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REF| V13XX

RAPID TEST

Ag 2019-nCoV

Lateral Flow Test |

MNa tnv avixveuon tou avtiyévou Tou SARS-CoV-2
gg avBpwITIva PIVIKA 1) PIVOQAPUYYIKG deiypaTa.

Auté 10 Lateral Flow test kit karaokeuaetal ammd
Tnv ProGnosis Biotech S.A. kal cuppop@wveTal pe
TIG aTraiToelg Tou TpoTuTTou EN ISO 13485:2016

KpiveTal atrapaitnT NON TNE OUYKEKPIUE-

vng £€k8oang Tou @UAAOU SeSopévwyv TOU TTPOI-
OvTOG 10 OTroio eEocwkAEgieTal oTO kit.

To Rapid Test Ag 2019-nCoV, V13XX, eival £va
TroioTIkO Lateral Flow test pe o1éxo tnv avixveuon
avtiyévou Tou SARS-CoV-2 o€ pivikd A pIvoga-
PUYYIKO dgiyua.

To Lateral flow kit Trepi€xel 6Aa Ta avTidpacTripia
TTou gival atrapaitnTa yia mn Pébodo.

Acgiypa: Piviké 1 pivogapuyyikd eTtixpioua

. Mévo yia xprion ato emmayyeAuaTieg
« Mévo yia in vitro diayvwaoTik Xpron

. To Rapid Test Ag 2019-nCoV eival pia guaigbntn
MEBODOG eAéyxou yia Tnv avixveuon Tou SARS-CoV-
2. Ta amoteAéoparta dev PTTopoUv va XPNOIPOTIoIN-
Bouv wg To Povo PEoo yia Tn didyvwaon Tou 10U A yia
Tov KaBopIigud Tou aTadiou TNG Aoinwéng.

« ApvnTiK@ atroTeAéoparta dev aTTOKAEIOUV TNV JOAUvVON
amé SARS-CoV-2

. To teoT pétel va die€ayetal MONO arrd emrayyeApa-
TiEG UYEIOG KA 10TPIKO TTPOCWTTIKO.

« Xpbvog pebddou: 15 AeTrTd
« Aidpkela (wng: 12 prveg
. AtroBrikeuan: 4-30°C



1. Nepiypapn

To Rapid Test Ag 2019-nCov eivai pia TroioTikiy avogohoyikr péBodog lateral flow n omoia oxedidoTnke
yia va avixveUel TNV Trapouaia 1| atrouadia TG Tpwreivng Tou voukAeokawidiou (NP) Tou SARS-CoV-2
o€ GUETO PIVIKO 1) PIVOPAPUYYIKS ETTiXpIoPA. To avTiydvo (TTpwrteivn Tou voukAeokayidiou, NP) avi-
XVeEUETal Katd Tn dIdpKela TNG o&eiag aong Tng Aoipwgng.

2. Apxn pe@odou

Ze auTté TO TEOT, avTiowyata €1BIKA yia TNV NP eival avoooka®nAwpéva otnv Jwvn avixveuong (test
line) Tng pepBpdvng vitpokuTTapivng. Katd Tn Sidpkeia Tou TEOT, avTiydva Tou 10U Trou BpiokovTal oTo
Seiypa, avridpolv pe €IBIKA AVTIOWHATA TTOU BPIOKOVTAl TTPOCPOPNUEVa O CwHaTidIa KOAOEIDN
Xpuoou. KaBwg To deiypa aveBaivel atnv pepPfpavn Ba avnidpdoel pe Ta avriowparta g Jwvng
avixveuong oxnuati¢ovrag pia Jwvn. H gupavian opatig éyXpwung ypapunig otnv Béon Tng {wvng
avixveuong utrodeikvuel BeTikd amoTéAeapa. Qg évdeign éykupng Asiroupyiag Tou TeoT, Ba eppavideTal
TavTa pia €yxpwiun {wvn atn Béon eAéyxou (control line).

3. Elcaywyn

Tov Aekéuppio Tou 2019 évag véog kopovoidg (SARS-CoV-2) apxioe va TTpoaBdAel pe Tayeia eEATTAW-
on karoikoug Tng OANg Ouxdv aTtnv emapyia Xoutrél otnv Kiva, ue cupTTwpara Tveupoviag. O 16g
Tépace ypriyopa Ta olvopa TNG XWPOG ME ATTOTEAECHA  ekaToppUpla eTBeRalwpéva Kpolouata
Traykoopiwg. O péoog Xpdvog ETTWACNG TOU 10U gival oI TTEVTE PEPEG UE TA CUNTITWHATA va epavigo-
vTal péXpl kal 12 pépeg amd Tn poAuvan. Ta o KOIVG CUPTITWHATA oUpgwva Pe Tov MNMaykoopio
Opyaviopo Yyeiag €ivar Tapdpolia pe GAAEG avaTTVEUOTIKEG VOOOUG Kal TIEPIAAUBAVOUV TTUPETO, Enpd
Brixa kai kdTrwan. O 160G peTadideTal KUPiWG PEOW TwV aTaYoVIDiWV TNG OTOHATIKAG KAl PIVIKAG KOIAGTN-
Tag Kard Tn didpkeia opiAiag, Brixa i kar eTapviopaTog.

