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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Fevikég TTAnpo@opitg 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 HOVABIKOI Kal
CUMUTTANPWUATIKOI 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€ UBPIBICUSG aTTd Tov
QVIXVEUTA TTOU Oev €xeEl, €CaAEiQPOVTAG TNV TTapAYwWY CAPATOG ATTO TOV QVIXVEUTH] TTOU OeV £XEl
uttoBANBei oe uBpIdIoud. Katd 1o BrPa avixveuong, TO0 QWG TTOU EKTTEUTIETAI OTTO TA
emMonuacuéva uBpidla PETPIETAI WG ONUATA QWTOVIWV OE €va QWTOPETPO Kal dNAWVETAI WG
OXETIKEG Jovadeg ewTdg (RLU). Z1ov DKA, 01 d1a@opég aTa KIVATIKA TTPOQPIA TwV ETTICNHACHEVWY
QAVIXVEUTWV ETTITPETTOUV TN O1AQOPOTTOINCN TOU CHPATOG. Ta KIVNTIKG TTPOQIA TTpoépxovTal aTTd
METPAOEIG TNG £6ODOU pWTOVIWY KATA TN dIdpKeIa Tou Xpdvou avayvwong TngG avixveuong.

H avtidpaon avixveuong xnueiopwTauyelag yia 1o onua IC €xel TTOAU ypriyopn KIVNTIKR Kal O
KIivnTIKOG TUTTOG TNG €ival «aTIydiaiou afuatogy». 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 CUVOAIKWVY
RLU kai Tou TOTTOU KIVNTIKAG KAUTTUANG.

To Aptima SARS-CoV-2 Assay evioxUel Kai avixvelel dUo dlaTnpnuEVES TTEPIOXEG TOU yovidiou
ORF1ab otnv idla avTtidpaon, xenNOIMOTTOIWVTAG TOV i8I0 KIVNTIKO TUTTO «TTAPATETANEVOU
onuarogy. O1 dUo TTePIoXEG eV dIAPOPOTTOIOUVTAI KAl N EVioOXUan OTTOIACOOATTOTE aTTd TIG OUO
AUOAOTEPWY TWV TTEPIOXWV £XEI WG ATTOTEAECPA TNG eKTTOUTTH ofjpaTog RLU. Ta atroteAéoparta
TOU TTPOCadIopIcHoU KaBopilovTal e atrokoTrh) Bdoel Twv cuvoAikwv RLU kai Tou TOTTOU KIVATIKAG
KAWTTUANG.

Mpos&1doTroIRoEIg Kal TTPOPUAASEIS

A. Tia in vitro diayvwoTIKA Xpron. AloBAaoTe TTPOCEKTIKA OAOKANPO TO EVBETO CUOKEUATIAG Kal TO
Panther/Panther Fusion System Operator's Manual (Eyxeipidio Asitoupyia¢ Tou ouoTAuUQTog
Panther/Panther Fusion).

B. O1 ouykekpiyéveg dl1adikaoieg Ba TTpETTel va ekTEAOUVTAl HOVO OTTO TTPOCWTTIKGO ETTAPKWG
EKTTAIBEUPEVO OTN XPron Tou TTapdvTog TTPOCdIOPICHOU Kal OTOV XEIPIOPO duvnTIKA
HOAUCHOATIKWY UANIKWYV. X€ TTEPITITWOTN dIAPPONG, ATTOAUUAVETE aUEéoWG PE TN XPAON
KatdAANAwv d1adIKaaIwV.

C. XelpioTeite Kal €TECEPYAOTEITE OAA TA TTAPACKEUAOUATA WG POAUCUATIKA TUPQWVA UE
EPYAOTNPIOKES TTPOKTIKEG KAl SIadIKOTIEG TToU gival BaOIKES yia TNV 0pBr HIKPORIOAOYIKA
TIPOKTIKA Kal TIG 0pBEG pikpofioAoyikég dladikaoieg (GMPP). Avartpéére aTig KateuBuvTrpleg
YPOUMES Broac@aAelag epyacTtnpiwyv Tou MNaykdéopiou Opyaviopou Yyeiag (MOY) oxeTikd pe
TN vooo Tou Kopovoiol (COVID-19): ecwTepIkéC KATEUBUVTAPIES YpaupES. https://www.who.int/
publications/i/item/laboratory-biosafety-guidance-related-to-coronavirus-disease-(covid-19).

