HOLOGIC® Aptima™ SARS-CoV-2

Aptima™ SARS-CoV-2 Assay (Panther™ System)

MNa in vitro dlayvwoTIKA XprRon.
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Fevikég TTAnpo@opitg Aptima™ SARS-CoV-2

evikég TTAnpO@OpPiEg

XpAon yia Tnv otroia TrpoopigeTal

To Aptima™ SARS-CoV-2 Assay (IMpoodiopiopdg SARS-CoV-2 Aptima™) eival pia in vitro
OlayvwaoTIKA €££TaoN evioxuaong VOUKAEIKOU 0&€0g yia TNV TTOIOTIKN avixveuon Tou RNA Tou 100
SARS-CoV-2, 10 oTtroio €xel atmmopovwOei Kal KabapioTei ammd TTapACKEUATHATA PIVOPAPUYYIKOU
(NP), pivikou, otopaTtopapuyyikoU (OP) emixpiopatog Kal TTIXPICPATOG HEONG PIVIKAG KOYXNG,
PIVOQAPUYYIKO EKTTAUMG/QVaPPOPNUA, PIVIKA avappo@riuata j 6dAlo, Ta otroia AaudavovTal atrd
dropa TToU TTANPOUV Ta KAIVIKA r)/kal emdnuioAoyikéd kpimpia g COVID-19,
CUMTTEPIAOUBAVOUEVWY ATOUWY TTOU OgV €KONAWVOUV CUPTITWHATA 1] VIO TA OTToia UTTAPYXOUV
dAAol Adyol yia va Bswpouvtal UttoTrTa Aoipwéng COVID-19.

H e&étaon mTpoopileTal €TTiONG yia TNV TTOIOTIKI] AViXVEUOT VOUKAEIKOU 0&éog Tou 10U SARS-CoV-2
o€ peiydaTa SEYUATWY TTOU TTEPIEXOUV £WG 5 ETTINEPOUG TTAPACKEUAOHATA ETTIXPICHATWY TOU
AVWTEPOU AVOTTVEUCTIKOU (ONnA. pIvOQAPUYYIKA, PIVIKA | OTOPOTOQAPUYYIKA ETTIXPICHATA 1
EMYPIOPOTA PEONG PIVIKAG KOYXNG), OTTOU KABE TTapackeUaoa GUAAEYETaI UTTO TTapakoAouBnon 1
atrd TTAPOXO UYEIOVOUIKNG TTEPIBAAWNG KE TN XPHON HEMOVWHEVWY QIOAISIWY TTOU TTEPIEXOUV HECO
peTapopds. Ta apvnTiKG atroteAéopaTa atrd TNV €¢étaon PelyhdTwy dgv Ba TTPETTEl va
QVTIMETWTTICOVTAl WG OPIOTIKA. AV 01 KAIVIKEG EVOEIEEIG KAl TO KAIVIKG CUUTITWHATA EVOG a0Bevr dev
OUVAdOUV HE apVNTIKO ATTOTEAECUA KAl AV TO ATTOTEAECUATA €ival ATTAPQITNTA YIa TN OIQXEIPION TOU
aoBevr|, Ba TTpéTTel va eeTAleTal TO EVOEXONEVO UTTOBOANG Tou aoBevr) o€ aTtouikh e€étaon. Ta
TTAPACKEUAOUATA TTOU TTEPIAGUBAVOVTAl O€ PeiypaTa PE BETIKO | UN £€YKUPO OTTOTEAEGHUA TTPETTEI VA
eCeTACOVTAI JEPOVWUEVA TTPIV OTTO TNV ava@opd atroTeAéopaTog. Ta TTapAoKEUAOUATA PE XOUNAS
KO POPTIO EVOEXETAI VA PNV AVIXVEUTOUV O¢ HeEiyHaTa BEIYUATWY AOYW TNG PEIWPEVNG uaioBnaiag
TWV €EETACEWY HEIYHATWY. ZTNV TTEPITITWON CUYKEKPIMEVWY AOBEVWV TWV OTTOIWV TO
TTAPACKEUAOUATA XPNOIMOTIoINBNKav o€ HeEiyUa, KaTd TRV ava@opd TOU aTTOTEAETUATOS OTOV
TIAPOXO UYEIOVOMIKAG TTEPIBOAYNG TTPETTEI VO CUPTTEPIANPBEI onueiwon 6Tl XPNOIMOTTIOINBNKE PEiYHO
Kartd Tnv €€ETaon.

Ta ammoteAéopara TTpoopifovTal yia TV Tautotroinon Tou RNA Tou 10U SARS-CoV-2. To RNA Ttou
100 SARS-CoV-2 utropei yevik@ va aviXveuTei o€ TTOPACKEUAOHUATA ATTO TO GVWTEPO
AVATTIVEUOTIKO KaTd Tn diIdpKela TNG ofgiag @aong TnG Aoipwéng. Ta BeTikG atroTeAéopaTa eival
evoeIKTIKG TnNG TTapouadiag RNA Tou 100 SARS-CoV-2, aAAd ival atrapaitnTog 0 KAIVIKOG
OUOXETIOPOG PE TO IOTOPIKO TOoUu aoBevh Kal AANEG BIayVWOTIKEG TTANPOYOPIES yIa TOV
TIPOCdIoPIoUS TNG KATACTAONG TNG Aoipwéng Tou acBevr]. Ta BeTik& atroTeAéopaTa Oev
atrokAgiouv BakTnpidiakr Aoidwén 1 cuAAoipwgn atmd AAAoUG 10UG.

Ta apvnTik& atroteAéopara dev atmmokAgiouv TN Aoipwén amd SARS-CoV-2 kal dev Ba TTpETTEl va
XPNOIUOTTOIOUVTAI WG ATTOKAEIOTIKA BACN YA TIG ATTOQPACEIG OXETIKA YE TN dlaxeipion Tou aoBevi.
Ta apvnTikKG atroTeAéopaTa TTPETTEl va ouvduAdovTal PE KAIVIKEG TTAPATNPRAOEIG, TO I0TOPIKG TOU
aoBevi Kal TTIONUIOAOYIKEG TTANPOPOPIEG.

To Aptima SARS-CoV-2 Assay tou Panther™ System (ZUoTtnua Panther™) kai Panther Fusion™
System (Zuotnua Panther Fusion™) 1Tpoopiletal yia xpron atd mpoowTrikd KAIVIKOU
epyacTnpiou 1o oTToio £X€l AABEl 0dnyieg Kal €xel ekTTaIdeuTEl €10IK& oTOV XeIplopd Tou Panther
System kai Tou Panther Fusion System kai og diadikacieg dlayvwoTIKNG in vitro.
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Aptima™ SARS-CoV-2 Mevikég TAnpo@opicg

MepiAnyn kai eTe§Rynon Tng egéraong
O1 kopovoioi amoTeAoUv Jia JeydAn OIKOYEVEIQ 1LV TTOU UTTOPOoUV vVa TTPOKAAECOUV acBévela o€
{wa 1 avepwIToug. ZToUG avBpwIToug, dIGPOPOI KOPOVOoIoi gival yvwaoTo OTI TIPOKAAOUV AOINWEEIG
TOU AVOTTVEUCTIKOU TTOU KUMAivovTal atTd TO KOIVO KPUOASGYNUA £€WG coRapoTeEPEG VOOOUG, OTTWG
TO avaTveuoTIKO auvdpopo TG Méong AvatoArg (MERS) kai To coBapd ofU avativeuoTikd
oUvOpouo (SARS). O kopovoidg TTou avakaAueinke TeAeutaia, o SARS-CoV-2, TTpokaAei Tn
OXETIKA vOoo atmmd kopovoid COVID-19. Autdg o véog 16¢ Kal N vooog ATav ayvwoTa TIpiv aTrd
TNV évapén Tng £€€apang Tou 10U otnv Ouxav TnG Kivag tov Aekéufpio Tou 2019.!

Ta 1o ocuvnBiouéva cuptrTwpaTa TG COVID-19 cival o TTUpeTdg, N KOTTWOoN Kal 0 ENPOg BrRxag.
Opliopévol aoBeveic utTopei va gu@avioouv TTOVo, PIVIKA cup@dpnon, Katappor], TTovoAaipo, véa
aTTwAEIa yeuong ] 66epnaong, f didppola. Auté Ta CUPTITWHATG €ival ouvABwWS ATTIa Kal
epaviCovrar otadiakd. Karrolor avBpwtrol TTpoaBaAAlovtal atrd Tov 10, aAAd dev avaTrTUoOoouUV
oupTITwuata Kai dev viwbouv adlabeaia. H vooog utropei va e€amAwbei yéow Twv atayovidiwv
TNG EKTTVONG TTOU TTapdyovTal OTav éva AToUOo TTou €XEl TTPOOPRANBEI atrd Tov 160 BrAxXEl
QTEPViCeTOI. AUTG TO OTAyOVidIa PTTOPOUV va KaTaAfEouv aTo OTONA 1 TN KUTH GTOPWY TTOU
BpiokovTal o€ KOVTIVA) aTTOOTAON 1, EVOEXOUEVWG, VO UETAPEPOOUV PECW TNG EICTTVONG OTOUG
TveUpoveg.2 Autd Ta oTayovidia PTropoUv €1Tiong va KaTaAféouv TTavw o€ avTIKEIPEVA Kal
EMQPAVEIEG YUPW OTTO TO €V Adyw AToMO. AAAa dtopa evdéxeTal va TTPoGBANBolv atrd Tov SARS-
CoV-2, av ayyi€ouv autd Ta avTIKEIMEVA | QUTEG TIG ETTIPAVEIEG KAl ETTEITG ayyi€ouv Ta PATIAL TN
MOTN 1) TO OTOUA TOUG.

O 16¢ mou TrpokaAei TNV COVID-19 mpooBAaAAel Toug avBpwIToug Kal PETAdIdETAI EUKOAD ATTO TO
éva aropo aT1o dAAo.8 Z1ig 11 Maprtiou 2020, n é¢€apon Tng vooou COVID-19 xapakTnpioTnke wg
TTavonuia atd Tov Maykoéouio Opyavioud Yyeiag (MOY).45

Apxég Tng diadikaoiag

To Aptima SARS-CoV-2 Assay ouvduddel TIg TeXVoAoyieg TNG GUAANWNG OTOXOU, TNG EvioXuong
péow peTaypagns (TMA) kal Tou TTpoodiopicpoU SITTANG KIvNTIKAG (DKA).

Ta TTopaoKeUdouaTa CUAAEYOVTAI KAl JETAQEPOVTAI JECT OTA AVTIOTOIXA CWANVAPIO PETOPOPAG
TTAPACKEUAOPATWY. Ta dloAUpaTa peTa@opds o autd Ta cwAnvdpia ammodeopeuouv 1o RNA-0TOX0
Kal TTPOOTATEUOUV aTTo TNV UTTORABIoN KaTd T didpkela NG amobrikeuong. Otav o Tpoodlopicuég
Aptima SARS-CoV-2 Assay die€dyetal oTo epyaaTrpio, Ta popia Tou RNA-0TOXoU atropovwvovTal
atrd TA TTAPOCKEUACHATA JE TN XPAON OAIYOUEPWY CUAANWNG HECW OUAANWNG OTOXOU TTOU
XPNOIUOTTOIE JayvNTIKA JIKpoowuaTidla. Ta oAlyouepr) cUAANWNG TTEPIEXOUV aAANAoUXiEg TTou €ival
OUNTTANPWHATIKEG TTPOG EIBIKEG TTEPIOKEG TWV HOPIWV-OTOXWV, KABWGS Kal UId OEIpd KATAAOITTWY
deoguadevoaivng. MNa kaBe oTOX0 XPNOIUOTTOIEITAl XWPIOTO OAlyouEPEG GUAANYNG. KaTd To Bripa Tou
uBpPIBdICHOU, oI €IBIKES yIa TNV aAAnAouxia TTEPIOXESG TWV ONIYOUEPWY TUAANWNG cuvdEovTal O€
€IOIKEG TTEPIOKEG TWV HOPIWV-OTOXWV. 2T CUVEXEIQ, N CUAANWN TOU CUUTTAOKOU OAIYOUEPOUG
OUANWNG-0TOX0U auvTeAeiTal £Ew atrd 1o OIGAUNQ, PEIVOVTAG Tn BepuoKpaaia Tng avtidpaong o€
Beppokpaaia dwuaTtiou. H peiwon Tng Bepuokpaaciag emTPETTEI TOV URPISIOUO WETAEU TNG TTEPIOXNAS
0e0&uUadEVOTiVNG OTO OAIYOUEPEG CUAANWNG KAl TV POPIWV TTOAU-0£0EUBUNIBIVNG TTOU CuvdEovTal
OMOIOTTOAIKA OTa PayvnTIKG owuatidla. Ta YIKpoowUATidIa, CUUTTEPIAANBAVONEVWY TwV
OUAANQBEVTWY HOPIWV-OTOXWVY TTOU gival ouvdedepéva e auTd, EAKOVTAl OTNV TTAEUPd Tou OOXEioU
avTidpaong ME MAYVATEG Kal TO UTTEPKEIMEVO Uypd avappo@dTtal. Ta owuaTidia utTopAaANovTal o€
TTAUCN yIa TNV aQaipeEcn TWV UTTOAEIMUATWY TNG UATPAG TOU TTAPACKEUACUATOG TTOU UTTOPEI va
TTEPIEXOUV AVAOTOAEIC TNG avTidpaong evioxuons. Metd Tnv oAokAfpwon Twv BnudTwy TNg
OUANWNG OTOXOU, Ta TTAPACKEUACHATA €ival £TOINA YIQ EVIOXUON.
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Mpo&15oTroIRoEIG KAl TTPOQPUAGEEIG Aptima™ SARS-CoV-2

O1 mpoodiopicuoi evioxuong otdéxou Bacifovral oTny IKAvOTNTA TWV CUPTTANPWHATIKWY
EKKIVNTWYV OAIYOVOUKAEOTISIWY va avadliaTdooouV Kal Va ETTITPETTOUV EIDIKA TNV EVCUMIKN €vioXuon
TWV KAWVWYV TOU VOUKAEIKOU o&€oc-aToxou. To Aptima SARS-CoV-2 Assay avTiypd@el €10IKEG
Treploxég Tou RNA Tou 100 SARS-CoV-2. H avixveuon Twv aAAnAouxiwv Tou TTpoidvTog
evioxuong RNA (autTrAIkOvio) emmiTuyxdvetal e TN Xprion uBpIdiIouoU Tou VOUKAEIKOU 0&€og.

O1 HOVOKAWVIKOI aVIXVEUTEG VOUKAEIKOU 0EE0G XNUEIOPWTAUYEIOG, Ol OTTOIOI €ival POVABIKOI Kal
CUMTTANPWUATIKOI TTPOG Wia TTEPIoXN KABE auTTAIKOVIOU-GTOXOU KOl QUTTAIKOVIOU-£0WTEPIKOU
papTupa (IC), emonuaivovtal e SIaQOpPETIKA Popia eoTépa akpidiviou (AE). O1 emonuacuévol e
AE avixveutéc ouvdudlovTtal Ye auTTAIKOVIO yia ToV OXNMOTIoNd ataBepwyv uBpidiwv. To
avTIdPacTHPIO €TTIAOYAG BIAQOPOTIOIET TOV AVIXVEUTH TTou €xel UTTOBANBEI o€ UBPIBICUG aTTd Tov
QVIXVEUTRA TToU Oev €xEl, €CaAEiPOVTAG TNV TTapAYWY CAPATOG ATTO TOV QVIXVEUTH] TTOU OeV £XEl
uttoBANBei oe uBpIdiIoud. Katd 1o Brpa avixveuong, T0 GweG TTOU EKTTEUTIETAI OTTO TA
emonuacuéva uBpidla PHETPIETAI WG ONUATA QWTOVIWV OE €va QWTONETPO Kal dNAWVETAI WG
OXETIKEG Jovadeg ewTdg (RLU). Z1ov DKA, 01 d1a@opég aTa KIVATIKA TTPOQPIA TwV ETTICNHACHEVWY
QAVIXVEUTWYV ETTITPETTOUV TN O1AQOPOTTOINCN TOU CHPATOG. Ta KIVNTIKG TTPOQIA TTpoépxovTal aTTd
METPAOEIG TNG £6ODOU pWTOVIWV KATA TN dIdpKeIa Tou Xpdvou avayvwaong TngG avixveuong.

H avtidpaon avixveuong xnueIopwTauyelag yia 1o ofnua IC €xel TTOAU ypriyopn KIVNTIKR Kal O
KIvNTIKOG TUTTOG TNG €ival «aTIydiaiou afuatog». H avtidpaon avixveuong XnUEIoQwTalyelag yia
10 ofua SARS-CoV-2 eival oxeTik& BpaduTtepn Kal 0 KIVNTIKOG TUTTOG TNG €ival «TTOPATETAPEVOU
onuarocy. Ta amoteAéopaTa Tou TTPoadIopIoHoU KaBopilovTal ue aTTOKOTTA BACEI TWV CUVOAIKWV
RLU kai Tou TOTTOU KIVNTIKAG KAUTTUANG.

To Aptima SARS-CoV-2 Assay evioyUel Kal avixvelel dU0 dlaTnpnuEVES TTEPIOXEG TOU yovidiou
ORF1ab otnv idia avTtidpaon, xenOIMOTTOIWVTAG ToV idI0 KIVNTIKG TUTTO «TTAPATETANEVOU
onuarogy. O1 dUo TTePIOXEG eV dIAPOPOTTOIOUVTAI KAl N EVioXUuan OTToIaoOATTOTE aTTd TIG OUO A
AUOAOTEPWY TWV TTEPIOXWV €XEI WG ATTOTEAECUA TNG eKTTOUTTH) ofjpaTog RLU. Ta atroteAéoparta
TOU TTPOC0dIopIcHOoU KaBopifovTal e atrokoTr) Bdoel Twv cuvoAikwv RLU kai Tou TUOTTOU KIVATIKAG
KAUTTUANG.

MNMpo&IdoTroIRoEIg KAl TTPOPUAASEIS

A. Ta in vitro dlayvwoTIKA XpAon. AIoBAoTe TTPOCEKTIKA OAOKANPO TO €VBETO CUOKEUAOIAG KAl TO
Panther/Panther Fusion System Operator's Manual (Eyxeipidio Asitoupyiag tou ouoTAUATOC
Panther/Panther Fusion).

B. O1 ouykekpiyéveg dladikaoieg Ba TTPETTel va ekTEAOUVTAI HOVO OTTO TTPOOWTTIKO ETTAPKWG
EKTTAIOEUPEVO OTN XPrON TOU TTAPOVTOG TTPOCDIOPICHOU KAl OTOV XEIPIOWO duvnTIKA
MOAUCHOTIKWY UANIKWYV. Z& TTEPITITWON dIApPONG, ATTOAUUAVETE QUECWGS PE TN XPOoN
KAaTAAANAwV d1adIKATIWY.