O1 kopovoioi gival 10i pe TePiBANpa (PdkeAo), pe yovidiwpa éva povokAwvo RNA BeTIKrG(+) TTOAKOTN-
Tag Kal atmoTeAoUvTal aTrd apKeTEG TTPWTEIVEG pE KupidTePES TIG Spike (S), Envelope (E), Membrane (M)
kai Nucleocapsid (N) (eikéva 1).

Spike Protein (5) Envelope Protein (£)

Eikéva 1. SARS-CoV-2 Aopn kai
RNA——) | Hopiakoi Oeikteg. Ta o Kové

AR O A G | avTiyéva Tou 100 TrEpIAapBavouV
TIG TTpwTEiveg spike, envelope, Kai
nucleocapsid.

O1 kUpleg pEBOBOI avixveuong Tou 10U gival n Hoplakry (avixveuon yeveTikoU UAIKoU) Kal n avixveuon
avTiyévwy. H pwreivn Tou NoukAsokayidiou (Nucleocapsid Protein, NP) gival n o d@Bovn mpwreivn
Tou 100. KaTd Tn didpkela TnG cuvappoAdynong Tou 100, n NP evvetar pe 1o 11ké RNA kai oxnuartidel 1o
eNIKOEIBEG voukAgokaidlo. H NP eival n 1o avoooyévog atré Tig IIKEG TTPWTEIVEG Kal GUUHETEXEI OTNV
avTiypa@h Tou 1IKoU YOVISIHATOG Kal 0TNV KUTTApIKR onuartodétnon. Adyw Tng cuvinenTikéTNTag Kai
aTaBepoTNTAg TNG aAANAouXiag TNG TIPWTEIVNG Kal TG 1I0XUPig avoooydvou dpdong Tng, XPNOIHOTIOIEi-
Tal EUPEWS WG DIAYVWOTIKG EPYaAEio.

4. Mop@ég TnNG SoKIPNRg
To Rapid Test Ag 2019-nCoV eivai diaBéoipo o€ 500 SIAPOPETIKEG HOPPEG:
e H popn oTik: repIAapBavel Ta oTIK g€ éva gialidio

e H popen kaotrag: mepIAapBAVEl Ta OTIK JEoA O€ pia TTAAOTIK Brikn (KaoéTa)
Kai o1 300 pop@ég €Xouv Ta idIa XApaKTNPIOTIKG, PE uovn Siagopd Tov TpdTTo Sie§aywynig TNG SOKIUAG.
AuTég o1 0dnyieg XprioNg IOXUOUV Yia OTTOIAdNATIOTE EUTTOPIKN ava@opd Tou Trpoidvtog: VI3XX.YYY

5. AvTIBpaoThipIa TToU TTapéxovral 3 )
5.2 Mop@n kaoétag

5.1 Mopen oTiK
Vv1310/ V1301 (V1302|V1304 (V1320 | V1340
30
MepI€KTNG pE BlayvwaoTIKG TEOT 4 Zuokeun SokipAg 1 2 4 20 40
|(oTIK) MrroukaAi pe didhupa _ R R 1 Py
MTTOUKGAI e BIGAUpa EKYXUAI- 1 ekxUNiong
ang ZaKOUAGKI ao@aAEiag pe
Z0akoUAGKI ao@aAeiag pe 1 OwAnvESG EK)(l'J)\IP‘I]Q Kail - - - 1 1
owArdveg ekxuNiong OTQYOVOUETPNTEG
ZOKOUAGKI agtpaAziag HE ) 1 TpOYEpIoUEVOS CWARVAS 4 2 4 B B
|aTTooTEIpWEVOUG OTUAEOUS ekXUNIONG pe didAupa
OeTIKGG PapTUPAG 1 TaKOUAGKI ao@aAEiag e 4 4 1 4 4
o QTTO0TEIPWHEVOUG OTUAEOUG
ApVNTIKGG HEPTUPaG 1
OeTIKOG PAPTUPAG - - - 1 1
XdapTivn BAon yia owAfveg 1 ——
ekXUANIONG ApvnTikdg pdptupag - - - 1 1
XapTivn Bdon yia owAfveg ~ R R 1 1
ekxUAiong