D. Ta TTapackeudopaTta PTTOpEi va gival JOAUGUOTIKA. Tnpeite TIC YEVIKEC TTPOQUAAEEIC KATA TN
dlevépyela autol Tou TTPoadIopIoPol. Oa TTPETTEl va £Xouv BeoTTIOTEl KAOTAAANAEG PéBodol
XEIPIOKOU Kal atmroppiyng atrd Tov dIEuBuvTr) Tou epyacTnpiou. H ouykekpipévn diayvwaoTIKA
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Aptima™ SARS-CoV-2 Mevikég TAnpo@opicg

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 aToBnNKeuons Kai XEipiouou avridpaoTtnpiwyv (aehida 6) kal oTn
Aiadikaoia e€étaong oro Panther System (gehida 16) yia TTeEPICOOTEPEG TTANPOPOPIEC.

P. Mn ouvduddlete avTidpaoThpia 1 uypd TTpocdiopicuou. Mn GUPTTANPWVETE avTIOPACTAPIA 1
uypd. To Panther System etmraAnBelel Ta emiTreda avTidPaACTNPIWV.

Q. Armo@uyeTe Tn POAuvon Twv avTidpacTnEiwv atréd 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 akéloubBa avTidpaocThpia cival 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 Bepuokpacia amd 15 °C
¢wg 30 °C (Bepuokpaacia dwpaTiou):

Aptima SARS-CoV-2 Target Capture Reagent (AvTidpaaoTripio 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) cival otaBepd yia 30 nuépeg étav
atrobnkeuTei og Beppokpacia atrd 15 °C €wg 30 °C. Na unv amrobnkeUeTal aTo Wuyeio.

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

F. ATIOpPITITETE TA PN XPNOIMOTTOINUEVA avAoUOTOBEVTA avTIdPACTAPIA KAl Ta avTIdpaAcTHpId
WTCR petd amrd 30 nuépeg ) PETA TNV TTAPEAEUCT TNG NUEPOMNVIAg ARENG TNG KUpIag
TapTidag, O1ToI0 TTEABEI TTPWTO.

G. O1 pdpTupeg cival oTaBepoi €WG TNV NUEPOUNVIAQ TTOU AvAYPAPETAI OTA QIOAIDIA.

H. Ta avridpacTtApla TTou ammobnkevovTal oto Panther System éxouv 120 wpeg otaBepdTnTOg
o710 oUOTNMA.

I.  Ta avTIdpACTAPIO-AVIXVEUTEG KOI TO AVOCUOTABEVTA avTIDPACTAPIO-AVIXVEUTEG gival
QwToguaiodnTa. ATTOBNKEUETE TA AVTIOPACTAPIA OE PEPOG TTPOCTATEUPEVO ATTO TO PWG.
H mmpoodiopiopévn o1alepdTnTa PETA TNV avacuoTaon Baciletal o€ ékBeon 12 wpwv ToUu
QvaouOoTABEVTOG avTIOPACTNPIOU-AVIXVEUTH 0 dUO AauTITAPES PBopicpol 60W, oe amméoTaon
43 cm kai Beppokpacia pikpdTepn atmo 30 °C. H ékBeon Tou avacuoTaBévTog avTidpaoTnpiou-
QVIXVEUTH OTO Qw¢ Ba TTpETTEl va TTepIopIfeTal avaAdywg.

J. Agou @bdoouv o Bepuokpacia dwuatiou, KATTOIA CWANVAPIA-PAPTUPES WTTOPEI va gival BoAd
N va tepiExouv 1ICAuaTa. H BoAdTNTa TV PapTUpwyV A n OTTapgn ICNUATwY Oev eTTNPEAZOUV TIG
EMOOOEIG TV PHAPTUPWY. OI HAPTUPEG PTTOPOUV VA XPENOIYOTTOIoUVTAI €iTE ival DIQUYEIG €iTe
BoMoi/ue 1I¢ApaTa. Edv {nTouvTal diauyeic YAPTUPEG, N SIAAUTOTTOINCN PTTOPEI va ETTITOXUVOEI
MEOW ETTWACNAG TOUG OTO Avw AKPO Tou €UPOUG TINWY Beppokpaaciag dwpaTiou (15 °C £wg
30 °C).