C. XeipioTeite Kal €me€epyaoTeiTe OAA TA TTAPACKEUACTHUATA WG POAUCHATIKA GUPQWVA UE
EPYAOTNPIOKES TTPOKTIKES Kal OI0OIKATIEG TToU €ival BaaiKES yia TNV opBn MIKPORIOAOYIKNA
TIPOKTIKA Kal TIG 0pBEG pikpoPioloyikég dladikaoieg (GMPP). Avatpéére oTig KateuBuvTrpleg
YPOUMES BloacpdAelag epyacTnpiwv Tou MNaykdopiou Opyaviopou Yyeiag (MOY) oxeTikd pe
TN vOoo Tou Kopovoiol (COVID-19): ecwTepikéG KATEUBUVTAPIEG YPaUMES. https://www.who.int/
publications/i/item/laboratory-biosafety-guidance-related-to-coronavirus-disease-(covid-19).

D. Ta TTapackeudopaTta PTTopei va gival JOAUCHOTIKA. Tnpeite TIG YeVIKEG TTPOPUAAEEIC KATA TN
Olevépyela autol Tou TTPoadIopIcpoU. @a TTPETTEl va £xouv BeoTTIOTEl KATAAANAEG péBodOI
XEIPIOPOU Kal atmméppiyng atré Tov dleuBuvTr) Tou epyacTnpiou. H ouykekpipévn diayvwaoTIKA
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Aptima™ SARS-CoV-2 MposISoTroINoEI§ KAl TTPOQUAGEEIG

OladIKACIQ TTPETTEI VA EKTEAEITAI JOVO ATTO TTPOCWTTIKG TTOU €ival ETTAPKWG EKTTAIOEUPEVO OTOV
XEIPIOPO HMOAUGUATIKWY UAIKWY.8

E. Av umdpyel uttogia Aoipweng atrd Tov 16 SARS-CoV-2 pe Bdon 1a TpéxovTa KPITHPIa KAIVIKOU
eAEyXOU TTOU CUVICTWVTAI aTTé TIG apxEG dNUOCIAG uyeiag, Ta TTapackeudouaTa Ba TTPETTEl va
OUAAEyovTal PE TIC OEOUCEG TTPOPUAALEIS VIO TOV EAEYXO TWV ACIMWEEWV.

XPNOIYOTIOIEITE JOVO Ta TTAPEXOMEVA 1 Ta KABOPIoUEVA avAAWOIUG EPYOACTNPIOKA UAIKA.

G. Katd tn cuAAoyn Kail Tov XEIPIoPO TTapacKeuaoudTwy atrd ATtoua yia Ta OTToia UTTApPXE!
uttowia pgoAuvong amod Tov 10 SARS-CoV-2, xpnoIuoTroifoTe Ta KATAAANAG HECa ATOMIKAG
TPoCTaCiag, OTTWG TrepypdgovTal oTig MNpoowpivég odnyieg epyacTnpIoKAS Bloac@AAEIag Tou
CDC yia Tov xelpiopd Kal TNV £TTEEEPYATia TTAPACKEUATUATWY TTOU OXETICOVTAl YE TOV VEO
Kopovoid 2019 (2019-nCoV) (CDC Interim Laboratory Biosafety Guidelines for Handling and
Processing Specimens Associated with 2019 Novel Coronavirus (2019-nCoV)).

H. ®opdrte avaAwaoiya yavTtia Xwpig TToudpa, TTPOCTATEUTIKA YUAAIG KAl EPYACTNPIAKT POUTIO
KATA TOV XEIPIOWO TWV TTAPACKEUATHATWY Kal Twv avTidpaoTtnpiwv. MNMAEveTe oxoAaoTiKG Ta
XEPIQ OOG PETA TOV XEIPIOUS TWV TTAPACKEUGOUATWY KAl TWV avTIOPACTNPIWV.

I.  ATtroppitrteTe OAQ Ta UAIKG TTOU €XOUV €pBEI O ETTAQPI UE TA TTAOPATKEUACUATA KOl TO
avTIOPaAcTAPIa CUPNPWVA PE TOUG IoXUOVTEG €0VIKOUG, SIEBVEIC Kal TTEPIPEPEIAKOUG
KQVOoVIOUOUG.

J.  O1 nuepounvieg AEng mou avaypagovtal ota Panther Fusion Specimen Lysis Tubes
(ZwAnvapia Auong mapackeuaoudrwy Panther Fusion), Ta Hologic Specimen Lysis Tubes
(ZwAnvapia Auong Trapackeuaoudrwy Hologic), To Aptima Multitest Collection Kit (Kit
ouMoynG TTOANaTTAWY e€eTdoewv Aptima), To Aptima Unisex Swab Specimen Collection Kit
(KIT ouAAOYNG TTAPACKEUACHATWY ETTIXPIOUATWY aveEapTnTws UAou Aptima), To Aptima
Specimen Transfer Kit (KiT petagopdag mapackeuaoudrtwy Aptima) kai 1o Hologic Direct Load
Capture Cap Collection Kit (Kit cuAAoyrig pe TTwua ocUAANWNG duecou @opTtiou Hologic)
a@OpPOUV Tn HETAPOPG Tou deiyuatog aTto cwAnvapio kai 6x1 Tnv €€€Taon Tou OeiypaTos. Ta
TTAPOACKEUAOPATA TTOU CUAAEYOVTAI/IETAPEPOVTAI OTTOIABATTOTE GTIYMI TTPIV ATTO QUTEG TIG
nuepounvieg AAgNG civan éykupa yia tn dievépyela e€ETaong UTTO TNV TTPoUTTOBECN OTI
META@EPOVTAI KAl aTTOONKEUOVTAl CUMPWVA HE TO KOTAAANAO £vOETO oUOKEUQTiag, akoun Kai
OV Ol CUYKEKPIUEVEG NUEPOMPNViIES ARENG €xouv TTaPENDEL.

K. Alatnpeite TI¢ cwWoTEG CUVONKEG ATTOBKEUONG KATA TN PETOQOPA TOU TTOPACKEUACUATOG, Yid
va OlI00QAAIOTEI N aKEPAIOTNTA TOU TTAPACKEUACHATOG. H 0TaBepdTNTa TOU TTOPACKEUATHATOG
0¢ OUVOAKEG PETOPOPAG TTEPAV TwV evOEDEIYUEVWVY Oev €xel alloAoynBki.

L. H e&értaon mapaockeudouatog ai€AOU TTOU ATAV ATTOBNKEUPEVO EKTOG TwV KABOPIoUEVWY
ouvlnkwyv uTTopei va odnynoel oe uwnAdTEPO KivOUVo U £YKUPOU ATTOTEAECUATOG.

M. Amo@uUyete Tn dlacTaupoUluevn uéAuvon Katd Tn SlapKela Twy Bnudtwy XEIpIoPoU Tou
TTAPOACKEUAOHATOG. Ta TTAOPACKEUAOHATA PTTOPET va TTEPIEXOUV €EAIPETIKA UWnAd emmiTreda 1LV
N AWV opyaviopwy. AldCQAAIoTE OTI Ol TTEPIEKTEG TWV TTAPOCKEUACUATWY OEV £pYOovTal O€
ETTAPNA UETOEU TOUG KAl ATTOPPIYTE TA XPNOIKMOTTOINBEVTA UAIKA XWPIG va TA YETAPEPETE ETTAVW
aT1Td avoIXToUG TTEPIEKTEG. ANNAETE YAVTIO, GV €pOouV O€ ETTAQA PE TA TTAPACKEUACTUATA.

N. Mn XpnOIYOTTOINOETE TA AVTIOPACTAPIO KAl TOUG PMAPTUPEG PETA TNV nUEPOMNVIa ARENG.
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O. Amo6nkeUoTe Ta OTOIXEIO TTPOCSIOPIOUOU UTTO TIG CUVIOTWHEVEG OUVOAKEG aTTOBAKEUONG.
AvaTpéCTe OTIC ATTQiThoeIS amoBnNKeuons Kai XEipiouou avridpaoTnpiwyv (aehida 6) kal oTn
Aiadikaoia e€étaong oro Panther System (gehida 16) yia TTEPICOOTEPEG TTANPOPOPIEC.

P. Mn ouvduddlete avTidpaoThApia 1 uypd TTpocdiopicuoU. Mn GUPTTANPWVETE avTIOPACTAPIA
uypd. To Panther System emmaAnBelel Ta emiTreda avTidPaACTNPIWV.

Q. Atmo@uyeTe Tn POAuvon Twv avTidpacTnEiwv atméd PIKPORIa kal pIBovoukAedon.

R. Mn xpnoiyoTrolgiTe 0TO Opyavo UAIKA TTOU €VOEXETAI va TTEPIEXOUV BEIOKUAVIKO youavidivio
OTTOIadNTTOTE UAIKA TTOU TTEPIEXOUV youavidivn. EvOExeTal va axnuaTtioTouv 1Idlaitepa
avTIOPACTIKEG A/KAI TOEIKEG XNMIKES EVWIOEIS O€ TTEPITITWON OUVOUACHOU HUE UTTOXAWPIWOES
VATPIO.

S. ‘Eva avTidpaoTApio autoU Tou KIT QEPEI ETIKETA YE OUMBOAQ KIvOUVOU Kal ao@AAEIac.

Znpeiwon: O1 TAnpo@opieg KovoTToinong KivoUVou avTIKATOTITPICouV TNV Tagivounan tTwv AgATiwv
Aedopévwyv Aogalciog (AAA) Tng EE. TNa mAnpogopieg Kolvotroinong Tou Kivdéuvou €18IKd yia TV
TeploX oag, avatpéfte aTo €10IKO yia Tnv TTepioxr) AAA atn BIBAI0BAKN deATiwWY dedouévv aoPaAeiag
oTtn dielBuvon www.hologicsds.com.

AvTidpaoTiplo €mAOYRg
BOPIKO OZY 1-5%

MPOEIAONOIHZH

H315 — lNpokaAei epeBioud Tou dépuatog

AvTiIdpaoTiipio cUAANYNG oTOXOU
EDTA 1-5%
YAPOZ=EIAIO TOY AlIOIOY, ENYAPO 1-5%

H412 — EmBAaBEG yia Toug udpodRioug opyaviopous, JE HOKPOXPOVIEG ETTITITWOEIG
H402 — EmRAaBég yia Toug udpofioug opyaviauoug

ATTaITAo£IG ATTOONKEUONG KOl XEIPIOMOU avTIdpaoTnPiwv

A. Ta akélouBa avTidpaocThpia gival otaBepd OTav atrobnkevovTal oe Bepuokpaaia ammo 2 °C
¢wg 8 °C (oe yuyeio):

Aptima SARS-CoV-2 Amplification Reagent (AvTidpacTrpio evioxuong Aptima SARS-CoV-2)
Aptima SARS-CoV-2 Enzyme Reagent (Eviuuiké avtidpaoTripio SARS-CoV-2 Aptima)
Aptima SARS-CoV-2 Probe Reagent (AvtidpaoTiplo-avixveutig SARS-CoV-2 Aptima)
Aptima SARS-CoV-2 Internal Control (EcwTtepikog pdptupag SARS-CoV-2 Aptima)
Aptima SARS-CoV-2 Positive Control (O¢Tik6g pdptupag SARS-CoV-2 Aptima)
Aptima SARS-CoV-2 Negative Control (ApvnTikdg paptupag SARS-CoV-2 Aptima)

B. Ta akéAouBa avTidpacTrpla gival otaBepd 6tav atmmobnkevovTal oe Bepuokpaacia armd 2 °C
¢wg 30 °C:
Aptima SARS-CoV-2 Amplification Reconstitution Solution (AiGAupa avacuoTaong evioxuong
SARS-CoV-2 Aptima)

Aptima SARS-CoV-2 Enzyme Reconstitution Solution (AidAupa avacuotaong evqUuou
SARS-CoV-2 Aptima)
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Aptima SARS-CoV-2 Probe Reconstitution Solution (AidAupa avacuoTaong avixveuTn
SARS-CoV-2 Aptima)

Aptima SARS-CoV-2 Selection Reagent (AvtidpacTripio €miAoyrig SARS-CoV-2 Aptima)

C. Ta akoAouBa avTidpacThpia cival oTabepd o6tav amobnkelovTal e Beppokpacia améd 15 °C
¢wg 30 °C (Bepuokpaacia dwpaTiou):

Aptima SARS-CoV-2 Target Capture Reagent (AvTidpaoTripio GUAANYNG otéxou SARS-CoV-2
Aptima)

Aptima Wash Solution (AidAupa TTAUONG Aptima)
Aptima Buffer for Deactivation Fluid (PuBuioTiké didAupa yia 1o uypd adpavotroinang Aptima)
Aptima Oil Reagent (AvTidpaaTripio Aadiou Aptima)

D. To avmidpacTtipio cUAANWNG oToxou gpyaciag (WTCR) eival otaBepd yia 30 nuépeg étav
atrobnkeuTei og Beppokpacia atd 15 °C €wg 30 °C. Na unv atrobnkeUeTal aTo Wuyeio.

E. Metd Tnv avacuoTacon, 1o evCUMIKO avTIOPAOTAPIO, TO avTIOPACTAPIO EViIoXuong Kal TO
avTIOPACTAPIO-AVIXVEUTNG €ival aTaBepd yia 30 nuépeg, 6Tav armmobnkelovTal e Bepuokpaaia
atrd 2 °C éwg 8 °C.

F. ATIOpPITITETE TA PN XPNOIMOTIOINUEVA AvAoUOTOBEVTA avTIBPACTAPIA KAl Ta avTIdpACTHpId
WTCR petd atrd 30 nuépeg 1 PETA TNV TTAPEAEUCT TNG NUEPOMNVIAg ARENG TS KUpPIag
TapTidag, O1ToI0 TTEABEI TTPWTO.

G. O1 pdpTupeg cival oTaBePOi €WG TV NUEPOUNVIA TTOU AvAYPAPETAl OTA QIOAIDIA.

H. Ta avnidpaoTtripia mou atmmobnkevovTal oto Panther System éxouv 72 wpeg oTaBepdTNTOG OTO
ouoTnua.

I.  Ta avTIdpACTAPIO-AVIXVEUTEG KOI TG AVOCUOTABEVTA avTIDPACTAPIO-AVIXVEUTEG gival
QwToguaiodnTa. ATTOONKEUETE TA AVTIOPACTAPIA OE PNEPOG TTPOOTATEUPEVO ATTO TO PWG.
H mmpoodiopiopuévn o1aBepdTnTa PETA TNV avacuoTaon Baciletal o€ ékBeon 12 wpwv Tou
QvVaoUOoTABEVTOG avTIOPACTNPIOU-AVIXVEUTH 0 dUO AauTTITAPES PBopicuol 60W, oe amméoTaon
43 cm kai Beppokpacia pikpodTepn atmo 30 °C. H ékBeon Tou avaouoTaBévTog avTidpaoTnpiou-
QVIXVEUTH OTO Qw¢ Ba TTpETTEl va TrepIopifeTal avaAdywg.

J. Agou @bdoouv o Bepuokpacia dwuatiou, KATTOIA CWANVAPIA-PAPTUPES WTTOPEI va gival BoAd
N va epiExouv 1ICAuaTa. H BoAdTNTa TV PapTUpwyv A n UTTapgn ICNUAaTwy Oev eTTNPEAZOUV TIG
EMOOOEIG TV PHOAPTUPWY. OI HAPTUPEG PTTOPOUV VA XPNOIYOTTOIoUVTAI €iTE gival DIQUYEIG €iTe
BoMoi/ue 1ICApaTa. Edv {nTouvTal diauyeic HAPTUPEG, N SIGAUTOTTOINCN PTTOPEI va ETTITOXUVOEI
MEOW ETTWACNAG TOUG OTO Avw AKPO Tou €UPOUG TINWYV Beppokpaaciag dwpaTiou (15 °C £wg
30 °C).

K. Mnv KarapUxeTe Ta avTidSpacThpIa.

ZUuAAoyn Kal a1roBRKeEUo N TTAPAOKEUATHATWYV

Napaokeudopara - KAIVIKG UAIKG TTou CUAAEyeTal atré Tov aoBev Kal TOTToBeTEITal 0 KATAAANAO
ouoTtnua petagopds. Ma 1o Aptima SARS-CoV-2 Assay, autd trepiAapfBdavouv TTapacKeudooTa
PIVOQAPUYYIKOU, PIVIKOU, CTOUOTOQAPUYYIKOU ETTIXPICUATOG Kal ETTIXPIOUOTOS HEONG PIVIKAG KOYXNG
Il OUAAOYI] TTAPAOKEUAOUATWY PIVOPAPUYYIKWY EKTTAUNGTWV/AVAPPOPNUATWY KOl PIVIKWY
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avappoPnudTwy oc Yéoo petagopds wv (VTM/UTM), ahatouxo didAuua, Liquid Amies 1 péco
METOQOPAG TTapackeuaoudtwy (STM). Emmmpdobeta, pmropei va guAAéyetal odAio yia va
Xpnoigotroindei pe Tov TPoadiopiouo.

Aciyparta - ATroteAei Evav YEVIKOTEPO OPO yIa TNV TTEPIYPAPN OTTOIOUBATTIOTE UAIKOU yia £€€TAGN OTO
Panther System, cuptrepIAauBavouévwy TTOPAOKEUAOUATWY, TTOPACKEUACUATWY TTOU
peTapépovtal oe Panther Fusion Specimen Lysis Tube, Hologic Specimen Lysis Tube e
oupuTtrayég TTwa, Custom Specimen Lysis Tube (Mpocapuoopévo owAnvdpio Auong
Tapackeudoparog), Aptima Specimen Transfer Tube (ZwAnvapio PETOPOPAG TTAPACKEUATHATOG
Aptima), Aptima Multitest Transport Tube (ZwAnvdpio petagopdc TToAaTTAWY e€eTacewv Aptima),
Hologic Direct Load Tube (ZwAnvapio auecou goptiou Hologic), Hologic Direct Load Capture Cap
Tube (ZwAnvdpio pe Twpa cUAMNYNG dueocou @opTiou Hologic) kal yapTupwy.

2nusiwon: Meraxeipisore 6Aa 1a mapackeudouara yvwpidoviag O UTTOPEN va TTEPIEXOUV £V
ouvdauel poAuouarikous mapdyovreg. XpnoiuotroiioTte evikés TPoQUAGEeIC.

2nusiwon: Ppovriote va amoQeUyeTe TN dIAOTAQUPOUNEVH IOAUVOn KaBWS eKTEAEITE Ta BHRuara
XEIPIOUOU ToU TTapackeudouarog. a mapadelyud, amoppiyTe 10 XPNOIUOTTOINOEY UAIKO XwpIc
Va TO UETAQPEPETE ETTAVW ATTO AVOIXTA CwAnvapia.