6. YAIkd 1ToU atraiToUvTal aAAG Sev Trapéxovral
e POAGI 1) XpOVOUETPO

e [dvTia, paoka Kai e18IKa yuaAid

e Aoxeio amdppIYng BIOAOYIKWY ATTOBAATWY

7. O8nyieg amobnkeuong

ATtroBrikeuon Tou KiT peTagl 4 kai 30°C (39.2 - 96°F). Na pnv Tmaywaoel Kavéva atmd Ta TrEPIEXOPEVA TOU
KIT. Zavaoc@payioTe apéowg Ta Pn Xpnolpotroinuéva oTik Péoa oTo doxeio Hadi Pe To §npavTiké UAIKO
TIou uTtdipxel. H nuepopnvia AENg Tou KIT Kal Twv ETTIPEPOUG TTEPIEXOUEVWY TOU avaypd@eTal Ot
ETIKETEG KOl Dev UTTAPXEN £yyUnan TroIdTNTAg PETA TNV AREN Toug. H Afjgn Twv TTpoiévTwy 10Ul Pe TNV
TPoUTI60ecn 6T 6Aa Ta TrepIEXOHEVA atroBnkelovTal KATAGAANAa kal Ta avTidpacTrpia Sev €xouv
€mMOAUVOEi Katd Tn Xxpron Toug.

8. Ao@dAgia Kol TTPO@UAGSEEIS yia T XpRon

8.1 Mpo@uAdgeig yia TNV uyeia Kal TNV aoc@AAgia

Xprion yavTiwy, €IBIKAG TTPOCTATEUTIKAG evBupaciag, yuaNid/udoka TTpoCwWIToU Kal CWOoTAG XEIPIOUOG
oUpQWVa PE TIG ATTAPAITNTEG OPOEG EPYOOTNPIOKES TIPAKTIKEG. TO TIPOIOV TIPETTEI VA XPNOIUOTTOIETaN
HOVO aTro €CEIBIKEUPEVO TIPOCWTTIKO.

AIAXEIPIZH ATOBAHTON : MeTd Tnv ekTéAeon Tou TeOT amropiyTe OAa Ta SelypaTa Kai Ta UNIKE TTou
xpnoigotroinenkav wg amdBAnta BiohoyikoU kivdUvou. H diaxeipion Kai n amdppiyn Twv ammoBARTWY
BioAoyikou kivBUvou akoAouBei TNV ekAaToTE €BVIKR Kai digBvr| vopobeaia.

Katd 1 Sidpkeia delypatoAnyiag, Tuxév avBpwimiva oTayovidia Brixa, @rapviopartog TTpETel va
avTIPETWTTICOVTal oav TOAVWG HOAUCHATIKA KOl VA aTTOAUPAiVOVTal GUECT OAES OI ETTIPAVEIEG.

o Mnv €TTavaypnoIPOTIOIEITAl KaVEVa OTTO Ta TrEPIEXOPEVA TOU TIPOIOVTOG KaBWG eival piag Xprong
poévo.

O1 amooTeipwpévol oTuleoi eival MONO yia Ajyn pivikoU 1) pivo@apuyyikou Seiypatog. ATrogelyetal
n ETTAQr| PE TNV AKPN TOUG.
Mnv TpWTE, TTiVETE R KATIVI(ETE OTO XWPO QUAALNG Kal XEIPIGHOU TwV SEIYHATWY.

OAa ta BeTikd deiypaTta TTPETTEI va akOAOUBOUV TIG TOTTIKEG 0dnyieg Kal ApXEG.

8.2 Npo@uAdgeig oXeTIKG pe TN Sladikacia

ZUpewva Pe To dpBpo 1, TTapaypagog 2B g Eupwmadikrg Odnyiag 98/79/EK, n xprion 1atpotexvo-
Aoyikwv TTPoidvTwy didyvwaong in vitro TPOBAETTETAI ATTO TOV KATAOKEUAOTH IO va e§00@aAIobEi n
KataAANASTNTO, N amddoon Kal N ACPAAEId QUTWY TwV TIPOIGVTWY. ZUVETWG, N diadikacia Tng
HEBODOU, TTANPOYOPIES, TTEPIOPICHOI KAl TTPOEIBOTTOINCEIG TTPETTEl VA akoAouBouvTal auoTtnpd. Aev
emTpémovTal aAAayég oTn Siadikacoia, oUTe n ouvduUaoTIKN Xprion Pe GAAa TipoidvTa. O XxproTng eival
0 p6vog uTrelBuvog yia TéToleg aAAayég. O KaTaokeuaoTrg dev eival UTTEUBUVOG yia WeudH Kal un
£YKUPO ATTOTEAECUATA TTOU TIPOKUTITOUV O€ TETOIEG TTEPITITWOEIG.

