norovirus, mumps virus,
Legionella pneumophila, Mycoplasma pneumonia, Chlamydia
pneumonia, Streptococcus pyogenes, Streptococcus agalactiae,
Streptococcus group C, Staphylococcus aureus.

Aev Tapartnerénke dlacTaupoUuevn avTIdPACTIKOTNTA e Ta
Oeiypara kard n dokiun xpnaoipotroiwvtag T dokiui NADAL®
COVID-19 Ag.

Axpifeia

EtravaAngipétnTa Kol avatrapaywyluotnTa

H akpiBeia kaBopiotnke dokipalovtag 10 avriypaga apvnTiKwy,
XaUNAWY BeTIKWY Kal upnAwy BETIKWY HapTipwv.

H avamrapaywyidotnta kaBopioTnke e doKIUA TPITTAWY
apVNTIKWY, XaunAwv kal upnAwv BeTikwy paptupwy. O EAeyxog
TpayuaTotoIfBnke ammd 3 EIPIOTES XPNOIUOTIOIWVTAG 3
ave¢aptnreg maptideg dokiuic NADAL® COVID-19 Ag ¢ 3
O10QOpPETIKEC TOTTOBETTEC OE 5 EEXWPIOTES NUEPES.

H dokiur) NADAL® COVID-19 Ag amédeite atmodekTn
emavaAnyigotnTa kai avamapaywyiudtra. O apvnTikéS Kal
BeTikéC TINEC TTPOCBIopioTNKAY CWOTA> 99% TOU XPOVOU.
15.BifAioypagia

1. Cui J, Li F, Shi ZL, Origin and evolution of pathogenic coronaviruses,
Nat Rev

Microbiol 2019; 17:181-192.

2.5u S, Wong G, Shi W, et al, Epidemiology, genetic recombination,
and pathogenesis

of coronaviruses, TrendsMicrobiol 2016;24:490-502.

3. Weiss SR, Leibowitz JL, Coronavirus pathogenesis, Adv Virus Res

2011; 81:85-164.
Rev. 2,2021-02-02 OM

nal von minden GmbH

Carl-Zeiss-Strasse 12 » 47445 Moers * Germany
www.nal-vonminden.com ¢ info@nal-vonminden.com
Fon: +49 2841 99820-0 » Fax: +49 2841 99820-1