ZUuAAoy TTOPACKEUAOUATWY ETTIXPICHATOG

ZUMNECTE TTOPOOKEUAOUATA PIVOPAPUYYIKOU ETTIXPIOUOTOG, PIVIKOU ETTIXPICUOTOS KAl
OTOMATOQOAPUYYIKOU ETTIXPIOUATOS CUUQWVA WE TNV TTPOTUTTN TEXVIKI, XPNOIMOTTOIWVTAG OTEIAEO
a1ré TTOAUECTEPQ, palyIOV i JE pUYXOG VAIAOv. TOTTOBETOTE AUECWS TO TTAPACKEUACHA
emypioparog oe 3 mL VTM 1} UTM. Ta Trapaokeudoyata eTmXpioaTog Jmropouv, eVAAAAKTIKA, va
TpooTeBoUv o€ aAatouxo OidAuua, Liquid Amies 1} STM. To Aptima Multitest Swab Specimen
Collection Kit ka1 To Hologic Direct Load Capture Cap Collection Kit ptropoUv va xpnoigotroin8oiv
yia T ouloyr dEIlyUATWY CTOUATOPAPUYYIKOU Kal pIvIKOU €TiXpiopatog. To Hologic Direct Load
Capture Cap Collection Kit - CLASSIQSwab tpoopiletal yia Tn culoyn deiypdtwy
OTOUOTOQOAPUYYIKOU Kal pIVIKOU emixpiopaTtog. To Hologic Direct Load Capture Cap Collection Kit -
FLOQSwab tpoopileTal yia Tn cuAoyh delyudtwy emixpioyatog péong pIVIKAG KOyXnS Kal
PIVOQAPUYYIKOU ETTIXPIOUATOG.

MeTd Tn guAAoyn, Ta TTapackeudouata TTou cuAAéyovtal o VTM/UTM ptropouv va
ammoBbnkeutolv og Beppokpacia atrd 2 °C €wg 8 °C yia £éwg 96 wpeg TIPIV va PETaPepBOUV
o1o Specimen Lysis Tube 1 oe cwAnvapia PETaPOPAG, OTTWG TTEPIYPAPETAI OTNV evoTNTA
emegepyaoiag TapAoKEUAOHATWY TTAPAKATW. O1 UTTOAOITTEG TTOCOTNTEG TTAPACKEUACTHATWY
MTTOpOUV va atmoBnkeutolv oe Beppokpacia <-70 °C.

Metd Tn ouAAoyr, Ta TTapackeudopaTta oto Aptima Multitest Tube kai To Hologic Direct Load Capture
Cap Tube ptropouv va atroBnkeutouv og Beppokpaacia atrd 2 °C éwg 30 °C yia €wg 6 nUEPEG.

2nuesiwon: 2uvioTdral Ta TTapackeudouara mou oUuAAéyovralr oto Aptima Multitest Tube,
10 Hologic Direct Load Tube kai to Hologic Direct Load Capture Cap Tube va
arroBnkevovral e KAEIOTO TTWUA Kai € 0pBia Béon oc OslyUaTOUETAPOPEQ.

MtropoUv va XpnoipotroinBolv Ta TrapakaTw €idn VTM/UTM.

+  Zkeudaouarta Remel MicroTest M4, M4RT, M5 4 M6
*  Copan Universal Transport Medium (Méco peTagpopdg 1V YeVIKNG xpriong Copan)
«  BD Universal Viral Transport Medium (Méoo peta@opdg 1wv yevikig xpriong BD)

2nuegiwon: Mn xpnoiuoToIEiTe péoa ToU eVOEXETAI VA TTEPIEXOUV BEIOKUAVIKO
youavidivio 1) orroladATIoTe UAIKG TTOU TTEPIEXOUV youavidivn.
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ZUAAOY] TTAOPACKEUAOHUATWY PIVOPAPUYYIKOU EKTTAUHATOG/AVAPPOPAMATOS KAl PIVIKOU
AVOPPOPHHATOG
ZUANECTE Ta TTOPAOKEUACHUATA PIVOPAPUYYIKOU EKTTAUMATOC/AVAPPOPAOTOS KAl PIVIKOU
avVapPPOPHNATOS CUPPWVA HE TIG TIPOTUTTEG TEXVIKEG.

ZuAAoyn TTOPACKEUAOUATWY CléEAou

ZUAAEETE 1 mL +/- 0,2 mL ciéAou o€ €va TUTTIKO CwANvApIo GUANOYAC pe évdeign 1 mL.
KaBodnynoTe Ta UTTOKEIMEVA va eKKPivOUV GAAIO Kal va TTEPIOTPEWOUV TO GAAI0 GTO OTONA TOUG
yia TOUAGxIoTov 30 SeuTEPOAETTTA TTPIV VA TO QTUOOUV OTO OWANVAPIO CUAAOYAG. To CUAEXBEV
odAio uTropei va atmoBnkeutei oe Bepuokpaaia amd 15 °C €wg 30 °C yia €wg 12 wpeg TTpIvV va
TpooTeBouv 4 mL +/- 0,4 mL Minimum Essential Media (MEM) yia Tnv apaiwon kai Tnv avaueign
Tou &¢iypartog aiédou. Ta deiypata Tmou apaiwvovtal o€ MEM ptmopouv va amoBnkeutouv o€
Bepuokpaaia amd 15 °C éwg 30 °C yia €wg 2 wpeg TTpIv va petagepbolv 500 uL apaiwpévou
oiéAou oT1o Specimen Lysis Tube f; ota cwAnvapia HETAPOPAS, OTTWGS TTEPIYPAPETAI TNV EVOTNTA
ETTEEEPYACIAG TTAPOOKEUAOHATWY TTAPOKATW. Ta ETTECEPYACUEVA TTAPACKEUATHATA UTTOPOUV va
atroBnkeutolv o€ Beppokpaaia atd 2 °C éwg 30 °C yia £éwg 6 nuépPEG.

Emregepyaoia TapaoKeEUAOUATOG

Pon epyaoiwv pe KaAupgpéva cwAnvdpia ge Tn XpRon tou AoyiopikoUu Aptima SARS-CoV-2
Assay Software
Emeéspyaocia mapaoksudouarog ue xprion rou Panther Fusion Specimen Lysis Tube

A. Tpiv atré Tnv e&étaon oto Panther System, peta@épete 500 L atmd 10 CUAAEXBEV
TTapaokevaopa® oe éva Panther Fusion Specimen Lysis Tube.

*2nueiwon: Kard tnv €66Taon KATEWUYUEVOU TTAPACKEUAOUATOS, AQOTE TO
TapaokeUaoua va Qracel o Bepuokpacia dwyariou mpiv ammd Tnv ereéspyaaia.
Emeéspyacia mapaoksudouarog us xpnon rou Aptima Specimen Transfer Tube

A. Tpiv atmé Tnv e&étaon oto Panther System, peta@épete 1 ub amd 10 GUAAEXDEV
Tapaokevaopa* oe éva Aptima Specimen Transfer Tube**.

*Tnueiwon: Kara v eEETaon KarteWwuyuévou TTapaoKEUAoUQATOS, aQrioTeE TO
mapackevaoua va racel o Bgpuokpaaia dwuariou mpIv amod Ty emeéepyaoia.

*»Inueiwon: EvaldakTika, umopei va xpnoiuorroinBei éva un xpnoiuorroinuévo Aptima
Multitest Tube r; Aptima Unisex Tube.
B. EmavartomoBetriote KaAd 1o TTwua oto Aptima Specimen Transfer Tube.

C. AvaoTpéwTte To0 owAnvaplo Pe ATTIES KIVAOEIS 2 1 3 popéES yia va dIacPaAicETE TNV TTANPN
QVAWEIEN TOU TTAPACKEUACUATOG.
Emeéspyacia mapaocksudouarog mou oUAAEYOnke ue ro Aptima Multitest Collection Kit

A. A@ouU TotroBeTACETE TO GUAAEXBEV TTapaokeUaopa® oto Aptima Multitest Tube pe Tn Xprion
Tou Aptima Multitest Collection Kit, dev amaiteital mepaitépw emegepyaaia.
*Tnueiwon: Kara v eE£Taon KaTteWuyuévou TTapaoKEUAoUATOS, agraTe TO
TapaockeUaoua va Qracel oc Bepuokpaaia dwyariou mpiv amméd Tnv ereéepyaaia.
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Pon epyaciwyv pe akGAUTITAG cwAnvdpia pe Tn XpRon Tou AoyiopikoUu Aptima SARS-CoV-2
Assay Software

Emeéspyaoia mapaoksudouarog us xprion rou Panther Fusion Specimen Lysis Tube

A

AopaipéaTe To TTWPA Tou Panther Fusion Specimen Lysis Tube pe dlatrepatd mwpa. MTropeite
VO QUAAEETE TO SIOTTEPATO TTWHA 1] VO XPNOIKMOTTOINOETE AVTAAAGKTIKO CUUTTAYEG TTWHA YIA TO
ETTOMEVO BMQ.

Mpiv ammd Tnv €¢€taon oto Panther System, petagépere 500 YL mapaockeudouatog oTo
Panther Fusion Specimen Lysis Tube pe diamepatd Twua 1] JE AVTAANAKTIKO CUUTTAYEG
TTWHQ.

MNa va ammo@UyeTe TV €TTOPN YE TO ETTAVW PEPOG TOU CWANvapiou, EECPIETE TO TTWPA Kal
TOTTOBETAOTE TO CWANVAPIO BEIYUATOG OTOV DEIYUATOPOPEQ.

AQaipéoTe Kal aTroppiyTe To TTWHA. MNa va atmmo@uUyeTe T UOAUVGT, UN METAPEPETE TO TTWHA
EMAvVwW a1rd AAAoug delyuaTo@opeic A cwAnvapia delyuaTwy. EAEYETE TO cwAnvapio
ociypatog. Edv uttdpyouv QUOOAIDES, aPaIPEDTE TIG TTPOCEKTIKA aTTd TO CWANVAPIO OEiyUaTOg
(xpnoigoTroInaTE, yia TTapddelyua, 1o pUYXoS EVOG ATTOCTEIPWHEVOU OTEIAEOU 1) TTapduoIa
HEB0BO).

2nueiwon: Edv dcv ammouakpUVeTe TIC QUOAAIOES UTTOPEI va eTNPEQCTE N emeéepyaaia Tou
mpoodiopiouoU Kal va aAdoiwbBouv Ta arroreAéouara 1ng £EETaong.

ToTTOBETAOTE TOV CUYKPOATNTHPA TOU OEIYUATOPOPEA GTOV OEIYHATOPOPED KOl POPTWOTE TOV
dclyuatopopéa oTo H6pyavo.

Emeéepyacia mapaoksudouarog ue xprion rou Hologic Specimen Lysis Tube pus ocuumrayég

A

mwua

AoaipéaTe To TTwPa Tou Hologic Specimen Lysis Tube pe cuptrayég PG Kal QUAGETE TO.

B. Mpiv ammd v egétaon oto Panther System, petagpépete 500 UL TOPAOKEUACUATOG OTO

Hologic Specimen Lysis Tube pe cuptrayég mwua.

20¢ ouVvIOTOUME VA ETTAVATOTTOBETACETE TO TTWHA OTO CWANVAPIO KAl VO TO AVOOTPEWETE ME
NTTIEG KIVATEIG TPEIS POPEG YIA VO OIOCPAANICETE TNV AdPAVOTTOINCT TOU 10U KAl TO OUOIOYEVEG

Meiyua.

MNa va ammo@uUyeTe TNV €TTAPR ME TO ETTAVW PEPOG TOU CWAnvapiou, EEGIETE TO TTWOPA Kal
TOTTOBETAOTE TO CWANVAPIO BEIYUIATOG OTOV DEIYUATOPOPEQ.

AQaIpéoTe Kal ATTopPIiYPTe TO TTWMA. MNa va atmo@QuUyeETe TN MOAUVOTN, UN UETAPEPETE TO TN
ETTAVW a1Td AAAOUG delypaTo@opeic A cwAnvdapia delyPdaTwy. EAEYETE TO cwAnvépio
OciypaTog. Edv uttdp)ouv QUOOAIBES, aQaIPEDTE TIG TTPOCEKTIKA ATTO TO CWANVApPIO BEiyuaTOg
(XpnoigoTroInoTE, yia TTapddelyua, 1o pUYXOG VOGS ATTOCTEIPWHEVOU OTEIAEOU 1} TTapdoIa
MEBOBO).

Znueiwon: Eav dsv amouakpuvere Tic QUOAAIdES UTTopEl va emmnpeaatei n ereéepyaaia rou
TP0o0dIopIcUOU Kai va aAdoiwBoulv ta amoreAéouara tng eEETacng.

ToTroBeTOTE TOV OUYKPATNTAPA TOU OEIYUATOPOPED GTOV DEIYHATOPOPED KAl POPTWOTE TOV
dclypartopopéa oTto Opyavo.
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Eneéspyacia mapaoksudouaro¢ mou oUAAExOnke ue o Hologic Direct Load Capture Cap
Collection Kit

A. MeTd TNV TOTTOB£TNON TOU TTAPACKEUACHATOG TTou OUAAEXBNKe* oTo Hologic Direct Load
Capture Cap, dev ammaiteital TepaItépw €TmeCepyaaia.

fwon: Karad tnv e&ET KATEWUYUEVOU TT KEUG TOC, JOTE TO TT KeU
*Tnugiwon: Kara e€éraon Kare £VOU TTAPACKEUACUATOC, APAOTE TO TTAPACKEUAOUA
va Qracel o€ Bspuokpaacia dwuariou mplv ammo Tnv emeepyaaia.

B. MNa va amo@uyeTe TNV €TTAQN WE TO ETTAVW PEPOG TOU cwAnvapiou, EeoQifTe TO TTWHA Kal
TOTTOBETAOTE TO CWANVAPIO BEIYUATOG OTOV DEIYUATOPOPEQ.

C. AgaipéoTe Kal atmmoppiyTe TO TTWHA Kal Tov OTEIAES. Ta va atmmo@uyeTe Tn JOAUVOT, Un
METOQEPETE TO TTWHA ETTAVW ATTO AANOUG BEIYUATOPOPEIG 1] CWANVApIa delyuaTWwY. EAEYETE TO
owAnvapio deiypatog. Edv uttdpxouv QUOAAIDES, aQaIPEDTE TIG TTPOCEKTIKA ATTO TO
owAnvaplo deiydaTog (XpNOIMOTTOINGTE, YIa TTapddelyud, To pUYXoG evOG ATTOOTEIPWHEVOU
oTelAeoU ) TTapouola puEBodo).

Znueiwon: Av o OTeINESS OEV EQAPUOTE OTO TTWNA, ETTAVATOTTOBETACTE TO TTWLA OTO
owAnvapio yia va d1acealicere 011 0 OTEIAEOC Ba spapudael kar Ba apaipebei amrd 1o
owAnvapio. Direct Load Capture Cap Tubes mmou mepiéxouv OTEIAED Ocv Ba TPETTEl va
@oprwvovrai oro Panther System.

2nueiwon: Eav ésv amouakpuvere TIC QUOAAIOES UTTOPEI va eTTnNpeaaoTei n emeéepyaaia Tou
mpoodiopiouoU Kal va aAdoiwBouv Ta amoreAéouara 1ng e€éraong.

D. TotroBetrioTe TOV OUYKPATNTAPG TOU OEIYUATOPOPED OTOV OEIYUATOPOPEA KAl POPTWOTE TOV
OclyyaTtopopéa aTto 6Gpyavo.

Emneéspyacia mapaoksudouarog ue tn xprnion Custom Specimen Lysis Tube

A. XpnoIJOTIoIWVTAG £€Va OTTOOTEIPWHEVO ) N OTTOOTEIPWHEVO (QXENOIMOTTOINTO) CWANVAPIO
YEVIKNG Xprong atmd TTAACTIKO TTOAUTTPOTTUAEVIOU HE €§wTePIKA OIGUETPO 12 mm £€wg 13 mm
Kal 0yog 75 mm €wg 100 mm, petagépete TToooTnTa 0,78 mL £ 0,07 mL xudnv STM oT0
owANvapIo Péow TTTETAG A ETTAVAANTITIKOU CUOTHUOTOG TTITTETWV.

2nueiwon: To Briua aurod mPETel va Tpayuarorrolgital o€ pépog omou AEN utmroBdAAdovral oe
emmeéepyaoia mapaockevdouara SARS-CoV-2.

Znueiwon: Eav yiveral mposroiuaagia Twv ocwAnvapiwv mpiv arro tn xpnon, EmavaromofeTioTe
TO TWUa 010 owAnvapio kai amobnkeuore 10 o€ Bepuokpacia 15 °C €wg 30 °C éwg éToU
XPnoIJoTToINdei yia TNV £MeEepyacia TTAPAOKEUGOUATOG.

Znueiwon: Orav 1o mAnpwOBév Custom Specimen Lysis Tube amoBnkeueral KAEIOTO, €4v bev
gionx6noav uyoAuouarikoi mapdyovreg Kara n OIApKeIa TN mARpwaong tou Custom Specimen
Lysis Tube, To STM 6a mpérrel va mapayeivel otabepd uéxpl Thv nuepounvia Anéng mou
mpoLAémeral yia To STM.

Znueiwon: Evdéxerar va ummdpxel auénuévog kivouvog poAuvong orav XpnoiUoTToIEITE un
arrooTeipwiéva (axpnoiyorointa) owAnvapia.

B. Ag@aipéoTte 10 TTWPa Tou Custom Specimen Lysis Tube 1Tou trepiéxel STM kal QUAGETE TO.

C. Mpiv atmé tnv g&€taon oto Panther System, petagépere 500 uL TapackeudopaTog oTo
Custom Specimen Lysis Tube 1Tou trepiéxel STM.
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Mpo&15oTroIRoEIG KAl TTPOQPUAGEEIG Aptima™ SARS-CoV-2

D.

20G CuVIOTOUME VA ETTAVATOTTIOBETACETE TO TTWHA OTO CWANVApPIO deiyuaTog Kal va 1o
AVOOTPEWETE WE ATTIEG KIVIOEIG TPEIC YOPEC YVIA VA dIACPAAICETE TV adpavoTroinon Tou 10U
KOl TO OJOIOYEVEG JEiyua.

MNa va ammo@uUyeTe TNV €TTAPR ME TO €TTAVW PEPOG TOU CWANvapiou, EEGIETE TO TTWOPA Kal
TOTTOBETAOTE TO CWANVAPIO JEIYUATOG OTOV OEIYUATOPOPEQ.