MHN XPHZIMOMOIHZETE 10 KIT €dv n ouokeuaoia Twv €§ApPTNUATWY €ival KATEOTPAUPEVN, €AV
UTTAPXEl KATTOIO avTIBPAOTAPIO TTou €xel Afgel 1} v To EnpavTikd UAIKG atrouciddel amd To Soxeio
TIOU TTEPIEXEI TA OTIKG.

‘Oha Ta avTidpaoTripia Ba TTPETTE TIPIV TN XPron va eTTéABouv oe Beppokpaaia dwpariou.

KaAUyTte 6Aa Ta avTidpacTrpia dTav dev XpnoIhoTIoiouvTal.

Mnv avapiyvUeTe kal avTaAAGooEeTe SIAQOPETIKA Seiypata .
Mnv avTaAAGOOETE HEHOVWHEVA QVTIBPACTAPIA HETAGU KIT PE SIapopeTIKOUG apiBpolg TrapTidag (Lot).

9. AsiypaTtoAnyia

9.1 AsiydatoAnyia emiXpioparog peodiag  pIvIKAG
KOIAOTNTOG
Kpatare 10 Ke@aM Tou aaBevy pe omioBia kAion 70 WOIPWY.
Agaipeite évav aTrooTEIPWHEVO OTUAES aTTO TO CAKOUAAKI. Me
atraAf] TIEPIOTPOQIKA Kivnon EIGEPXETAI OTN PIVIKK KOIAGTNTA
(pouBouvi) Tou acBevry (TTepiTTou 2 ekarooTd). MepIOTPEPETE
TOV OTUAES 5 POpEG Kal aaipeiTal alyd. XpnoIJOTIoVTag TovV
idlo oTuAed emavalapPavere v diadikacia kai oTn SedTeEPN
pIVIKA KoIhoTNTa. (Eikéva 2)

9.2 AsiypatoAnyia pivo@apuyyikoU mIXPioHaTOg

Kpardre 10 ke@dAI Tou acBevr) pe omrioBia kKAion 70 poIpwv.
Agaipeite évav aTTOOTEIPWHPEVO OTUAES aTTd TO OAKOUAAKI.

TotroBeteite TOV OTUAEO OTN PIVIKAN KOIAGTNTA TOU aoBevr).
‘Otav @Td0el oTOV OTIOBIO PIVOPAPUYYa OTpiPoyupioTe 3-5
QOpEG kal agaipéoTe amahd. (Eikéva 3)

10. Aladikacia pe6o6dou

10.1 YmoloyioTe Tov apiBud Twv ATTOOTEIPWHEVWY OTUAEWV
TToU Ba XpeEIaoTOUV, CUMPWVA PE TWV apIBUS Twv JeElyHaTwy
TIou B GUMEXBOUV.

10.2 InpeIwoTe TOug OWARVEG EKXUAIONG e Baon Ta deiypara A
Trou Ba cUNeXBOUV Kal pigTe aTayoveg (300 pl) até 1o Sidhupa

€KXUAIONG O€ KABE évav amd autoug péxpl T deUTepn SakpITr
xapayf amd 1 Baon Toug. MPOZOXH: Ztn V1301/02/04 o1
OWARVEG ekXUANIONG gival TIPOYEIOEVOL.

10.3 Metd T derypatoAnyia (BA. evotnTa 9), TOTTOBETAOTE TO OTUAED OTO CWARVA EKXUAIONG, OTPIYOYU-
pioTe évtova mEQOVTag OTa TolxwuaTa yia TepitTou 1 AeTrtd. KaAutepa amroteAéopara AapBdavovtal ammd
MO HIO OTTOTEAETHATIKY KXUAION.

Eikéva 3. Pivogapuyyiké eTmixpiopa

10.4 A@aipéaTe Tov OTUAES TTECOVTAG TIG AKPEG TOU CWANRVA WOTE VA EKXUANIOTE 600 TTEPITGOTEPO UYPO.
10.5 ATroppipTe TOV OTUAES.

10.6 Mop@r| oTik: ToTToBeTrOTE éva OTIK akoAouBwvTag TNV KatelBuvon Twv BEAwV 0TO autokGAANTO,
£101 WOTE va BUBIOTEN N akAGAUTITN TTEPIOXT.

Inpeiwon: Ze TEPITTTWON TTOU TO OTIK TOTTOBETNOEI OTO Seiypa avdmoda To TEOT axpPnoTEUETAl Kal
TIPETTEl VO ETTAVAANQOE.

10.7 Mopen kaoétag: KAgioTe To owAfva e§aywyig pe To otayovopeTpo. Mpoobéate 3 otaydveg ato
KUKAIKO TTapaBupo TG KAoETaG.

10.8 MeTa a6 15 AeTTd TO OTIK pTTOPEi Va SiaBaoTel oTITIKG Kail va agloAoynBei To ammotéAeapa. (Eik. 3)
Inpeiwon: Ta amoteAéopara Sev TPETTEI va agloAoyoUvTal HETA TO TEAOG TwV 15 AETITWV.

OETIKOZ EAEMXOx:
Mopen oTik: BuBioTe T0 0TIk aTreuBeiag oTov owAfva BeTIKOU eAEyxoU.
Mopen kaoérag: Eiodyete To 0TUAES 0TO OwAfva BeTIKOU €AéyXou. ZTn OUVEXEIA, TOTTOBETAOTE TOV
oT0 cwAAva ekXUAIoNG kal akoAouBrioTe T diadikaaia TTou TTeplypa@eTal. (10.3-10.8)
APNHTIKOZ EAEMXOZ:
Mopen oTik: BubioTe T0 OTIK aTreuBeiag oTov owARva apvnTIKOU EAEyXOoU
Mopen kaoétag: Eiodyete To 0TUAES 01O OwARVa apvnTIKOU €AEyXOU. TN OUVEXEID, TOTTOBETAOTE
Tov 010 owAva ekxUAIoNG Kai akoAouBrioTe T diadikaaia Tou TreplypdgeTal.  (10.3-10.8)

11. Epunveia Twv a1moTeAeopaTWV

OeTik6: AUO 0paTég €yxpwueg Jwveg eppavifovial otn ypaupn egétaong (Test line) kai eAéyxou
(Control line). Ymodeikvuel Tnv Utrapgn aviyévou (NP) Tou 100 SARS-COV-2 oTo Seiypa.

ApvnTiké: Mia oparr| éyxpwpn {wvn epgavidetal oTn ypappr eAéyxou. Agixvel 6T N oUykéVTpwon Tou
avTiyévou Tou 100 SARS-COV-2 gival undevikri A KATw a1rd T 6pIo avixveuong TG SOKIUAG.

Mn éykupo: Aev eppavifetal £yxpwun Wvn oTn ypapur eAéyxou avegaptnTa atmod 1o av ePpavigeTal
aTN ypapn egéraong f ox1.

Fpappd Control ()

Fpapp Test (T)

Octiks oeTks Apvnuiks Axupo Axupo

Eikova 4: Epunveia Twv amoTeAeopdTwy
12. Neplopiopoi
e H diadikagia Tou TETT, oI TTIPOQUAGEEIG Kal N a§loAGyNonN TwWV ATTOTEAECUATWY TTPETTEI VO akOAouBoU-
VTal auoTnPd.

Meta Tn delydatoAnyia n ekXUAIOn atro Tov oTUAed va yiveTal To ouvTouétepo duvard. EidaAAwg
HTTOPEi va TTapapeivel oTNV apxIKr Tou CUOKeEuagoia yia 2 wpeg o€ Beppokpacia dwuatiou. Otav
XPNoIHoTIoIEiTal UYPO WETO WETAPOPAG 10U, avaxPnoIUOTIOIEITal O OTUAESS yia SeuTepn eKXUAION
oTov gwArva ekxUAiong pe To buffer Tng Prognosis Biotech. Ze auTég Tig TepITITWOEIG N euaioBnaia
TOU TEOT PTTOPET VO EPPAVIOTET PEIWpEVN ASYw UTTEPBOAIKAG apaiwang Tou delyaTog.

Znueiwon: To uypd PECO UETAPOPAS Va PNV TIEPIEXEI XAOTPOTTIKOUG TrapdyovTteg 6Twg Guanidinium
thiocyanate.

OAa Ta ekxuMiopéva Seiypata TIpETTel va €6eTAJovVTal GUECA. Ze QVTIBETN TTEPITITWON UTTOPOUV va
Heivouv oe Bepuokpaaia dwuatiou 20-25°C (68-77°F) yia 2 Wpeg. e auTh TN TIEPITITWON 0 CWARVAG
€KXUNIONG KAEIVEI PE TO E10IKG KATTAKI TOU XWPIG VO TIETAXTEN O GTAYOVOUETPNTAG.

e To TEOT TIPETTEI VA XPNOIMOTIOIEITaN yIa TNV avixveuon avTiyévwy Tou 100 MONO o€ pIviké i pivoga-
PUYYIKO Beiypa.

H pn owoTA Tpnon Twy kavévwy SelypatoAnyiag, eKXUNIONG Kal EKTEAETNG TOU TEOT EVOEXETAI VO
emnpedoouv TN diadikaoia Kal To €yKUPO ATTOTEAETHA.