AQaIpéoTe Kal atroppiYPTe TO TTWMA. MNa va atmo@uUyeTe TN MOAUVON, PN UETAPEPETE TO TTWHO
EMAVW a1Td AAAOUC BelyUaTOPOPEIC | cwANVApIa OelyuaTwy. EAEYETE TO GWANVapIo
OciypaTog. Edv uttdpxouv QUOOAIDESG, aPAIPECTE TIG TIPOOEKTIKA aTTd TO CWANVAPIO
(XpnoigoTToIRoTE, yia TTapddelyua, 1o pUYXOG VOGS ATTOCTEIPWHEVOU OTEIAEOU 1} TTapduoIa
HEBOBO).

2nuegiwon: Eav ocv amouakpUvere 1IC QUOAAIOEC UTTOPEI va emnpeacTei n emeéepyaaia Tou
mP0o0dIopIcUOU Kai va aAdoiwBoulv ta amoreAéouara tng eEETacng.

ToTTOBETACTE TOV CUYKPOATNTHPA TOU OEIYUATOPOPEA GTOV OEIYUATOPOPED KOl POPTWATE TOV
dclypartopopéa oTo Opyavo.

Emeéepyacia mapaokeudouaro¢ mou oUAAEXOnke ue to Aptima Multitest Collection Kit

A

Bpeite 11 00nyicg yia 10 Panther Fusion Specimen Lysis Tube (Biua A), To Hologic
Specimen Lysis Tube pe ouptrayég mwua (Bripa A) i To Custom Specimen Lysis Tube
(BApa A-B) kal akoAoubroTe TeG.

Mpiv ammd Tnv €&€Ttaon oto Panther System, petagépere 500 YL Tou GUAAEXBEVTOG
TTapaokeudopaTtog atmmd 1o Aptima Multitest Tube oe éva Panther Fusion Specimen Lysis
Tube, Hologic Specimen Lysis Tube 1} Custom Specimen Lysis Tube, 6Twg tepiypd@ertal oTIg
EVOTNTEG TTECEPYQTCIOG TTAPAOKEUAOUATWY TTAPATTAVW.

ATtrofnkeuon SelyudTWYV

A

Ta deiypata TTou uttToRAGAAOVTAI O€ £TTECEPYATia oTo cuoTnua Panther pymmopouv va
apxe100eTNOOUV YIa CUPTTANPWUATIKEG EEETACEIG OE PETAYEVEOTEPO XPOVO.

ATtroBrkeuon deiypdtwy TIpIv aTrd 1 JETA TNV €EETAON

1. Ta deiypata oto Aptima Multitest Tube, To Aptima Specimen Tube, 1o Hologic Direct Load
Capture Cap Tube ] To Specimen Lysis Tube Ba mrpétrel va amroBnkevovTtal o€ 6pbia B€on
oTov dclyuaTo@opéa UTro TIG akOAouBeg CUVORKEG:

* Beppokpaacia ammod 2 °C €wg 30 °C yia £€wg 6 NUEPES.

2. Ta dciyyata TTPETTEI VO KOAUTITOVTOI ME MIO VEQ, KaBapr TTAACTIKA HEMBPAvN i QUAAO
aAoupiviou.

3. Eav amautnBei kardyugn i HETAQOPA TWV BEIYUATWY TTOU £XOUV UTTOBANBEi o€
TTPOCOIOPIoUS, APAIPECTE TO DIATTEPATO TTWMA Kal TOTTOBETACTE VEO, UN dIATTEPATO TTWHA
OoTa owAnvapIa TTapackeudopatog. EAv atrairnBei petapopd Twv deIyNaTWY o€
OIAPOPETIKEG EYKATAOTACEIG yia €EETAON, TTPETTEI va dIATNPENOEI N CUVIOTWHEVN
Beppokpaaia. MNpoTol aPaIpECETE TA TTWHATA, TA CWANVAPIA TWV TTAPACKEUATHATWY
TpéTTel va uTtoBANBoUV og @uyokévTpion yia 5 AeTrtd ae 420 RCF (OXETIKA QUYOKEVTPOG
duvapn), WoTe va PeTaPepBEei GAO TO UypPO oToV TTUBPEVA TOU CwANvapiou. ATTOQEUYETE TO
mToiANiopa kal Tn dlaoTaupouuevn HoAuvon.

Aptima SARS-CoV-2 - Panther System 12 AW-22752-1101 AvaB. 002



Aptima™ SARS-CoV-2 MposISoTroINoEI§ KAl TTPOQUAGEEIG

MeTa@opd TTapAOKEUACTHATWY

AlaTnpnoTe TIC OUVOAKES aTTOBAKEUONG TTAPOACKEUAOUATWY TTOU TTEPIYPAEQOVTAI OTNV EVOTNTA
2UAovyn kai armoBnKeuon TapacKeuaoudTwy aTn oelida 7.

2nueiwon: Ta mapackeudouara mEETTEl va UETAQEPOVTAI OULQWVA IE TOUS ITXUOVTES
£6vikoU¢, OIEBVEIC Kal TOTTIKOUS KAVOVIOUOUS UETAPOPAS.

MeiypaTa TapaoKeuaoATWY — KaBoplopdg KatdAAnAng oTpaTtnyiknig yia Tnv e@apuoyn
Kal TV TTapakoAoudnon

Ortav €&etdlouv TNV TTEPITTTWON OXNHOTIOKOU PEIYUATOG TTOPACKEUAOUATWY, Ta EpyacThApla Ba
TPETTEI VA agloAoyouv TNV KATAAANAGTNTA PIOG OTPATNYIKAG OXNHATIOPOU ueiypatog ue Bdon 10
TTO000TO BETIKOTNTAG OTOV ££eTAOMEVO TTANBUCWO Kal TNV aTTodoTIKATNTA TNG PONG EPYATIWV
OXNUATIOPOU MEIYUATOG.

MposToIpaTia SEIYUATWY YIO TOV OXNHATIONO HEIYHATOG

Ta akdAouBa TTapaoKEUGOUATA aTTd TO AVWTEPO AVOTTIVEUOTIKO CUCTNHA €ival EYKEKPIPEVA YIA
xpnon pe 1o Aptima SARS-CoV-2 Assay kal gmmopouv va uttoAnBouv e géétaon pe peiyua
OEIyUATWYV: TTAPACKEUAOUATA PIVOPAPUYYIKOU, CTOUATOPAPUYYIKOU, PIVIKOU ETTIXPICUATOS KAl
EMXPIOCPATOG TNG HEONG PIVIKAG KOYXNG TTOU €XOUV OUAAEXOei o€ péoa PeETa@opds
TTAPAOKEUAOUATWY (STM). Kd&Be peiyua deryudtwy TTpETTEl va TTEPIAGUBAVEI TTAOPACKEUACUATA
TTOU £XOUV TTPOETOINOOTE o€ KaBapd STM. H cuvioTwuevn porf €pyaciwy yia ToV OXNUATIONO
MEIYMATOG DEIYUATWY TTOPOUCIAZETAI TTAPAKATW.

Mapaockeudopara Tpog ocuAAoyrl o owAnvdpia ocuAAoyig Trou TrepiExouv 2,9 mL STM

Odnyisc mposroiuaociagc mapaocksudouarog yia dsiyuara mou oxnuarifouv peiyua
ameubsiag o owAnvapio yevikng xpnong

ExkTeAéOTE TNV TTAPOKATW dladikacia KATA TOV OXNUATIOUO HEIYUATOG DEIYHATWY TTOU £XOUV
OUN\eXBei 0 2,9 mL STM péow NG PETAPOPAS TWV ETTIUEPOUG DEIYPUATWY aTTeudeiag oe éva
adelo cwANVApIo cUPQWYa e TIG TTPOdIaYPAPES TOU Eyxeipidiou Asitoupyiag Tou OUOTAUATOS
Panther i Panther Fusion.

A. TMdapte €va adeio owAnvdpio cupBatéd pe 1o Panther System.

B. lMpoodiopioTe Tov KATAAANAO OyKO TTOU aTTaITEITAI ATTO KABE ETMIPEPOUG TTOPACKEUACHUA HE
Baon 1o péyebog Tou deiyuatog TTou oxnuaTiCeTal. Ta TTAPACKEUACHATA TTOU GUAAEyOVTal O€
2,9 mL STM dev xpeidlovtal emmAéov apaiwon pe STM Tpiv ammd Tnv €€€Taon.

Znueiwon: O cuvioTWUEVOS OUVOUATLEVOS OYKOC KGBe etmiuépous Ociyuaroc e€aprdrar amod
TIC dIAOTACEIC TOU owAnvapiou Tou xpnaoiuorrolgital. Eva¢ ekmmpéowtro¢ 1n¢ Hologic umropei

va 0ag OWaoeEl OUCTAOEIS OXETIKA LE TIC QTTAITHOEIS EAGXIOTOU OYKOU yIa ETTEEEpyaTia OTo
Panther System.

C. Mpiv atmé tnv g&€taon oto Panther System, PeTA@QEPETE TTPOOEKTIKA TOV KABOPICHEVO OYKO
KAOg €TMIPEPOUG TTAPOAOCKEUATHATOG ATTO Ta CwANVApIa TTou Trepiéxouv 2,9 mL STM oTo Gdeio
owAnvdaplo.

D. Ailac@alioTe Tnv opoloyevh avaueiEn KABe peiydaTog SEIYUATWY TTOU TTPOETOINACETE.

E. Duldgte T MPEPOUG TTOPACKEUAOUATA VIO CUUTTANPWHATIKA €E£TACN, Av gival atrapaitTnTo.
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Panther System Aptima™ SARS-CoV-2

Panther System

Ta avridpaoThpia yia 1o Aptima SARS-CoV-2 Assay ue Tn xprion tou Panther System
TapatiBevral TapakdTtw. Etiong, ditAa oTo dvoua kGO avridpacTtnpiou TTapaTiBeTal TO
avayvwpioTiKG Tou oUuBoAo.

AvTISpaoTAPIA KAl UAIKA TTOU TTapEXOVTAI
Aptima SARS-CoV-2 Assay Kit (KiT Trpoodiopiocpou SARS-CoV-2 Aptima) PRD-06419
250 e&etdoeig (2 ouokeuaaieg)

Aptima SARS-CoV-2 Refrigerated Box (Xuokeuaoia yuyegiou Aptima SARS-CoV-2) (Zuokevaaia 1 amé 2)
(aroBnikeuon oe Bgppokpacia améd 2 °C éwg 8 °C pe Tnv TrapaAafn)

MoooétnTa

ZUuBoAo  ZTOIXEiO 250 kit
egéraong
A Aptima SARS-CoV-2 Amplification Reagent 1 @iaAidio

Mn poAuouariké voukAeikd oééa amoénpauéva os pubuioTikd didAuua mou
mepiéxel < 5% OI0yKwWTIKO TTapdyovra.

E Aptima SARS-CoV-2 Enzyme Reagent 1 @iaAidio
Avdorpoen ueraypagpdon kai moAupepdon RNA amoénpauéves o€
pubuIoTikd didAupua HEPES mou mepiéxel < 10% Sioykwriko mapdyovra.

P Aptima SARS-CoV-2 Probe Reagent 1 @IoAidIo
Mn uoAuouarikoi aviyveutés DNA xnueiopwradyeiag amoénpauévol o€
PUBLIOTIKG dIGAULa NAEKTPIKOU 0&€0C TTOU TTEPIEXEI < 5% ATTOPPUTTAVTIKO.

IC Aptima SARS-CoV-2 Internal Control 1 @iaAidio

Aptima SARS-CoV-2 Room Temperature Box (Zuokeuacia 0eppokpaciag dwuartiou Aptima
SARS-CoV-2) (Zuokeuagoia 2 amo 2)
(aroBnkeuon ot Beppokpacia atrod 15 °C éwg 30 °C pe Tnv TapaAafn)

MooéTtnTa
Z0uBoAo  Zrolxeio 250 kit
ggéraong
AR Aptima SARS-CoV-2 Amplification Reconstitution Solution 1x27,7mL
YOarik6 SIGAULIQ TTOU TTEPIEXEI TUVTNPNTIKA.
ER Aptima SARS-CoV-2 Enzyme Reconstitution Solution 1x11,1mL
PuBuiaTikd didAuua HEPES trou mmepiéxel £m10aveiodpaaTiKO TTapdyovra Kai
YAUKepIvn.
PR Aptima SARS-CoV-2 Probe Reconstitution Solution 1x35,4mL
PuBuiotiké didAuua nAekTpikoU oééog mou mmepiéxel < 5% amoppumavriko.
S Aptima SARS-CoV-2 Selection Reagent 1x 108 mL

PubuioTiké didAuua BopikoU oééo¢ 600 mM 1Tou TTEPIEXE!
EMTIPAVEIOOPATTIKO TTapdyovra.
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Aptima™ SARS-CoV-2 Panther System

Aptima SARS-CoV-2 Room Temperature Box (Zuokeuacia 8gppokpaciag dwuaTtiou Aptima
SARS-CoV-2) (Zuokeuacoia 2 atrod 2) (cuvéxeia)
(aro@nkeuon oe Beppokpacia amd 15 °C éwg 30 °C pe Tnv TapaAafn)

MoocoétnTa
20upoAo  ZToIXEiO 250 kit
egéraong
TCR Aptima SARS-CoV-2 Target Capture Reagent 1 x 54 mL
PubBuioTiké didAuua GAQTOC TTOU TTEPIEXEI OTELEQ PATN Kai OAIyOuEQT
oUAANWnG.
KoAdpa avacuoTtaong 3
DUANO YPOAPHWTWYV KW3SIKWV KUPIAG TrapTidag 1 @UAAO

YAIKd TTOU aTtraiTouvTal Kol diatifsvral xwpiotd

Znueiwan: O1 apiBuoi karaAdyou Twv UAIKwv mou diatiBevral amrd tnv Hologic mapari@evrar arnv mapakarw
Aiota, ekTO¢ €av Kabopilerar dIaPOPETIKA.

Ap. KaTtaA.
Panther System 303095
Aptima Assay Fluids Kit 303014
(Aptima Wash Solution, Aptima Buffer for Deactivation Fluid kai Aptima Oil Reagent) (1000 €geTa0EIg)
Aptima Auto Detect Kit 303013
(1000 egetdoeig)
Movadeg TToAaTTAWY owAnvapiwv (MTU) 104772-02
Panther Waste Bag Kit 902731
Panther Waste Bin Cover 504405
Panther Run Kit 303096

mepiéxel MTU, odkoug TAUONG, KaAUppata kGdou amoppipudrwy, uypd mpoadiopiopot (5000 egeTdOEIG)
Kal avriopaaThpia aurouarns avixveuons

Puyxn, 1000 pL aywyipa, Pe avixveuon uypou 10612513 (Tecan)

Aptima SARS-CoV-2 Controls Kit PRD-06420

PC - Aptima SARS-CoV-2 Positive Control. Mn poAuouartiké voukAeik6é o€ og puBuioTiko
OiGAupa mou mrepiéxel < 5% armoppurravtikd. MNoadmra 5 x 1,7 mL

NC - Aptima SARS-CoV-2 Negative Control. PuBuiotiké didAupa mou tepiéxel < 5%
armropputavriké. Moaérnra 5 x 1,7 mL

Aptima Multitest Swab Specimen Collection Kit PRD-03546
Hologic Direct Load Capture Cap Collection Kit - CLASSIQSwabs PRD-06951
Hologic Direct Load Capture Cap Collection Kit - FLOQSwabs PRD-06952
Aptima Specimen Transfer Kit 301154C

Aptima Specimen Transfer Kit - ekTuTTwoIuo PRD-05110
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Ap. KATOA.

Aptima Unisex Swab Specimen Collection Kit for Endocervical and Male 301041
Urethral Swab Specimens

Panther Fusion Specimen Lysis Tubes, 100 avd cuokeuaaia PRD-04339
10 owAnvaplio mepiéxel 0,71 mL STM ue diamrepard mwua

Hologic Specimen Lysis Tubes, 100 ékaoTo PRD-06554
10 owAnvapro mepiéxer 0,71 mL STM pe ouutrayés mwua

Hologic Specimen Lysis Tubes, 1200 ékacTo PRD-06660
10 owAnvapio mepiéxer 0,71 mL STM ue ouumayés mwua

Méoo peTapopds TTapaokeudopatog, 1 @idAn, 80 mL PRD-04423

Méoo petapopdg Tapackeudopatog, 1 @iaAn, 120 mL PRD-06657

NAeUKaVTIKG, dIGAUpa uttoxAwpIwdoug vaTpiou 5% ¢wg 7% (0,7M éwg 1,0M) —
AvaAwaipa yavtia —
AVTAAAGKTIKG PN SIATTEPATA TTWHOTO 504415

Hologic Solid Cap yia xprion pe Toug kwdikoug PRD-06951* kau PRD-07028
PRD-06952*, 100 Trwuata avd cuokeuaoia

*kaAuppa piag xpriong yia 1o Hologic Direct Load Capture Cap (PRD-06951 kai PRD-06952)

yIa xprion LETd v €£61aon we LEPOS THS PONS EPYACIWV LE aKAAUTTTa owAnvapia
AVTOANOKTIKA TTWPaTa yia Ta 250 KIT €€€Taong —

AigAUuara avagioraong avridpaatnpiwy gvioyuong kai avixveuri CLO041 (100 mwuara)
AidAuua avaaguoraong evq{uuikou avridpaaTnpiou 501616 (100 mwyara)
TCR kai avridpaoTipio EmAoOyNS CL0040 (100 mwuara)

MpoalpeTikd UAIKG

Ap. KataA.
Hologic Bleach Enhancer for Cleaning 302101

yIa TOoV TUTTIKO KQBapIouo TTipaveiwy Kai eE0TTAIOLOU

Aidragn avadeuong ocwAnvapiwv —

Aiadikaoia e§étaong oto Panther System

Znueiwon: la emimmAéov mAnpoopiss oxetikG ue 1n diadikaocia, avarpéére aro Eyyeipidio
Aeiroupyiag Tou ouoTthfiuarog Panther/Panther System.

A. TlpocTolpacia TnG TTEPIOXNG Epyaciag

KaBapioTe TIG ETTIQAVEIEG EpyAOiag TTAVW OTIG OTToiEG Ba TTAPACKEUAOTOUV TA AVTIdPACTAPIA
Kal Ta deiypaTa. ZKOUTTIOTE TIG £TMIQAvEIES epyaoiag pe didhupa 2,5% £wg 3,5% (0,35M éwg
0,5M) utroxAwpiwdoug vartpiou. AQHoTe To SIGAUPA UTTOXAWPIWAOUG VATPIOU VA TTAPAMEIVE
O€ ETTAQN ME TIG ETTIPAVEIEG VIO TOUAAXIOTOV 1 AETTTO KaI OTN CUVEXEIQ EKTTAUVETE PE VEPD.
Mnv agrioete 10 dIGAUNA UTTOXAWPIWDOUG vaTPIOU va OTEYyVWOElL. KaAUWTE TNV ETTIQAVEIA TOU
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TTAyKou, TTAVwW OTnNV oTToia Ba TTapacKeuaoToUV Ta avTIOPAaTHPIa Kal Ta dEiyhaTa, Je Kabapd,
ATTOPPOPNTIKA KOAUMMATO YE TTAACTIKY €TTEVOUCN, YIO €PYACTNPIAKOUG TTAYKOUG.

B. Avacuotaon avtidpaoTtnpiwv/Napackeun amo véo KIT

Znueiwon: H avacuoraon twv avridpactnpiwv 6a TpETTEl va TPayuaroTToisiTal TTpIv armmd tnv
évapén ormroiagdniore epyaciac¢ aro Panther System.

1. Ta Tnv avacuoTtacn Tou avTidpaoTnpiou evioxuong, Tou evCUUIKOU avTIOpAoTnPiou Kal TOU
avTIOPACTNPIOU-AVIXVEUTI], CUVOUAOTE TIG QIAAEG TOU AUOQIAOTTOINUEVOU AVTIOPACTNPIOU E
10 dIdAUpa avacuoTtaong. Edv ta diaAlpaTa avacuoTaong ammobnkevovTal O Yuyeio,
a@NoTE T va TTEPIEABOUV o€ Bepuokpaaia dwuariou Trpiv atmd Tn xpnRon.

a.

TotroBeTroTE avd (elyog KGBe didAuPa avacUoTaong JE TO AvTioTOIXO
Auo@ihoTroinuévo avTidpaoThplo. MpoTou TOTTOBETHOETE TO KOAGPO avacUOoTaONG,
BeBaiwBeite OTI TO XPWMATA TWV ETIKETWV TOU SIGAUPATOG avaoUOTAONG KAl TOU
avTidpacTnpiou TaIpIAlouv PETAEU TOUG.

EAEyETe TOUG apPIBPOUG TTAPTIOAG OTO GUAAO YPAPHWTWY KWAIKWY KUPIaG TTapTidag, yia
va BeBaiwBeite 611 ToTOBeTABNKAV avd (euyn Ta KATAAANAQ avTiIdpacThpIa.

Avoi&Te TO QIOAIBIO TOU AUOQIAOTTOINUEVOU QVTIOPACTNPIOU Kal EI0AYAYETE OTABEPG TO
aixunpEo dkpo Tou KoAdpou avacuoTacong oTo dvolyua Tou @laAidiou (Eikéva 1, BApa 1).

Avoilte 10 avrtioToixo diGAupa avacUoTaong Kal TOTTOBETHOTE TO TTWHA ETTAVW CE HIA
KaBapr, KOAUPUEVN ETTIQAVEIQ £PYATIaG.

Kpatwvtag Tn @IAAn Tou dIGAUPATOS avaoUuoTaong ETTAVW OTOV TTAYKO, EI0AYAYETE
oT100epd TO AANO GKPO TOU KOAGPOU avaoUoTaong oTo avolypa mg @iding (Eikéva 1,
Brjua 2).

AvaTtrodoyupioTe apyd TIG cuvapUOOPEVEG PIGAES. AprioTe To BiIdAupa va peuoel atrd
N @IGAN 010 YudAivo @iaAidio (Eikéva 1, BAua 3).

Avapeiete KaAd 1o didAupa oTo yudAivo @ialidio TrepioTpépovTdg To (Eikéva 1, BAua 4).

MepIyEVeETE TTPOKEINEVOU TO AUOQIAOTTOINKEVO QVTIOPACTAPIO Va €l0peUaEl aTo dIGAUMA
Kal, KaToTTIv, avatrodoyupioTe avd TIG CUVAPPOCHEVEG QIAAEG UE KAIon 45° yia va
ehayioTotroinBei o appog (Eikéva 1, BAua 5). Apriote 0Ao 10 uypd va eiopelael TTiow
oTnV TTAACTIKA QIGAnN.

A@aipéaTe To KOAGPO avacuaoTaong Kal To YudAivo @iaAidio (Eikéva 1, BAua 6).

TotroBeTrOTE {AVa TO TTWPAO OTNV TTAACTIKA QIAAN. ZNUEIWAOTE OTNV ETIKETA T APXIKA
TOU XEIPIOTH Kal TNV nuEpounvia avacuoTtaong (Eikéva 1, BAua 7).

ATroppiyTe TO KOAGPO avacuoTacong Kai To yudAivo @iaAidio (Eikéva 1, Briua 8).

EmiAoyn: EmTpétreTal n emmpdoBetn avAaueign Tou avridpacTnpiou evioxuong, Tou
evqUUIKOU avTIdPaOTNPIoU Kal TOU avTIdpaoTNEIoU-avIXVeUTr YE TN XprRon didaraéng
avadeuong cwAnvapiwy. H avaueign Twv avtidpaoTneiwy PTTOPEN va TTpayuaToTroinei
TOTTOBETWVTAG TNV TTAACTIKN QIAAN TTOU QEPEI €K vEOU TTWHA o€ dIATagn avadeuong
owAnvapiwv, n otoia £xel pubuioTei o TaxutnTa 20 RPM () 1I0080vaun), yia 5 AeTrtd
TOUAGXIOTOV.

lpocidomroinon: AmopeUlyere n dnuioupyia agpou Kard tnv avacuoracn Twv
avridpaotnpiwv. O appog emnpedlel apvntikG Tnv avixveuon otabunc oro Panther System.
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lposidomoinon: H emapkng avaueién twv avridpaotnpiwv gival amapaitntn yia tnv Emiteuén
TWV aQvauEVOUEVWY QTTOTEAEOUATWY TTPOCOIOPICLOU.

t iy

Eikova 1. Aiadikaoia avacguoraong oro Panther System

2. MapaokeudoTe 1o avTIdPACTAPIO CUAANWNG oTOXoU epyaaias (WTCR).
a. TomoBetAoTe avd {euyn TIG KATAAANAES @iaAeg TCR kai IC.
b. EA&yETte TOUG apIBUOUG TTaPTIOAG TwY avTIOPACTNPIWY OTO QUAAO YPOHUWTWY KWOIKWV

KUplag TrapTidag, yia va BeBaiwdeite 6T ToTToBeTHONKAV avd felyn Ta KATAAANAa
avTIdpacThpIa OTO KIT.

c. Avoi¢re Tn @IdANn Tou TCR Kal TOTTOBETACTE TO TTWHA £TTAVW O€ pIa KaBapn,
KOAUMPEVN ETTIQAVEIA EpyaOiag.

d. Avoi¢re Tn @IaAn Tou IC Kai pigTe OAo TO TTEPIEXOUEVO TNG PEoa oThn @IGAN Tou TCR.
Eival avapevouevo OTI pia yikph ToodTnTa uypou Ba trapaueivel otn @idAn tou IC.

e. TomoBetAOTE TO TTWHA aTn PIAAN Tou TCR Kai TTepIoTpEWTE atraAd 1O diIGAUMA yia va
avapeixBolv Ta TrepIEXOMEVA. ATTOQUYETE Tn dnuioupyia a@poU Katd Tn dIGPKEIQ auTou
Tou BAMATOG.

f.  ZNUEILOTE OTNV ETIKETA TA APXIKA TOU XEIPIOTA Kal TRV TPEXOUCA nUEPOMNvia.
g. ATmoppiyte TN @IAAN kal To TTWHa Tou IC.

3. TlNapaokeudoTe TO avTIdOPACTHAPIO ETTIAOYAG:
a. EAéyEre Tov apiBuod maptidag NG @IdAng avridpaoTtnpiou yia va BeBaiwBeite oI
avTIoTOIXEI oTOV apIBud TTapPTIdAg TOU GUAAOU YPAUNWTWY KWOIKWY KUPIOG TTapTidag.
b. ZnueiwoTe oTNV ETIKETA TO APXIKA TOU XEIPIOTH KAl TNV TpEXOUOO NuEPOPNvia.
2nusiwon: Avaueiéte kaAd avaoTpépovrac amaAd dAa ra avridpaoTripia, mpoToU Ta
QPOPTWOETE OTO OoUaTHA. ATTOQUYETE T ONUIOUPYIa appouU KATd THV avaoTpo@l Twv
avridpacTnPiwv.

C. lMapaokeur avTidpaoTnpiou yia avTIdPACTAPIa TTOU EiXav avaouaTadei TTpoNyounévwg

1. Ta avTidpacTrplo evioxuong, To eVCUMIKG avTIOPACTAPIO KAl TO avTIOPACTAPIO-AVIXVEUTHG
TTOU €ixav avaouaoTaBei TTPoNyoUUEVWG TTPETTEI va TTEPIEABOUV ae Bepuokpaaia dwuartiou
(15 °C €wg 30 °C), mpiv atrd TV £vapén Tou TTPOodIoOPIGHOU.
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EmiAoyn: Ta avridpaaoTripia Ytropouv va TrepiEABouv o€ Bepuokpacia dwpaTiou Péow
TOTTOBETNONG TOU AvaCoUCTaBEéVTOG avTidpaaTnpiou evioxuang, evCUUIKOU avTidpaaTnpiou
Kal avTIdpaoTnpiou-avixveuTr o€ dIdTagn avadeuong cwAnvapiwy, n otroia £xel pUBUIOTEI
oe Taxutnta 20 RPM (1] 1c0080vapun), yia 25 AeTrtd TOUAdyIoTOV.

2. Ed&v 10 avacuoTaBév avTidpaaTrpIo-avIXVEUTAG TTEPIEXE! iICNUa TO oTToio dev diaAUeTal O€
Bepuokpacia dwaTiou, BEPUAVETE TNV KAAUMPEVN HE TTWHA QIGAN o€ Bepuokpaaia TTou
Oev utrepPaivel Toug 62 °C yia 1 €wg 2 Aetrtd. MeTd amd autd 10 BANG Bépuavaong, To
avTIOPACTHPIO-AVIXVEUTHG UTTOPET va XPNOIYOTTOINBEI aKOPN Kal av 5oKoAouBEi va
uTTapxel iCnua. Avaueicte 1o avTIOPACTAPIO-AVIXVEUTH HECW AVAOTPOPNG, TTPOCEXOVTAG
WOTE va Jn dnuioupynBei agpdg, TIPIV va TO YOPTWOETE OTO CUCTNUA.

3. Avapei€te KaAd kKGBe avTIdPACTAPIO AVACTPEPOVTAG TO ATTAAd, TTPOTOU TO (POPTWOETE OTO
ouoTnua. ATToQuyeTe Tn dnuioupyia apEou KATd TNV avaoTpo®r Twyv avTidpaoTnpiwy.
AuTté 10 BrAua d¢gv gival avaykaio, av Ta avTiIdPACTHPIa YOPTWVOVTal OTO oUCTNUO
atreuBeiag PeTd TNV avaueign otn didragn avadeuong cwAnvapiwy.

4. Mn oupttAnpwvete TIG QIAAEG avTidpaoTnpiwy. To Panther System B8a avayvwpioel kal Ba
aTToppiYel PIAAEG TTOU £XOUV CUPTTANPWOEI.

5. H emapkng¢ avdueién twv avridpaartnpiwyv givar amapaitntn yia v Emiteuén twv
AVAUEVOLEVWY ATTOTEAECUATWY TTPOTOIOPICUOU.

D. Xeipiopog mapackeuaopaTwy Pe Tn xprion Panther Fusion Specimen Lysis Tube 3 Aptima
Specimen Transfer Tube

Znueiwon: NpoeroiudoTe Ta TAPACKEUACUATA OULQWVA LE TIC 00nYies emeéepyaaniac
TAPACKEVQOUATWY TNG EvOTNTAS «ZUAAOYN Kal aTTOBNKEUTN TTAPACKEUAOUATWY» TTPIV VA
POPTWOETE Ta TTapackeudouara aro Panther System.

1. EmBewpnroTe Ta cwAnvdplia deiyuatog TpoTol Ta QOPTWOETE OToV delypaTto@opéa. Av éva
owAnvapio deiyuatog TTePIEXEl QUOANIDES 1] £XEI HIKPOTEPO OYKO aTTO TOV ouvnBIouévo,
XTUTTAOTE aTTaAd TOov TTUBUEVA TOU GWANVAPIOU yia va JETOKIVNOET TO TTEPIEXOUEVO OTOV
TTUBPEVa Tou cwAnvapiou.

Znueiwon: 2tnv mepimrwon deiyudrwy mou ueragépovrai o€ Panther Fusion Specimen Lysis
Tube 1 oe Aptima Specimen Transfer Tube, yia va amoQuUyere opaiuara emeéepyaaiac,
BeBaiwbBeite 611 TPOOTIBETAI OTO CWANVAPIO ETTAPKAS TTOOOTHTA TTApackeudouarog. Orav
TPOOTIOeTAI ETTAPKAS TTOOOTHTA CUAAEXOEVTOC TTAPACKEUGOLQTOS OTO CWANVApPIO, UTTAPXE!
QPKETOC OYKOC yIa THV TTPAYUATOTTOINGN 3 eKXUAICEWVY VOUKAEIKOU 0&€0C.

E. Xelpiopog mmapaokeuaopaTwy Ye TN Xprion Hologic Specimen Lysis Tube | TTpocapuoouévo
Specimen Lysis Tube

1. TpoetoiydoTe Ta TTapackeudopata cUPQWva WE TIG odnyieg eTTeéepyaaiag
TTAPOACKEVAOPATWY TNG €vOTNTAG «2UAAOYN Kal atmoBnkeuon TapaoKEUACLUATWY».

Znueiwon: 2tnv mepirrwaon delyudrwy mmou ueragépovral o€ Hologic Specimen Lysis Tube n
og mpoaapoouévo Specimen Lysis Tube, yia va amoeuyere apdAuara smeéepyaaiag,
BeBaiwbBeire 611 TPOCTIBETAI OTO TWANVAPIO ETTAPKAC TTOOOTNTA TTApackeudouarog. Orav
TPOOTIOeTAI ETTAPKAS TTOOOTHTA CUAAEXOEVTOC TTAPACKEUGOLQATOS OTO OCWANVApPIO, UTTAPXE!
QPKETOC OYKOC yIa THV TTPQAYUATOTTOINGN 2 EKXUAICEWV VOUKAEIKOU 0&£0G.

2nueiwon: Orav xpnoiuorolgite 1o Aoyiouiké Aptima SARS-CoV-2 Assay Software ue un
KaAuuuéva owAnvapia, agaipéoTe TO TTWUA ATTO TOV BETIKO KAl TOV apvnTIKO UApTUPa TTPIV
amré ™ eépTwan aro Panther System.
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F. lpoecToipacia cuoTRuaTog

1.

PuBpiote 10 oloTnua cUp@wva We TIG 0dnyieg Tou Eyxeipidiou Asiroupyiac Tou
ouothuaro¢ Panther/Panther Fusion kal TNG evOTNTOG SNUEIDOEIS OXETIKA ue TN diadikaaia.
BeBaiwBeite 611 xpnoiyoTrololvTal dElyUATOPOPEIC avTIdpacTnpiwv Kal TTpocapuoyeic TCR
KatdAAnAou peyéBoug.

2. ®optwoTe T deiypara.

ZNMEIWOEIG OXETIKA JE TN dladikaoia

A. MdapTupeg

1.

MNa va xpnoiyotroifoete cwoTd 1o Aoyiouiké Aptima Assay Software yia 1o Panther
System, atraiteital éva {euyog papTupwy. O BeTikOG Kal 0 apvnTIKOG papTupag SARS-
CoV-2 Aptima ptropouv va @opTwBouv ae oTToladATIOTE BEGN TOU OEIYUOTOPOPED 1 O€
OTTOI0dNTTOTE CEIPA TOU XWpou delyudTwy Tou Panther System. H diavour ye mIméTa Twv
TTOPOOKEUOOUATWY TwV aoBevwyv Ba apxioel 6tav Ba TTAnpouTal pia atrd TIG akOAouBeg
OUO OUVONKEG:

a. To ouoTtnpa etregepydleTtal éva {eUyog HaPTUPWYV TN CUYKEKPIYEVN OTIYUA.

b. Ymdpyouv kataxwpiopéva 010 oUOTNPA £YKUPA OTTOTEAECUATA VIO TOUG PAPTUPEG.
Metd Tn dlavoun Pe TITTETA OTA CWANVAPIa PHapTUPWYV Kal TNV TTECEPYATIa TOUG yIa €va
OUYKEKPIUEVO KIT QvTIOPAOTNPIWY, TA TTAPACKEUAOUATA TWV a0BEVWV UTTOPOUV va
uTtoBANBOUV Ge avAAuon HE TO OXETICOMEVO KIT YIA £€WG KAl 24 WPEG, EKTOG €AV:

a. Ta amoteAéouaTa TwV PApTUPWYV gival hn €ykKupa.

b. To oxenddpevo KIT avTidpacTnpiwv TTPOCdIOPICHWY apalpebei atrd To ocUoTNUA.

C. To OXeTICOUEVO KIT avTIOPACTNPIWV TTPOOBIOPICHOU £XEl UTTEPPET Ta OpIa 0TOBEPOTNTAG.
Kd&Be cwAnvdépio pdptupa Aptima ptropei va e€etaoTei pia gopd. Edv TTpooTradrjoeTe va
OIOVEIYETE PE TTITTETA TTEPICTOTEPO ATTO Mia popd a1rd TO CWANVAPIO, UTTOPEI va
TIPoKANBoUV c@aAuaTta emegepyaaiag.

H Slavoun pe ITETA TWV TTAPOAOKEUAOHATWY TwV aoBevwv Eekiva oTav TTAnpouTal uia
atod TIG akOAOUBEG dUO OUVONKEG:

a. YTIApYXOUuV KATOXWPEICHEVA OTO oUCTNUA EYKUPQ ATTOTEAECHUATA VIO TOUG UAPTUPEG.

b. To cuoTnua emegepyadletal éva (eUyog HAPTUPWY T CUYKEKPIYEVN OTIYUA.

B. Ogppokpacia

Qg Bepuokpacia dwpaTtiou opiletal n Beppokpacia amrd 15 °C €wg 30 °C.

C. Tloudpa atrd yavtia

O1wg oupPBaivel o€ 010100 TTOTE OUCTNHA AVTIOPACTNEIWY, N UTTEPROAIKA TTOOATNTA TTOUdPAG
TTOU UTTAPXEI O€ OPIoPEVA YAVTIO PTTOPET va POAUVEI T avoiXTd cwAnvdpida. ZuvioTatal va
XPNOIMOTTOIEITE YAVTIO XWPIG TToudpa.