Kard n deryparoAnyia va xpnaoigotroiotvral MONO ol atroaTelpwpévol GTUAEOT TOU TIPOIGVTOG.

Karda 1 didipkeia Tng SelydaToAnyiag va atro@euxBei n eTagr] e TTEPIOXEG TNG PIVIKAG KOIAGTNTAG E
TUXOV BAEVVWIBEIG EKKPIOEIG ) QyYEIQ TTOU QIOpPayolV KaBwg PTTOPE] va TTapepBaivouv oTn owoTh
A€ITOUpYia TOU TEOT KAl Va 08NyHooUY 0€ WeUdWs BETIKG ATTOTEAEOHA.

OETIKO aTTOTéEAECHA UTTODEIKVUEI TTapouaia avTiyovwy Tou 100 SARS-CoV-2 aAAd n éykupn didyvwon
NG Aoipwgng Ba TpéTel va yivetal amd €181kO yiaTpd KATOTIV agloAdynong GAWV Twv KAIVIKWV Kal
£PYAOTNPIOKWY ATTOTEAETUATWY KABWS KAl TNV GUUTITWHATOAOYia TOU aoBevr).

ApvnTiKS aTTOTEAECHO PTTOPET VO TIPOKUWYEI AV TO avTIYOVO TOU EKXUAIOUEVOU BeiypaTog ival xapnAd-
TEPO TOu opiou avixveuong Tng peBddou, | av dev €xel TPAyUATOTIOINBEI TWOTH delydaToAnyia Kai
ekXUAION.

O¢TiIK@ ammoTeAéopaTa dev atrokAgiouv TNV pGAuvan Kai atrd GAAo TTaBoydvo PIKPOOopyavIoHO.

To Rapid Test Ag Ba avixveloel avTiyévo atré evepyd Kal aTTEVEPYOTTOINUEVO 16.

13. A6do0on TG avooodoKipaaiag
13.1 AlaoTaupoUpevn avTidpaon

Mpokeipévou va agioAoynBei n diactaupoupevn avtidpacn Tou Rapid Test Ag 2019-nCoV pe dAAa
Tadoydva, Tpaypa-ToTroInenke afloAdynon. Aev BpéBnke kapia dlaoTaupoU-pevn avTidpacn pe
TraBoyéva TTou Ba PTTopolcayv va TTPOKA-AE00UV AOIUWEEIS.

To Rapid Test Ag 2019-nCoV ptopei va epgavioel dlaoTau-poupevn avridpaon pe Tov SARS A Tov
MERS.

Mikpoopyaviopuog Zuykévipwon ATmroTéAeopua
Adenovirus 1x10° PFU/mI Apvnrikd
Astrovirus 1x10° PFU/mI ApvnTikd
Alpha coronavirus 229E 1x10° PFU/mI Apvnrikd
Alpha coronavirus NL63 1x10° PFU/mI ApvnTikd
Beta coronavirus OC43 1x10° PFU/mI Apvnrikd
Beta coronavirus HKU1 1x10° PFU/mI ApvnTikd
Escherichia Coli 0157 6.4x10° CFU/mI | Apvnmikd
Influenza A virus 1x10° PFU/mI ApvnTikd
Influenza B virus 1x10° PFU/mI Apvnrikd

2.5x10° CFU/ImI | Apvnriké
3.6x10° CFU/ml | Apvnmikd

Listeria monocytogenes

Salmonella enteritidis

Streptococcus pneumococcal | 4.2x10° CFU/mI | ApvnTiké
3.6x10° CFU/ml | Apvnmikd

Streptococcus pyogenes

MNivakag 13.1



13.2 MapepoAég GAAwV ouciv

O1 ak6AouBeg ouaieg dev €deigav onuavTikh TTapepBoAr pe Ta ammoteAéopata Tou Rapid Test Ag 2019n-

CoV.
MNivakag 13.2
No | MapepBaAépeveg ouaieg I’;ﬂg:’ UYKEVTPWL-
1 Azithromycin 84 mg/ml
2 Amoxicillin 54 mg/L
3 Albuterol 0.05 mg/L
4 Acarbose 0.3 mg/L
5 Chlorpheniramine 0.8 mg/L
6 Chlorothiazide 27 mg/L
7 Rheumatoid factor 200 IU/ml
8 Triglycerides 1.5 mg/L
9 Hemoglobin 100 mg/L
10 Human Chorionic Gonadotropin Hormone (pregnancy) 10-fold dilution
11 Ibuprofen 219 mg/L
12 | Xylometazoline (Otriven) 10%
13 | Acetylsalicylic Acid 3 mg/ml
14 | Mucin 0.5%