D. MpwtdkoAAo TTapakoAouBbnong epyacTtnpiakrg péAuvong yia 1o Panther System

Y1rapxouv TTOAAOI €I0IKOI EpyacTnPIAKOi TTAPAYOVTEG TTOU UTTOPOUV va GUHBGAoUV 0Tn
MOAuvaon, cuutrepiAapBavopévou Tou OyKou €E£TAONG, TG PONG EPYACIWY, TOU ETTITTOAACOU
NG vooou Kal dia@opwv AAAWYV epyacTnpiokwy dpacTnpIoTATWY. AuToi ol TTapdayovTeg Ba
TPETTEl va AdpBdavovTal utréywn Katd Tov TTpoodioploud TG ouxvoTNTaG TTapakoAouBnong Tng
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MOAuvong. Ta diacTrpaTa TTapakoAoubnong Tng PoAuvong Ba Trpétel va kabopilovTal Pe
Baon TIC TTPAKTIKEG Kal TIG dladikaoieg KABe epyaoTnpiou.

MNa v TTapakoAouBbnaon TNG €pyacTnPIaKnS HOAuvang, JNTTopei va dieaxBei N TTapakaTw
oiadikacia pe Tn xprion tou Aptima Unisex Swab Specimen Collection Kit for Endocervical
and Male Urethral Swab Specimens:

1. TomoBetioTE OTA CWANVAPIO PETAPOPAG ETTIXPICUATOC ETIKETEG YE APIBUOUG TTOU
QVTIOTOIXOUV OTIG TTEPIOXEG TTOU Ba €eTaOTOUV.

2. AgaipéaTe Tov OTEINEG CUAAOYNG TTAPACKEUACHATOG (OTEINEOG PE PTTAE OTEAEXOC Kal
TPACIvN eKTUTTWON) aTTd TN CUOKEUOCia Tou, BuBioTe Tov OTEIAES OTO PECO HETAPOPAG
TTapaokeudopaTog (STM) kal TpiwTe TNV KOBOPIoPEVN TTEPIOXA EKTEAWVTAG KUKAIKA Kivnon.

3. TommoBeTAoTE AUECWG TOV OTEINES OTO CWANVAPIO PETAPOPAG.

4. >1doTE TIPOOEKTIKA TO OTEAEXOG TOU OTEIANEOU OTO UWOG TNG EYKOTTHG KAl TTPOCEETE va [N
XUB¢ei 10 TTEPIEXOMEVO.

5. EmavatomroBeTAoTe KAAG TO TTWHAO OTO OCWANVAPIO PETAPOPAG ETTIXPICHATOG.

6. EmavaAdpete Ta BApata 2 £wg 5 yia KABe TTEPIOX aT1Td TV OoTToia BEAETE va AdPeTe
ETTiXpIOMO.

E. Av 1a amoteAéopata gival BeTIKA, avaTpELTe OTnNV evoTnTa Epunveia twyv amoreAsoudrwy. Na
OUPTTANPWHATIKEG TTANPOPOPIEG OXETIKA PE TNV TTapakoAouBnon Tng poAuvong oto Panther
System, emkoivwvAoTe Pe TNV Texvikr utrooThpiEn Tng Hologic.

MoloTIkOG EAeyX0OG

To atroTéAecpa piag eE€Taong f evOg TTAPOOKEUACUATOG PTTopEl va akupwBei atrd 1o Panther
System, av avakUyouv TTPOoRAAUATa KATA TNV €KTEAECN TOU TTPOCdIopIcpoU. Ta TTapackeuaoua
TTOU KaTéANEav o€ PN éyKupa aTToTEAEOUATA TTPETTEI VO EEETACTOUV €K VEOU.

ApvnTiKoi Kal BETIKOi HAPTUPES

MNa TNV TTapaywyn £YKUpwy aTTOTEAEOUATWY, TTPETTEl VA ECETOOTEN £va OET HAPTUPWY
mpoodiopiouou. ‘Eva avtiypago Tou apvnTikoU JAapTupa TTPOCdIOPICHOU Kal TOU BETIKOU PapTUpa
TTPOGCOIOPIoHOU TTPETTEI VA eAEyXeTal KABE @opd TTou QopTwveTal 0T0 Panther System éva véo kit
 6Tav AQgel TO TPEXOV OET £YKUPWY UAPTUPWV.

To Panther System €xel diapgoppwBei £T01 WOTE va aTTaITEITAI £€ETACN PHAPTUPWY TTPOCIOPICHOU
avd diaoTAPaTa £wg 24 wpwv TTou KabopiovTal atrd Tov dlaxelpioTrh. To Aoyiouiké Tou Panther
System TTpo€IdOTTOIEI TOV XEIPIOTH OTAV ATTAITOUVTAI JAPTUPES TTPOCOIOPICHOU Kal Oev EEKIVA VEES
eCeTAOEIC £WG OTOU POoPTWOOUV o1 HapTUPESG TTPOCDIOPICHOU Kal EEKIVIOEI N €TTEEEPYQTIO TOUG.

Kard tn didpkela TnG TTECEPYATiag, Ta KPITAPIA YIO TV ATTOBOXI TwV PAPTUPWYV TTPOCdIOPICHOU
emaAnBevovTal autéuata amd 1o Panther System. MNa tnv mMKUpWON TWV £YKUPpWY
QATTOTEAECUATWY, O JAPTUPESG TTPOCDIOPICHUOU TTPETTEI VO OAOKANPWOOUV WE ETTITUXIA HIO OEIp&
eAEyXWV eyKupodTNTOG TToU dievepyouvTtal atrd 1o Panther System.

Av 01 HapTUPES TTPOCSIOPIOUOU OAOKANPWOOUV PE ETTITUXIO OAOUG TOUG EAEYXOUG yKUPATNTAG,
BewpouvTal £YKUPOI yIa TO XPOVIKO BIdoTnua TTou £xel KaBopiaTei arrd Tov diaxelpioth. MeTd tnv
TTapéAEuon Tou xpovikou diacTAuaTtog, To Panther System opilel 611 o1 yapTupeg TTPOCdIoPIoUOU
éxouv Afgel kai ¢nTd Tnv €€éTaon véou OET POAPTUPWY TTPOCSIOPICHOU TTIPIV VA EEKIVATEI TNV
€CETAON OTTOIWVONATIOTE VEWV OEIYHATWV.

Aptima SARS-CoV-2 - Panther System 21 AW-22752-1101 AvaB. 002
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Av 0TT0I000ATTOTE ATTO TOUG PAPTUPEG TTPOCDIOPICHOU ATTOTUXEI OTOUG EAEYXOUG EYKUPOTNTAG, TO
Panther System akupwvel autépata Ta OXETIKA OeiyaTa KAl aTTAITE TNV €EETOON VEOU CET
MapTUpwV TTPOGOIOPICHOU TTPIV VA EEKIVAOEI TNV €ETACN VEWV OEIYUATWV.

EowTepik6g papTupag

EocwTeplkdg pdptupag TmpooTiBeTal o kKaBe deiypa péow Tou wTCR. Katd 1n didpkeia Tng
emeEepyaoiag, Ta KPITAPIA ATTOdOXNG TOU ECWTEPIKOU PAPTUPA £TTAANBEUOVTAI QUTOMATA OTTO TO
Aoyiouiké Tou Panther System. Aegv ammaiteital avixveuon Tou €0WTEPIKOU PAPTUPA yia deiyuaTa
Ta otroia eival BeTIKA yia Tov SARS-CoV-2. O e0wTePIKOG YAPTUPAG TTPETTEI VO QVIXVEUTEI G€ OAQ
Ta deiydata TTou €ival apvnTika yia atoxous SARS-CoV-2. Ta deiypaTa TTou dev TTANpoUlv Ta gv
ASyw kpitpia dnAwvovTal wg Pn éykupa. KaBe deiypua pe pn €yKupo atroTéAecpa TTPETTEl va
eTTavegeTAgETAI.

To Panther System cival oxediaouévo va emaAnBelel ye akpifeia tnv emegepyaaia, dTav ol
Oladikaaieg ekTEAOUVTAI CUPQPWVA KE TIG 0dNYIiEC TTOU TTAPEXOVTAl OTO TTAPOV EVOETO CUCKEUATIOG
Kal oto Eyyxeipidio Asitoupyiag tou ouorthuarog Panther/Panther Fusion.

Epunveia Twv atroTeAeoHATWYV

To Panther System 1mpoodiopiel auTOPATA TA ATTOTEAEOUATA £6ETAONG DEIYHATWY KAl JOPTUPWV.
‘Eva atrotéAeopa e€étaong PTTopEi va gival apvnTikd, BeTIKO i un €yKUpo.

ZT1ov Tivaka 1 TrapouaidlovTal Ta oava atroTeAéouaTta Tou dnAwvovTtal € Jia €ykupn €¢ETaon,
Madi JE TIC EPUNVEIEC TWV ATTOTEAECUATWV.

lMivakag 1: Epunveia amoreAsoudrwyv

ATmrotéAeopa
SARS-CoV-2 ATrotéAeopua IC Epunveia
ApvnTiKO ‘EYyKupo Aev aviyveluTnke SARS-CoV-2.
OE€TIKO ‘EYKUpO Avixveutnke SARS-CoV-2.
Mn éYKUp(?. ndeUGIC'XGTr],KE OQAANa
Mn £ykupo Mn £ykupo KaTd TNV TITapaywyn Tou

arroreAéopatog. ATtaiteital
emavegéTaon Tou deiyuaTog.

Znueiwon: Agv aTTaITeiTal avixveuon Tou eowTEPIKOU PdpTUpa yia deiypata Ta otroia gival BeTikd yia Tov SARS-CoV-2.

Epunveia atroTeAEOUATWY YIA MEIYHATA BEIYHATWY

ApvnTiké: Ta apvnTikG atmmoTeAéopaTa eEETATEWY UEIYHATWY OelyUATWY Ogv Ba TTPETTEl va
QVTIMETWTTICOVTAI WG OPIOTIKA. AV Ol KAIVIKEG eVOEIEEIC KAl TO KAIVIKG CUPTITWHATA TOU 00Bevr) dgv
ouvAadouv e apvnTikG aTTOTEAEOUO Kal T ATTOTEAEOPATA €ival atTapaitnTa yia Tn diaxeipion Tou
aoBevh, Ba TTPETTEl va eEeTACETAI TO evOEXONEVO UTTOBOANG TOU aoBevr O¢ aTOMIKA €&étaon. H
XPAoN peiypaTog deiypdtwy Ba TTpETTEl va evaeikvuTal yia TTAOPACKEUAOUATA YIa Ta OTroia
OnAwvovTal apvnTIK& atToTEAEOUATA.

O€TIkO: Ta TTOPACKEUAOHUATA YE BETIKO OTTOTEAETUA PEIYMATOG OEIlyUATWY TTPETTEl va eEeTAdovTal
HEPOVWEVA TTPIV ATTO TNV ava@opd atToTEAEOPATOC. Ta TTAPOACKEUACHOTA YE XAMNAS 1IKO popTio
EVOEXETAI VO YNV AVIXVEUTOUV O€ MeEiypaTa delYPNATWY Adyw TNG PEIWPEVNG suaioBnoiag Twv
eCETACEWV HEIYHATWV.
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Mn éykupo: Ta TTapaockeudouata Je PN €YKUPO OTTOTEAECHUA TTPETTEN va £EETACOVTAI HEPOVWHEVA
TIPIV OTTd TNV avapopd atmoTeAéoPaTog. QOTO00, O€ TTEPITITWOEIC JN £yKUupng €€ETACNG, N
emavaAnyn TnG €€€TaoNG PE PEIYUATA TTOPACKEUAOUATWY UTTOPEI Va gival OKOTTIUN avaAloya JE
TNV EPYACTNPIOK PON EPYACIWV KAl TOV OTTAITOUPEVO XPOVO ava@opds TWV ATTOTEAECUATWV.

Meplopiopoi

A. O mapwyv TTPoadIOPICHAG XPENCIUOTTOIEITAI ATTOKAEIOTIKA ATTO TTPOCWTTIKG EKTTAIOEUMEVO OTN
oladikaoia. H un e@apuoyni autwy Twy odnylwv UTTopEi va odnNyAoel o€ E0PAAUEVa
aTToTeAéoATA.

B. H aglomoTia Twv atroTeAeopdTwy €¢apTdral atmmd TNV KATAAANAN cuAAoyr], YETagopd,
aTTOBAKEUON KAl ETTECEPYATIa TWV TTAPACKEUATUATWV.

C. Amoguyete Tn poAuvon e@apuolovtag opBEG epyacTnPIOKES TTPAKTIKES Kal TIG dIadIKAGIES TTOU
TTpocdlopifovTal OTO TTAPOV £VOETO OCUOKEUOOIAG.

D. ‘Eva B¢tk atmmoTéAeopa UTTOdEIKVUEI aViXVEUON VOUKAEIKOU 0&€0G TOU OXETIKOU 10U. To
VOUKAEIKO 0EU PTTOPEl va OuveXioEl va UTTAPXEl AKOPa Kal a@dTou o 106 TTaloel va gival
Biwaoipog.

E. H xpAon tou Aptima SARS-CoV-2 Assay 0¢ £vav YeVIKO, QOUUTITWHATIKO TTANBUC S eAEyyou
TTPOoOPICeTal va ATTOTEAEDEI HEPOG EVOG OXEDIOU yIa TOV EAEyXO TWV AOIHWEEWY, TO OTTOIO
MTTOpEl va TTepIAapBavel TTPOoBETa TTPOANTITIKG PETPA, OTTWG €va TTPOKABOPICUEVO OXEDIO
o1adoxIKwy eEeTATEWV 1 TNV KaTeuBuvouevn e€€Taon atdpwy uywnAou kKivduvou. Ta apvnTika
atmroTeAéopaTa Ba TTPETTEI va BewpPOoUVTAl «KATA TEKUIAPIO» KAl VO PNV OTTOKAgiouv Tpéxouoa N
MEANOVTIKN Aoipwgn péow peTddoong atmmd Tnv KovoTnTa f AAANG ékBeong. Ta apvnTikd
atroTeAéoaTA TTPETTEl VA EETACOVTAI OTO TTAQICIO TNG TTPOCYATNG £€KBEONG £voG aATOUOU, TOU
IOTOPIKOU TOU Kal TNG TTOPOUCIiag KAIVIKWVY eVOEILEWY KAl CUUTITWHATWY TTOU OUVAdOoUV [E TNV
COVID-19.

F. Ta acupTrtwpatikd atopa 1mou £xouv TTpooBAnBei ammd v COVID-19 utmopei va unv
OTTOPPITITOUV ETTAPKI TTOGOTNTA 10U N OTToia va @TAVEI OTO OPIO avixveuong TNG £ETaONG Kal,
ETTOPEVWG, VO UTTAPXEl WEUdWS apVNTIKO ATTOTEAECA.

G. Av dev UTTAPXOUV CUUTITWHATA, €ival SUOKOAO va TTPOCSIOPIoTE AV TA ACUUTITWHATIKA dToua
éxouv UTTOPBANBEi oe €¢€Taon TTOAU Oyiya i TTOAU TTpwiha. ETTopévwg, Ta apvnTiKa
QATTOTEAECHATA OE QCUUTITWHPATIKG dToda UTTopEi va TrepIAapBdvouy aToua Ta oTroia
eEETAOTNKAV TTOAU TTPWIMA KAl €yIvav BETIKA apyoTepd, ATOPA TTOU €CETACTNKAV TTOAU OWiua
KAl JTTOPEl va €Xouv 0poAoyIKn évaeign AoipwEng R atopa tmou dev TTPpooBARONKav TToTé aTTd
ToV 10.
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Atr6doon Tou Panther SARS-CoV-2 Assay Aptima™ SARS-CoV-2

Amrédoon tou Panther SARS-CoV-2 Assay

AvaAuTiki evaioOnoia

H avaAuTikr) euaioBnaoia (6pio avixveuong i LoD) Tou Aptima SARS-CoV-2 Assay kaBopioTnke
Méow TNG €€éTaong BIAdOXIKWY APAICEWY TWV HEIYUATWY apvNTIKWV KAIVIKWY
TTOPACKEUAOHATWY PIVOPAPUYYIKWYV ETTIXPICHATWY TToU UTTORBAABNKAV 0 eVOPBAANIOUO HE
adpavoTtroinuévo KaAhiepynuévo 16 SARS-CoV-2 (USA-WA1/2020, BEI Resources, NR-52281).
Atlolhoyrnbnkav &éka avTiypa@a KaBe SIadoxIKNG apaiwong Pe TN XPAoN KaBepidg atd TiIg duo
TTaPTIdEG avTIdOpacTNpiwy TTPOodIopIoUoU o€ dUo Panther System. To LoD 1poadiopioTnke wg
0,01 TCIDgg/mL oT1o deiypa e&éraong Kal eTTAANBeUTNKE pEow eg€Taong 20 emITTPOOOETWV
avTiypa@wy Je dia mrapTida avTidpaotnpiwv TTpoadiopiopou. To LoD emBeBaiwbnke €Triong e
N XPNon MECWV OUAAOYNG ETTIXPICUATWY PE ahaTouxo OidAuua, Liquid Amies kal uéco
peTagpopdg TTapackeudopatog (STM).

AlevepynBnke TTapopoia oxedlaapévn HEAETN yia Tov TTPOGOIoPIoHS TG GVAAUTIKNG euaiobnaiag
Tou Aptima SARS-CoV-2 Assay Je Tn Xpron TTAPACKEUAOHATWY aIéAou. H UATPa PEIYNATWYV
ApVNTIKWY KAIVIKWYV TTAPOCKEUACHATWY GIEAOU UTTOBARBNKE O eVOQBAANIOUO HE
adpavoTtroinuévo KaAhiepynuévo 16 SARS-CoV-2 (USA-WA1/2020, BEI Resources: NR-52281).
To LoD mpoodiopiotnke wg 0,01 TCIDgp/mL oT0 deiypa €€€TaoNg, TO OTTOIO AVTIOTOIXEI O€
ouykévipwon 0,13 TCIDgp/mL 010 OUANAEXBEV Beiypa Ol1€AOU.

H avaAuTikr] euaioBnoia Tou Aptima SARS-CoV-2 Assay aflohoynOnke €TITTAéov Pe TN Xprion
UAIKOU ava@opdg atrd TPEIG TTPORNBOEUTEG TTOU BIABETOUV TTPOIOV OTO EUTTOPIO.
Mpayuatotroidnkav SIadoXIKEG aPAIWOEIG TOU UAIKOU avagopds oe STM kai egetdotnkav 20 n
TTAPATTAVW aVTiypa@a o€ KAOe €TTiTTEdO PE TN XPAON KABEUIGS atmd TIg dUOo TTapTidES
avTidpacTnpiwyv TTpoadiopicpol oe dUo Panther System. Ta UAIKG ava@opdg Kal Ta KATWTATO
emimeda apaiwaong Tou katéAngav oe avixveuon = 95% mapariBevral oTov Trivaka 2.

Mivakag 2: AéloAbynon avaAuTikiic euaiobnaiag eutropikoU UAIKOU ava@opdas

Ap1Bu6g AvaAuTiKig
MpounBeuTig Ovopuagcia Ap18uég avagpopdg TapTidag guaiodnoia
. MdpTupag SARS- NATSARS(COV2)- .
ZeptoMetrix CoV-2 External Run ERC 324332 83 avriypaga/mL
AccuPlex
SeraCare SARS-Cov-2 0505-0126 10483977 83 avrtiypaga/mL
Reference Material
. . SARS-CoV-2 :
Exact Diagnostic Standard COovo19 20033001 83 avriypaga/mL

AvaAuTiKi evaioOnoia pe Tn pon epyaciwyv Tou Aptima Specimen Transfer Tube

H kaBopiopévn avaAuTikh euaioBnaoia (6pio avixveuong) 0,01 TCIDgo/mL Tou Aptima SARS-CoV-2
Assay emBefaiwBNKe PE TN XPAON TNG PONG EPYACIWV TTPOETOINACIAG TTAOPACKEUACHUATWY O€
Aptima Specimen Transfer Tube. H emBeBaiwon mTpayuatommoindnke pe tn xprion
adpavoTroinuévou KaAAigpynuévou 100 SARS-CoV-2 (USA-QA1/2020, BEI Resources, NR-52281)
o€ HEOO CUANOYNAG ETTIXPICHOTOG e apvnTIKG KAIVIKO PIVOQOPUYYIKO ETTIXPIOUA, aAaTouxo didAupua,
Liquid Amies kal géoo peTagopdg Tapackeudopatog (STM) péow Tng e€€Taons 20 avTiypapwy HE
Mia TTapTida avtidpacTtnpiwy (Mivakag 3).
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Aptima™ SARS-CoV-2 Atr6doon Tou Panther SARS-CoV-2 Assay

Mivakag 3: EmiBeBaiwon LoD ue t porj epyaciwv tou Aptima Specimen Transfer

A A Tumikn
Z10X0Gg MATpa é Kup.wv Oa'rls(.bv % Méoo a1roKAion
YKup BETIKDV kRLU kRLU %CV
Pivogapuyyikéd
eTixpIopa 20 20 100% 1063 61 5,8%
STM 20 20 100% 1064 116 10,9%
AdpavoTtroiny
€vog 16G AAaToUxo o 1102
SARS-CoV-2 diGAupa 20 20 100% 60 5,4%
Liquid Amies 20 20 100% 1101 51 4,7%
Evowpdtwon

H evowpdTtwon tou Aptima SARS-CoV-2 Assay aglohoyriBnke pe tn xprjon avaiuong in silico
TWV OAIlYyOUEPWY CUAANYWNG OTOXOU TOU TTPOCOIOPIoHOU, TWV EKKIVNTWV EVIOXUONG KAl TWV
QVIXVEUTWY o€ oxéon He TIG 9.896 aAAnAouxieg SARS-CoV-2 1Tou eival diaBéoiueg oTig Baoelg
oedopévwy yovidiwv NCBI kai GISAID. KaBe aAAnAouyia pe eANITTEIC 1 acageic TTANpoYopieg
aAAnAouxiac agaipéBnke atrd TNV availuon Kal, ETTopévwg, aglohoynbnkav 9.879 aAAnAouxieg yia
TNV TTPWTN TTEPIOXA-0TOXO Tou TTpoadiopiouou kal 9.880 yia tn deUTtepn TTEPIOXA-OTOXO.

H avdAuon in silico katédeige opohoyia 100% pe Ta oAiyouepr TTpoadlopicuoU Kal Twv dUo
OUCTNHATWV-OTOXWV Yia 9.749 (98,5%) atrd TIg aAAnAouxieg TTou agloAoyrnBnkav Kal opoAoyia
100% pe Ta OAIyouePr) TTPOCBIOPICUOU TOUAGXIOTOV EVOG CUOTHHMATOG-0TOXOU Kal yia TiG 9.896
aAAnAouyxies. O1 aAAnAouxieg TTou agloAoynBnkav dev TTepIAGUBavay dIATTIOTWHEVES avakoAouBieg
TToU TTPORAETTETAI va €TTNPEACOUV Tn OECHEUCN 1 TIG ETTIOOCEIC AUPOTEPWY TWV CUCTNHATWV-
OTOXWV.

AvaAuTIKA €181IKOTNTA KOl HIKPORIOKK TTapEUBOAR

H avaAutikf €18ikétnTa Tou Aptima SARS-CoV-2 Assay a&lohoynenke péow Tng €¢€Taong

30 pIKpoOopYyaVIoUWY TTOU aTToTEAOUV KOIVOUg TTaBoydvoug TTapdyovTeG TOU QvVATTVEUOTIKOU
OucoTAPATOG ) aTeva ouvdedepéva €idn (Mivakag 4). Ta Baktriplia eE€TACTNKAV 0€ CUYKEVTPWOT
10% CFU/mL kai ol 10i o€ guykévipwan 10° TCIDsg/mL, ek16g av emonuaiveral dlagopeTikd. Ol
MIKPOOPYQVIOUOi £EETACTNKAV PE KOl XWPIG TTapoucia adpavoTtroinuévou 100 SARS-CoV-2 o¢
ouykévipwaon TpITTAdoia Tou LoD. H avaAutikg €1dikétnTa Tou Aptima SARS-CoV-2 Assay ftav
100% Xwpig va uttdpxouv atTodeIKTIKG oToIXeia HIKPORIOKAG TTaPEUBOANG.

ExkT6¢ amd tTnv €€€Tacn PIKpoopyaviouwy, dievepynBnke avaAuon in silico yia va aiohoynBei n
€I0IKOTNTA TOU TTPOCBIOPICHOU OE OXECN PE TOUG PIKPOOPYAVICUOUG TTOU avagEPOVTal OTOV
Mivaka 4. H avdAuon in silico dev katédeige moOavr dlacTaupoUupevn avTidpacTIKOTNTA YE
otmroiadnimoTe atrd TIS 112 aAAnAouyxieg GenBank 1mou agloAoyrinkav.
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Aptima™ SARS-CoV-2

lMivakag 4: AvaAurikn €16ikétnta Tou Aptima SARS-CoV-2 kai pikpoopyaviouoi uikpoBiakig mapeuBoARg

Mikpoopyaviouég

ZUYKEVTPWON

Mikpoopyaviouég

ZUYKEVTPWON

AvBpwTTIVOg KOpovoiog 229E

1E+5 TCIDgo/mL

Mapaypimmikdg 166 1

1E+5 TCIDgo/mL

AvBpwTTivog Kopovoidg OC43

1E+5 TCIDsg/mL

Mapaypimmkdg 166 2

1E+5 TCIDsg/mL

AvBpwTIvog Kopovoiog HKU1?

1E+6 avtiypagpa/mL

Mapaypimmikédg 166 3

1E+5 TCIDsg/mL

AvBpwTTivog Kopovoidg NLE3

1E+4 TCIDso/mL

Mapaypimkég 166 4

1E+3 TCIDs/mL

Kopovoidg SARS!

1E+6 avtiypaga/mL

Ipittn A

1E+5 TCID5o/mL

Kopovoiog MERS

1E+4 TCIDsg/mL

["pitrn TUTTOU B

2E+3 TCID5o/mL

Adevoidg (r.x. C1 Ad. 71)

1E+5 TCIDgo/mL

Evtepoiog (11.x. EVE8)

1E+5 TCIDsg/mL

AvBpWTTEIOG JETATIVEUPOVOIOG
(hMPV)

1E+6 TCIDgo/mL

Pivoiég

1E+4 TCIDgo/mL

AvaTIVEUOTIKOG CUYKUTIAKOG 160G

1E+5 TCIDsg/mL

NeyiovéAda lMNveupoviag
(Legionella pneumophila)

1E+6 CFU/mL

XAauudia lNveupoviag

MukoBakrtnpidio guuariwong

(Chlamydia pneumoniae) 1E+6 IFU/mL (Mycobacterium tuberculosis) 1E+6 TCIDgo/mL
AluoiAog Tn¢ ypitng 1E+6 CFU/mL [veuuOVIOKOKKOS 1E+6 CFU/mL
(Haemophilus influenzae) (Streptococcus pneumoniae)
Alub@IAog Tou KOKKUTN lMuoydévog¢ oTPETTOKOKKOS
(Bordetella pertussis) 1E+6 CFU/mL (Streptococcus pyogenes) 1E+6 CFU/mL
Pneumocystis jirovecii (PJP) 1E+6 nuc/mL Streptococcus salivarius 1E+6 CFU/mL
Candida albicans 1E+6 CFU/mL MukémAaopa mveuoviag 1E+6 CFU/mL
(Mycoplasma pneumoniae)
Emidepuikdg oTagpUAGKOKKOS 1E+6 CEU/mL Weudopovdg n muokuavikn 1E+6 CEU/mL

(Staphylococcus epidermidis)

(Pseudomonas aeruginosa)

Meiypa avBpwITivwv pIvIKwv
EKTTAUPATWV? - TTOU
QVTITTPOOWTTEUOUV TN
OIaQOPETIKN HIKPOLIaKn xAwpida
070 AQVBPWITIVO avaTTVEUTTIKO
ovoTtnua

T Aev uttdpyel dueca 5108010 KAANEPYNUEVOS 10C Kal KEKOBAPUEVO VOUKAEIKG 0EU TTARPOUG YOVISILPATOC YIa TOV avBpwTTIvo
kopovoié HKU1 kai Tov kopovoid SARS. lMa tnv agioAdynaon Tng diaoTaupoUhevnG avTIdOPACTIKOTNTAG Kal TNG MIKPOPIAKAG
TapePBoAng xpnoipotroidnkav IVT Twv kopovoiwv HKU1 kar SARS 1rou avtigToixoUv oTig Tepioxég yovidiwv ORF1ab or otoieg
atroTeEAOUV GTOXO TOU TTPOCBIOPICHOU.

2 AvTi TNG a€I0AGYNONG HEIYUATWY avBPWITIVWV PIVIKWY EKTTAUNATWY, TTpayuaTotroifenke e€étacn 30 PHEHOVWUEVWY APVATIKWV
KAIVIKWV TTAPOCKEUAOHATWY PIVOQAPUYYIKOU ETTIXPICUOTOG, WATE VA AVTITIPOCWTTEUETAI N BIGPOPETIKA MIKPOPIaKA XAwpida Tou
avBpwWTTIVOU avaTTVEUOTIKOU GUGTHHUATOG.

KAivikij atrédoon

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay aglohoyriBnke og ouykpion e 1o Panther
Fusion SARS-CoV-2 Assay (Hologic, Inc.) ye Tn xprion piag oeipdg deiyudtwy atmo UTTOAEIduaTa
KAIVIKWV TTAOPOOKEUOOPATWY. ZTO TTAQICI0 TNG PEAETNG, CUAAEXBNKAV UTTOAEIMPOTA KAIVIKWV
PIVOPOPUYYIKWVY TTAPACKEUATUATWY atrd aoBeveic oTig HIMA TTou gixav evOEIgEIG KAl CUUTITWUATA
AoipwENG Tou AvaTTVEUOTIKOU.
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H BTk TTooooTiaia cupgwvia (PPA) kal n apvnTikA TTooooTiaia cupgwvia (NPA)
uttoAoyioTnkav o€ oxéon Je To Panther Fusion Assay w¢ atroTéAeoua ava@opas, 0TTwG
Trapouaialetal otov lNivaka 5. To Aptima SARS-CoV-2 Assay €ixe BETIK Kal apvnTIKI ) CUPhQwvia
NG 1agNGs Tou 100% Kkai 98,2%, avrioToixa.

Ta pIvOQAPUYYIKG EKTTAUPOTA/AVOPPOPANATA, T PIVIKA avapPOo@rUaTd, Ta PIVIKA ETTIXpICHATA Kal
Ta €MYpioPATa HEONG PIVIKAG KOYXNG €ival aTTOOEKTA TTAPACKEUACTHATA yia TNV ££ETAON YA IIKEG
AOIHWEEIC TOU avaTTveuoTIKoU. QOT600, N atTdédo0n HE AUTOUG TOUG TUTTOUG TTAPACKEUATHUATWY
0ev aglohoynbnke ouykekpipgéva pe 1o Aptima SARS-CoV-2 Assay.

Mivakag 5: KAivikn) ouugwvia tou Aptima SARS-CoV-2

Panther Fusion SARS-CoV-2 Assay

OeTIKO ApPVNTIKO
Aptima OtTIKO 50 !
SARS-CoV-2 Assay ApVITIKG 0 54

OeTik) TTooooTiaia cup@wvia: (95% Cl): 100% (92,9% — 100%)
ApvnTikA TToo0CTIOIa cupwvia: (95% Cl): 98,2% (90,4% — 99,7%)
2uvoAIKn cupwvia: (95% Cl): 99,0% (94,8% — 99,8%)

KAIvikf) arédoon pe TeXVNTA oIpd SEIyHATWY

AloAoynonke n KAIvikiy ammodoon Tou Aptima SARS-CoV-2 Assay ue Tn Xprion NS pong
EPYAOIWV TTPOETOINACIAC TTaPaoKEUaoUATwyY o€ Aptima Specimen Transfer Tube o€ oUykpion He
MIa ogIpd SEIYUATWY TEXVNTWY TTAPOOKEUGOPATWY. 2TO TTAAICI0 TNG PEAETNG, €6ETAOTNKE CEIP&
OelyhATWV atTroTeAoUpevn atrd 115 UTTOAEIPUATA KAIVIKWY PIVOQPAPUYYIKWY TTOPACKEUAOUATWY UE
N XPAON TWV powv epyaciwy Toco Tou Panther Fusion Specimen Lysis Tube (Specimen Lysis
Tube) 600 kai Tou Aptima Specimen Transfer Tube. OAa Ta TTapackeudopata cUAAEXBNKav aTTd
aoBeveic oTig HIMA 110U €ixav evdeigelg kKal ouuTITwuaTa Aoidwéng Tou avaTtrveuoTikou. H oeipd
OclyuaTWwV amoteAouvTtav ammd 65 Trapackeudopata BeTikd otov SARS-CoV-2 kai 50
TTapaockeudopara apvnTikd otov SARS-CoV-2. Ao 1a 65 BeTikA TTapackeudouara, ta 40 Atav
oe ouykevipwoelg 0,5-2x LoD kal Ta 25 Atav og ouykevipwoelg 3-5x LoD pe mn xprion
adpavoTtroinuévou KaAAiepynuévou 10U SARS-CoV-2 (USA-QA1/2020, BEI Resources, NR-52281)
w¢ oTdXOU.

YTtroAoyioTnke n BeTIKA TTo000TIdIO cUup@Wvia (PPA) kal n apvnTikr] TTooooTiaia cupguwvia (NPA)
Kal yia TIg U0 PoEC EPYACIWY TTPOETOINACIOG TTOPACKEUAOUATWY O OXEON HE TO AVAUEVOUEVO
aTTOTEAECHA TNG OEIPAG BEIYHATWY TEXVNTWY TTOPAOKEUAOUATWY, OTTWG TTAPOUCIAZETAlI OTOV
Mivaka 6 yia 1o Aptima Specimen Transfer Tube kai otov lNMivaka 7 yia 1o Specimen Lysis Tube.
Ta XxapakTnEIoTIKA avixveuong Twv TEXVNTWY TTOPACKEUAOUATWY UTToAoyioTnkav pe Bdon Tn
OUYKEVTPWON-0TOXO, OTTWG TTapouaiadetal otov MNMivaka 8. Kal o1 dU0 poég epyaciwy
TTPOETOINACIOG TTAPACKEVAOHATWY gixav cupewvia 100% yia Tig oeipég dEyUATWY TToU
aglohoyrbnkav.
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livakag 6: Amodoon 1ng pong epyaciwy tou Aptima Specimen Transfer Tube o€ oxéon ue ra
avapevoueva amoreAéouara

AVOMEVONEVO ATTOTEAEC A

OeTiIkd ApvnTiko 20voAho
ATroTéAeopua yia To ¢TIk 65 0 65
Aptima Specimen
Transfer ApvnTiKO 0 50 50
>0voAo 65 50 115

ZUVOAIKN oupgwvia: 100% (96,8% — 100%)
OeTikr) oupwvia: 100% (94,4% — 100%)
ApvnTik oupewvia: 100% (92,9% — 100%)

Mivakag 7: Amdédoon tn¢ pong¢ epyaciwv tou Specimen Lysis Tube o€ oxéon ue 1a avauevoueva

arroreAéouara
AVONEVONEVO ATTOTEAEC A
O¢eTIkd ApvnTIKO 20voAho
ATroTéAeopa yia To O¢TIKO 65 0 65
Specimen Lysis
Tube ApvnTikd 0 50 50
ZUvoAo 65 50 115

2UVOAIKN oupwvia: 100% (96,8% — 100%)
OeTik oupgwvia: 100% (94,4% — 100%)
ApvnTik oupewvia: 100% (92,9% — 100%)

lMivakag 8: XapaKrnpioTIKG avixVeuong yia TEXVNTA TTApAOKEUATLUATA PIVOPAPUYYIKOU ETTIXPICLATOC

Pon epyaoiwyv deiypdtwy og Aptima Pon epyaciwyv delyydtwy o€ Specimen
Specimen Transfer Lysis Tube

ApvnTikd 50 0 0 299 9,7 3,2 50 0 0 300 9,3 3,1
0,5x LoD 10 10 100 1050 208,5 19,9 10 10 100 1153 113,0 9,8
1,0x LoD 10 10 100 1176 1021 8,7 10 10 100 1205 24,3 2,0
1,5x LoD 10 10 100 1222 31,6 2,6 10 10 100 1223 21,9 1,8
2,0x LoD 10 10 100 1225 22,6 1,8 10 10 100 1237 26,0 21
3,0x LoD 10 10 100 1228 13,6 1.1 10 10 100 1215 25,5 21
4,0x LoD 5 5 100 1238 16,7 1,4 5 5 100 1212 12,5 1,0
5,0x LoD 10 10 100 1237 18,2 1,5 10 10 100 1246 28,3 23

KAIVIK ] atrédoon e QUOIKA TTPooBANOEVTA BETIKA TTOPACKEUATHATA

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay [e Tn Xprion TNG PONSG £PYQCIWV
TIPOETOINACIOG TTapaoKeUaoUdTwyY o€ Aptima Specimen Transfer Tube agloAoyiBnke o€
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oulyKpion e Tn por] epyaciwy o€ Specimen Lysis Tube mou eAéyxBnke 1600 pe 10 Aptima SARS-
CoV-2 Assay 600 kal pge To Panther Fusion SARS-CoV-2 Assay. 210 TTAQicI0 TNG YEAETNG,
TTPOETOINACTNKAY TPEIS APAIWCEIG 15 PovadikKwy TTapACKEUAOUATWY BeTIKWY oTov SARS-CoV-2
PIVOPAPUYYIKOU ETTIXPIOUATOG KAl UTTOBANBNKAV o€ £TTegEpyaaia Kal Ye TIG U0 POEC EPYATIWV.
Ta deiypata SARS-CoV-2 1TpocdlopioTnkav TTPONYoUUEVWG WG BETIKA Pe Tn Xprion Hopiakou
TTPocdlopIoPoU AAANG eTaipeiag ekTog TG Hologic.