13.3 Opio avixveuong pedodou

To XapnAdTepo 610 TUYKEVTPWONG EVOG avaAUTN TTOU UTTOPET Vo aviXVeuBei e pia péBodo opidetal wg
T0 6plo avixveuong Tng peBddou (Limit Of Detection, LOD). Z¢ auTh TN TIEPITITWON CEIPIAKEG APAICEIG
TOU aTTEVEPYOTTOINUEVOU HE Béppavan 100 XPNoIPoTToIBNKay yia va evioTrioBel To 6plo avixveuong Tou
Rapid Test Ag 2019-nCov. Qg LOD opigetal n cuykévipwon oTny oTroia TTavw atré 1o 95% Twv emmava-
Muyewv €dwoav BeTikd amotéheopa. Ta amoteAéopara 20 emavoAfWewv Ot KABE OUYKEVTPWON

@aivovTal OToV TTiVOKO TToU akoAOUBEi.
‘Opio avixveuong uedédou (LOD): 358.75 TCIDso/mL

Zuykévrpwarn (TCIDsy/ml) | Oemikég emavaAnyeig OTrTIKA a§IoAGYNON ATTOTEAETUATWY
1.15x 10" 20/20 ‘Evrova BeTik6
1.15x 10° 20/20 ‘EvTova BeTIkd
1.15x 10° 20/20 ‘EvTova BeTikd
1.15x 10° 20/20 ‘Evtova BeTikd
5.75 x 10° 20/20 OeTiKG
2.87 x10° 20/20 Oenkd
1.435 x 10° 20/20 Oenkd

717.5 20/20 QeTiKd
358.75 20/20 OeTIkd
179 3/20 Apvnrikd

13.4 ApvnTikn emidpaon upnAig ouykévipwong (High Dose Hook Effect)

Aev TTOPATNPABNKE aPVNTIKA ETTIOPACN UWPNARG CUYKEVTPWONG OF GUYKEVTpwon péxpl Kal 1.15 x 10

7

TCID50/mL Tou amevepyoTroinuévou e Bépuavan 100 SARS-CoV-2 e To Rapid Test Ag 2019-nCoV.

13.5.2 Pivogapuyyikd emixpiopara

MNa tv kAivik amédoon tou Rapid Test Ag Rapid Test Ag Real-time RT PCR

2019-nCoV  egetdotnkav 478 emPBeBaiwUEVa [ 2019-nCoV Gerna | Apvnma | Sovoto

apvnTika kai 135 BeTikG Seiyparta og pivopapuy-

YIKO eTriXpiopa pe T péBodo Tng real time RT Oerikd 129 2 131
PCR (SARS-COV-2 R-GENE® Biomerieux, ApvnTiké 6 476 482
RNeasy Mini Kit Qiagen). Ta amoteAéopata —
@aivovTal aTov SITTAQVO TTivaKa. Zuovoo 135 478 613
Mean Value 95% confidence interval
Evaiobnoia 95.56% 90.58% to 98.35%
Ei&ikétnra 99.58% 98.50% to 99.95%
Ocsrikr) mpoyvwarikh Tipr (PPV) 98.47% 94.18% to0 99.61%

Apvnrikij mpoyvworiki tipr (NPV) 98.76% 97.32% t0 99.43%

CT cycles RT-PCR positive Ra':)i:s.::‘: Ag Positive Agreement (95% Cl)
15-20 48 48 100% (92.60% to 100.00%)
21-25 43 43 100% (91.78% to 100.00%)
26-30 23 23 100% (85.18% to 100.00%)
31-35 21 15 71.43% (47.82% to 88.72%)

13.5 XapakTnpIoTIKA KAIVIKIG amrédoong Rapid Test Ag Real-time RT PCR
13.5.1 Pivikd emixpiopara 2019-nCoV p p p
MNa v kAivik amédoon Tou Rapid Test Ag 2019- Oerikd Apvrikd_| 3Gvoro
nCoV eetdonkav 386 emBeBaiwpéva apvnTiké Kai Oerikd 140 1 141
142 BeTIKG delypaTa O€ PIVIKO ETTXPICUA PE T PEBODO Apvnriké 2 385 387
g real time RT PCR (SARS-COV-2 R-GENE® -
Biomerieux, RNeasy Mini Kit Qiagen). Ta aToTeAé- 0volo 142 386 528
oparta gaivovTal gTov dITAavo Trivaka.
Mean Value 95% confidence interval
Evaiogbnoia 98.59% 95.00% to 99.83%
Eidikornra 99.74% 98.57% to 99.99%
Ocrikij mpoyvwariki Tipr (PPV) 99.29% 95.18% to 99.90%
Apvnrikij mpoyvwarikn tijr (NPV) 98.86% 97.54% to 99.58%
CT cycles RT-PCR positive Rapid T?St Ag Positive Agreement (95% CI)
positive
15-20 53 53 100% (92.28% to 100.00%)
21-25 44 44 100% (91.96% to 99.99%)
26-30 27 27 100% (87.23% to 100.00%)
31-35 18 16 88.89% (65.29% to 98.62%)