H B¢tk TTooooTiaia cupgwvia petagl Tou Aptima SARS-CoV-2 Assay Je Tn Xpron Tng pong
epyaociwv Tou Aptima Specimen Transfer Tube kal Tng porig epyaciwy Tou Specimen Lysis Tube
nrav 97,5% (87,1% — 99,6%) ka1 100% (91,0% — 100%), avtioToixa, o€ ouykpion Pe 1o Panther
Fusion SARS-CoV-2 Assay e Tn xprion g pong epyaciwyv Tou Specimen Lysis Tube wg
avagopdg. H BeTikA TTooooTIqia ouP@wyvia TNG pong epyaciwy Tou Aptima Specimen Transfer
Tube ATav 95,0% (83,5% — 98,6%) oc ouykpion WYE Tn por epyaciwyv Tou Specimen Lysis Tube
WG avapopdag.

KAIVIKR) amédoon e TTAOPACKEUAOHATO TIEAOU

H kAvikiy atmrédoan Tou Aptima SARS-CoV-2 Assay e TTapackeudoparta oi€Aou agloAoyrenke o€
oUyKpPIon KE Ta TTAPOOKEUACHATA PIVOQPAPUYYIKOU eTTIXpiohaTog o€ 303 uTToKEiyEVa TTOU
ecetdotnkav Tautdéyxpova. Ta 303 utrokeipeva trepiAduBavav 160 (52,8%) tTou gu@aviCav ATTIO
oupTITWHATA Kal 143 (47,2%) TTou dev euPAvICaV CUUTITWHATA KATA TOV XPOVO TnG £E£TAONG.

H BeTiki TTooo0oTIgia cup@wyvia (PPA) kal n apvnTiki TTooooTiaia cuggwvia (NPA) yia Ta
TTAPACKEUAOUATA GIEAOU UTTOAOYIOCTNKE O€ OXEON WE TA TTAPACKEUAOUATA PIVOPAPUYYIKOU
ETTIXPIOUATOC WG ATTOTEAEOUA ava@opdag, OTTwWG TTapouaialetal otov lNivaka 9. To Aptima
SARS-CoV-2 Assay cixe BeTikKA cupgpwvia kal apvnTik cuppwvia 87,0% kai 99,2% petagu Twv
TUTTWV TTOPOCKEUAOUATWY, QVTIOTOIXA.

Mivakag 9: KAivikn) ouugwvia tou Aptima SARS-CoV-2 peraél mapaokeuaoudtwy aiéAou kai
PIVOQAPUYYIKOU ETTIXPIOUATOC

Pivo@apuyyiko emixpiopa

OeTiIKd ApvnTika
i OcTiIKa 47 2
ZdAio
ApvnTiK& 7 245

nueiwon: 2 TTopacKEUAoUATa TTapryayav pun £yKupa ommoTEAECUATO.

OeTik) TTooooTiaia cupewvia: (95% Cl): 87,0% (83,0% — 96,0%)
ApvnTikA TToc0CTIOIa cupwvia: (95% Cl): 99,2% (97,1% — 99,9%)

KAIvIKR ) a1méd0o0n 0€ ACUUTITWHATIKA ATONO

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay o€ dtopa xwpig evOEeieIC KAl CUUTITWHOTA
AoipwEéNG TOU AvaTTVEUOTIKOU (ACUUTITWHATIKG dToua) agloAoynbnke oe oUyKpIon PE TOV HOPIOKO
mpocdlopioud EUA. ACloAoynbnkav TTapacKeUAoUATA PIVOPAPUYYIKWY ETTIXPICUATWY TG OTToia
OUAAEXBNKaV wg utToWAPIa atrd aoBeveic oTig HIMA, cuptrepiAapBavopévwy 45
TTOPAOKEUAOUATWY BeTIKWV oTov SARS-CoV-2 Kkal 315 TTapaoKEUAOUATWY apvNTIKWY OTOV
SARS-CoV-2 pe Tn Xprion Tou ouykpITiIkoUu TTpoadlopiopolu EUA (adeia xpAong £KTaKTNG
avaykng). H PPA kai n NPA aiohoyRbnkav o€ ox€0n PE TO ATTOTEAECUATA TOU GUYKPITIKOU
mTpoodiopiopol EUA. H PPA kai n NPA tav 100% ka1 96,5%, avrtioTtoixa, yia 1o Aptima
SARS-CoV-2 Assay 0€ AQOUUTITWHATIKA dTopa, O0TTwg Trapouaialetal otov Mivaka 10.

Aptima SARS-CoV-2 - Panther System 29 AW-22752-1101 AvaB. 002



Atr6doon Tou Panther SARS-CoV-2 Assay Aptima™ SARS-CoV-2

Mivakag 10: KAIvikn ouu@wvia o€ TapacKeuAouaTa pivopapuyyikoU ETTIXPICUATOS aTTO ACUUTTTWATIKA

droua
EUA Assay
OeTIKA ApvnTiKa
Aptima SARS-CoV-2 O¢TIKA 45 1
Assay ApvnTiKa 0 304

ek TToocoaoTiaia cupewvia (PPA): 100% (92,1% — 100%)
ApvnTiki TToc000TIaia cup@wvia (NPA): 96,5% (93,9% — 98,0%)

‘E€l (6) a11é T 11 TTAPOACKEUATHATA PIVOQAPUYYIKOU ETTIXPIOHOTOG HE WEUDBWG BETIKG
ammoteAéopaTa emBERAILONKAV WG BETIKA PETE aTTd £TTAVEEETOON WE TOV OUYKPITIKO
Tpocdiopioud EUA. Or Tipég Ct yia autd T1a 6 deiypara Kupaivovtav petagy 35,5 kai 38,9,
UTTOOEIKVUOVTAG XAUNAS 11IKO @opTio.

KAIVIKR a1r65001 HEIYHATWY £WG 5 TTOPOCKEUAOHATWY TIPIV ATTé ThV £€étaon

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay aglohoynbnke oe peiygata ammoteAoUpheva
ammod €wg 5 TTapaoKeUAoUATa. 210 TTAQICIO TNG PEAETNG, agloAoyrBnkav peiypata peyéboug

5 TTapaockevaopaTwy, Ta otroia TTEpIAdUBavav BETIKA Kal apvnTIKA UEIYHOTA TTAPACKEUATHATWY.
KdaBe BeTIKO pEiyHO TTAPACKEUGOUATWY atToTEAOUVTAV atrd £va BeTIKO TTaPACKEUAOHA Kal Ta
UTTOAOITTA TTAPACKEUACHATO ATAV apVNTIKA, VW TA APVATIKA PEIYUOTA TTAOPACTKEUAOUATWY
arroteAouvTtav Pévo atrd apvnTikG TTapackeudopara. 210 TTAAiolo NG HEAETNG agloAoynBnkav
50 BeTikd kai 20 apvnTIKA PEIyHATA TTAPACKEUAOUATWY. Ta BETIKA TTAPACKEUAOHUATA TTOU
Xpnoigotroiénkav otn PHEAETN KAAUTITAV TO avIXVEUOIUO €UPOG TOU TTPOCSIOPICHUOU Kal
mepIAauBavav 20% aoBevwg BeTIKA TTapackeudopaTa. Ta TTapackeudopaTta TTou
OUMTTEPIANPBNKaY aTn WEAETN KAIVIKNAG a1Tddoong HelyudTwy emAéxOnkav pe Bdon Ta
amroteAéopata Ct mou eAfednoav pe 1o Panther Fusion SARS-CoV-2 Assay. To Panther Fusion
SARS-CoV-2 Assay XpnoIhoTToINONKE yia auTtdv Tov OKOTTO, KaBwg 10 Panther Fusion
SARS-CoV-2 Assay kai To Aptima SARS-CoV-2 Assay éxouv 10 idlo LoD étav agiohoyouvTal e
TN oeipd deiypdatwy avapopds Tng FDA (Ytnpeoia EAéyxou Tpogiuwv kai Papudkwy Twv HIMA)
(5nA. 600 NDU/mL). Ta acBevwg BeTIKA TTOPACKEUAOUATA TTOU CUUTTEPIAAPONKAV OTnN PEAETN
opioTnkav wg¢ TTapackeudouata pe TipA Ct eviog 1-2 Ct tou LoD tou Panther Fusion
SARS-CoV-2 Assay. Téoo Ta peiypaTa TTAPAOKEUAOUATWY 600 Kal TA JEPNOVWUEVA
TTapackeudopara aglohoynBnkav pe tn xprion Tou Aptima SARS-CoV-2 Assay.

H BeTikA TooooTiaia cupgwvia (PPA) kal n apvnTik TTooooTiaia cupgwvia (NPA)
uTToAoyioTnKav o€ oxéon PE TO AVAPEVOUEVO (JEPOVWUEVO) OTTOTEAETHA, OTTWG TTAPOUCIAlETal
otov [Mivakag 11. OAa 1a afloAoynBévra BeTIKA TTAPAOKEUAOUATA aTTEdWaAY BETIKO ATTOTEAETUA
oTo peiypa. Agdopévou 6T ol TINEG KRLU yia o Aptima Assay dev avTioToIXoUuv oTh
OUYKEVTPWON-0TOXO, dEV TTPAYHATOTTOINBNKE avaAuon ofpaTog Kal eualodnaoiag in silico.
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Mivakag 11: Zuppwvia ueuovwuévwy TTapACKEUAOUATWY Kai UEIYUATWY TTApAOKEUAoudTWY UE ueiyuara
UeyEBoug 5 TTapaoKEUATUATWY

ATTOTéAECHA VIO HEPHOVWHEVA

TMOPACKEUATHATA
OcTIKG ApvnTika 20voAo
ATrotéAeopua yia OeTIKG 50 0 50
Heiyparta 5 ]
TMAPACKEUACHATWY ApvnTIKG 0 20 20
>ZUvolo 50 20 70

2UVOAIKA cupgwvia: 100% (94,8% — 100,0%)
OeTikr) oupewvia: 100% (92,9% — 100,0%)
ApvnTikA cupewvia: 100% (83,9% — 100,0%)

KAIVIKR) a1r63001N MEIYHATWY WG 5 TTAPACKEUACHATWY ATT0 ACUUTITWHATIKOUG aoBeveig Trpiv
atmrd Tnv £§étaon

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay aflohoyrBnke o€ peiypata
TTAPOOKEUAOUATWY HE TTAPACKEUAOHUATA TTOU CUAAEXBNKAV ATTO QCUNTITWHATIKOUG aoBeveic.
AlohoynOnkav peiypgata peyéBoug €we 5 TTAPAOKEVOOPATWY PE BETIKA Kal apvnTIKA
TTOPOAOKEUAOUATA OTTO ACUUTITWHATIKOUG aoBeveig. KABe BETIKO Ueiypa TTAPACKEUACHATWY
atroteAoUvTav aTTd £va BETIKO TTAPACKEUACHA Kal Ta UTTOAOITTA TTAPACKEUAOHUATA ATAV ApVNTIKA,
EVW TA QPVNTIKA JEIYUATA TTAPOACKEUATHATWY aTTOTEAOUVTAV POVO atrd apvnTIKA
Tapaokeudopara. Ooov agopd Ta PeiyuaTa TPIWV TTapackeuaoudtwy, afloAoynonkav 32 BeTIKG
Kal 32 apvnTIKA peiypaTta TTapackeuaoudtwy. Ooov agopd Ta PEiYHATA TEOOAPWY
TTOPAOKEUAOUATWY, agloAoyrnBnkav 36 BeTikd kal 31 apvnTIKA PEIYHATA TTAPACKEUATHATWY.
Ooov agopd Ta peiypaTa TTEVTE TTAPOOKEUAOHATWY, aglohoyBnkav 36 BeTikd kai 30 apvnTiKd
MEiyHaTa TTOPAOKEUAOUATWY. Ta BETIKA TTOPACKEUAOHATA TTOU XPNOIUOTIOINONKaV OTn PEAETN
KAAUTTTAV TO aviXxveUOIUO €UPOG TOU TTPOCBIOPIOHOU Kal KABE uEyeBog peiyuatog TepIAdupBave
25% 0a00evwg BeTIKG TTapaoKeUdouaTa. Ta TTAPAOKEUACHOTA TTOU CUPTTEPIANAPONKAV OTN PEAETN
KAIVIKAG atrodoong €mmAéxOnkav pe Bdon ta amoteAéopata Ct TTou eAnednoav pe 1o Panther
Fusion SARS-CoV-2 Assay. To Panther Fusion SARS-CoV-2 Assay xpnoIJoTroIiRenke yia autov
Tov oKoTTé KaBwg 10 Panther Fusion SARS-CoV-2 Assay kal 7o Aptima SARS-CoV-2 Assay
éxouv 10 id10 LoD otav agiohoyouvTal ye Tn ocipd deiypdtwy avagopds 1ng FDA (YTnpeaia
EAéyxou Tpogipwv kal Papudkwy Twv HIA) (dnA. 600 NDU/mL). Ta aocBevwg BeTikd
TTAPOOKEUAOUATO TTOU CUUTTEPIANQBNKAY GTn PEAETN opioTNKaV WG TTapackeudopaTa pe Ty Ct
eviég 1-2 Ct Tou LoD T1ou Panther Fusion SARS-CoV-2 Assay. Téco Ta peiypata
TTOPAOKEUVAOUATWY G600 KAl Ta PJEPNOVWHEVA TTAOPACKEUAOUATA aglohoyrBnkav Ye Tn Xpron Tou
Aptima SARS-CoV-2 Assay.

H BeTiki TTocooTicia cupgwyvia (PPA) kal n apvnTikr) TTooooTiaia cup@wvia (NPA) uttoAoyioTnkav
0g OX€0N ME TO OVAPEVOUEVO (MEPOVWUEVO) ATTOTEAEOHA Yia KABe aglohoynBév péyeBog peiyuaTog,
OTTWG TTapoucidletal otov NMivaka 12, Tov MNivaka 13 kai Tov lNivaka 14. Ocov agopd Ta peiypara
TPIWV TTAPOCKEUACHATWY, £va ATTO TA OKTW TTAPOCKEUAOUATA TTOU agIoAoyAOnKayv pe
OUYKEVTPWON-0TOXO ion Pe A KovTtd oTo LoD Tou TTpocdIopIooU TTapRyaye HEUOVWHEVO BETIKO
OTTOTEAEOMA, AAAG Sev avIXVEUTNKE OTO TTAQICIO TOU JEiYHATOG TTapackeuaouaTwy. Ooov agopd Ta
MEIyUOTa TEOOAPWY TTAPACKEUACHATWY, OAa Ta BETIKA TTAPACKEUACHUATA TTOU afloAoyrnenkav
TTapryayav BeTIkG armmoTéAeopa otav eEeTdoTnkav evidg peiyparog. Ooov agopd Ta Peiypata TTévTe
TTAPOOKEUAOUATWY, TTEVTE OTTO TA EVVIA TTOPACKEUAOUATA TTOU AGIOAOYHBNKAV PE CUYKEVTPWOEIG-
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OTOXO i0eg pe | kKovTd oT1o LoD Tou TTpocdiopicuoU TTapryayav HERNOVWHEVO BETIKO OTTOTEAECUQ,
aAAG Bev avixveUTnKav OTO TTAQICIO PEIYMATOS TTAPOAOKEUAOUATWY. Acdouévou Ot ol TIWEG KRLU yia
TO0 Aptima Assay dgv avTIOTOIXOUV OTIG CUYKEVTPWOEIG-OTOX0, OEV TTPAYUATOTTOINONKE avaAuaon
onuaTog Kal euaioBnaiag in silico.

Mivakag 12: Jup@wvia UEUOVWUEVWY TTAPATKEUAOUATWY Kal UEIYUATWY TTAPACKEUAOUATWY atrd
QOUUTTITWUATIKA AToua L€ ueiyuara ueyéOous 3 mapaoKEUaoUAaTwy

ATroTéAECHA VIO HEHOVWHEVA

TMOPUACKEUAT AT
O¢eTIKG ApvnTika >uvolo
ATroTéAeopua yia OETIKG 31 0 31
Heiypara 3 ]
TMOPOTKEUAOUATWV ApvnTIKG 1 32 33
>uUvolo 32 32 64

ZUVOAIK cupwvia: 98,4% (91,7% — 99,7%)
Otk oupewvia: 96,9% (84,3% — 99,4%)
ApvnTik oupewvia: 100% (89,3% — 100%)

Mivakag 13: Jup@wvia UEUOVWUEVWY TTAPACKEUAOUATWY Kal UEIYUATWY TTAPACKEUAOUATWY Ao
QOUUTTTWUATIKG dToua ue ueiyuara ueyéOous 4 mapaoKeUaouaTwy

ATTOTéAECHA VIO HEPOVWHEVA

TTAPACKEUATHATA
OcTIKG ApvnTikda 2UVoAO
ATroTéAeopua yia OeTIKG 36 0 36
MeiypaTa 4 -
TTAPACKEUATHATWY ApvnTIKG 0 31 31
>ZuUvolo 36 31 67

ZUVOAIKN oupwvia: 100% (94,6% — 100%)
OeTik oupgwvia: 100% (90,4% — 100%)
ApvnTik oupewvia: 100% (89,0% — 100%)

Mivakag 14: Juu@wvia UEUOVWUEVWY TTAPACKEUAOUATWY Kal UEIYUATWY TTAPACKEUAOUATWY Ao
QOUUTTITWUATIKG dToua ue ueiyuara ueyéOous b mapaokeuaoudrwy

ATTOTéAECHA VIO HEPOVWHEVA

TMOPACKEUATHATA
O¢eTIKG ApvnTiKa >Uvolo
ATrotéAeopa yia OeTIKG 31 0 31
MeiypaTa 5 ]
TMAPACKEUACHATWY ApvnTIK& 5 30 35
>ZUvolo 36 30 66

ZUVOAIK cupwvia: 92,4% (83,5% — 96,7%)
Otk oupgwvia: 86,1% (71,3% — 93,9%)
ApvnTik oupgwvia: 100% (88,6% — 100%)
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