KAviki SiayvwoTikn €181kéTnTa : 99.74%
KAivikA SiayvwoTiki gvaiodnaoia : 98.59%

KAivikA SiayvwoTikf e181kétnra: 99.58%
KAIvikn) S1ayvwoTiki euaiodnoia : 95.56%

14. ZOvoyn peBodoU
OMIKOG Xp6VOG HEBOBOU (UETG TV TTPOETOINATTT TWV DEYUATWY): 15 AETTTA.

MpooBnkn dicAUpaTog ekXUAIONG 0TO CWARVA EKXUAIONG HEXPI TN
8eUTepn B10KPITH Xapayr amé Tn Bdon Tou (300ul)

4

AgiypatoAnyia Tou pIvikoU 1] pIVOQAPUYYIKOU SeiyHOTOG CUNPWVA HE
TIG avTioToIXEG 0dnYieg (evoTnTa 9)

4

Eicaywyn Tou 0TuA£0U 0TOV CWARVA EKXUAIONG E TTEPIOTPOPIKEG
KIVAGEIG KAl TIETEIG TWV TOIXWHATWY Tou cwAfva yia 1 Aemtéd

4

A@aipeon Tou oTUAEOU TIEOVTAG TA TOIXWHATA TOU CWARVA yia
atroTeAeopaATIKR EKXUAION Tou SeiypaTtog

4

Mopen oTik: Toro8£Tnon Tou oTIK 0To CWARVA EKXUAIONG TUNQWVA
HE TN Popd TwV BEAWV

4

Mop@i kaoértag: KAgioTe To cwAiva ekXUAIONG PE TO OTAYOVOUETPNTH.
MpooBéoTe 3 oTayévEG 0TO KUKAIKS TTapdBupo TG KATETAG.

4

(Nepipévere 15 Aetrrd)
IXNHATIOPO6G 2 JWVWYV UTTOBNAWVE TRV TTapoUTia avTiyévou Tou 100

: ©
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V13XX

| 2
"RAPID TEST

Ag 2019-nCoV

Lateral Flow Test |

Mo Tnv avixveuon Tou avtiyovou Tou SARS-CoV-2 g€ avBpwTiva pIVIKE fj pivopapuyyi-
K& Seiypara.

Auté 1O Lateral Flow test kit kataokeudgetar amé v ProGnosis Biotech S.A. kai
OUPMOPQWVETAI PE TIG attaitioelg Tou TTpotutrou EN I1ISO 13485:2016

Kpiveran amapairnT on TNG ouykekpipévng ékdoong Tou @UAAou SedSoué-
VWV TOU TIPOidVTOG TO 0Troio eowkAeigTal aTo kit.

To Rapid Test Ag 2019-nCoV, V13XX, givai éva TroioTiké Lateral Flow test ue otdxo
TNV avixveuon avtiyévou Tou SARS-CoV-2 g€ pIviké i pIvopapuyyikod deiypa.

To Lateral flow kit Trepiéxel OAa Ta avTidpacThpia TTou gival aTrapaitnTa yia 1n Yéodo.

Aciypa: Piviké fj pivogapuyyiko eTTixpiopa

Movo yia xprion amo emayyeApaTieg

Movo yia in vitro diayvwaoTikr xprion

To Rapid Test Ag 2019-nCoV eival pia euaio®nTn péBodog eAEyxou yia TNV avixveu-
on Tou SARS-CoV-2. Ta amoteAéopata dev PTTopolv va XenoigotroinBolv wg 1o
pévo péoo yia T didlyvwaon Tou 10U 1 yia Tov KaBopiopd Tou oTadiou TG Aoipwgng.

ApvnTikd atroteAéopata dev atrokAgiouv Tnv péAuvon amd SARS-CoV-2

To teoT Tpémel va dieEdyetal MONO aTrd eTrayyeApaTieg uyeiag Kal 1aTpIKd TTPoow-

TIKO.

Xpovog pedodou: 15 AeTrTd

Aidpkeia {wng: 12 prveg

Arrobrkeuon: 4-30°C

m@®®

e: info@prognosis-biotech.com /
t: +30 2410 623922

f: +30 700 700 6262 <
Farsalon 153 | 41335 Larissa, Greece
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