K. Mnv kKarayUxeTe Ta avTidSpacThipla.
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2UuAAoyn Kal a1ToBRKeEUoN TTAPACKEUAOHATWY

Napaokeudoparta - KAIvikd UANIKO TTou CUAAEyeTal atré Tov acBevr) Kal TOTToBeTEITal o€ KATAAANAO
ouoTtnua petagopdg. Ma 1o Aptima SARS-CoV-2 Assay, autd TrepiAapfBdavouv TTapackeudopaTa
PIVOQAPUYYIKOU, PIVIKOU, OTOUATOQAPUYYIKOU ETTIXPICUATOG KOl ETTIXPIOUOTOS HEONG PIVIKAG KOYXNG
| CUAAOYI TTAPACKEUAOUATWY PIVOPAPUYYIKWY EKTTAUMATWV/avapPoPnUATWY Kal PIVIKWY
avappopnudrtwy oe péoo petagopds 1wv (VTM/UTM), ahatolxo didAupa, Liquid Amies 1 péco
METOQOPAG TTapackeuaouaTwy (STM). Emmpdobeta, ptropei va gulAéyetal odAio yia va
Xpnaiyotroindei Ye Tov TPocdiopIcud.

Aciypara - ATroTeAei Evav YEVIKOTEPO OPO yIa TNV TTEPIYPAPN OTTOIOUBATIOTE UAIKOU Yia £€€TAGN OTO
Panther System, cuutrepIAauBavouévwy TTOPACKEUAOUATWY, TTOPACKEUACHUATWY TTOU
peTapépovtal oe Panther Fusion Specimen Lysis Tube, Hologic Specimen Lysis Tube e
ouuTtrayég TTwa, Aptima Specimen Transfer Tube (ZwAnvdpio YeTa@opds TTAPACKEUGTUATOG
Aptima), Aptima Multitest Transport Tube (ZwAnvdpio petagopds TTOAATTAWY eEeTdcewy Aptima),
Hologic Direct Load Capture Cap Tube (ZwAnvdépio ye Twua cUAANWNG auecou @oprtiou Hologic)
KOl HapTUPWV.

Znueiwon: Merayeipileore dAa ta mapackeudouara yvwpiloviag O11 UTTOPEI va TTEPIEXOUV &V
ouvduel yoAuouarikou¢ mapdyovreg. XpnoiuotroinoTe eviké TTPOQUAAGEEIC.

Znueiwon: ®povriore va amopeuyeTe TN dlACTAUPOULEVN UOAUVON KaBWS EKTEAEITE Ta Bruara
XEIPIOUOU ToU TTapackeudouarog. a mapddelyud, amoppiyTte 10 XpNOoIUOTTOINOEY UAIKO Xwpic
Va TO LETAQPEPETE ETTAVW QTTO aVoIXTA TwAnvapia.

ZuAAoyn] TTOPOCKEUAOUATWY ETTIXPICHATOG

ZUMNEECTE TTOPOOKEUAOUATA PIVOPAPUYYIKOU ETTIXPIOUOTOG, PIVIKOU ETTIXPICUATOG KAl
OTOUOTOPOPUYYIKOU ETTIXPICHATOS OUPPWVA HE TNV TTPATUTIN TEXVIKH, XPNOIMOTIOIWVTAG OTEIAED
a1Té TTOAUECTEPQA, PaIyIOV i e pUYXOG VAIAOV. TOTTOBETAOTE AUECWS TO TTOPACKEUACHA
emixpioparog o€ 3 mL VTM 3 UTM. Ta TTapaocKeudoPaTa ETTIXPIOUATOG MTTOPOUV, EVOAAQKTIKA, va
TpooTeBolv oe ahatouxo didAupua, Liquid Amies 1 STM. To Aptima Multitest Swab Specimen
Collection Kit ka1 To Hologic Direct Load Capture Cap Collection Kit ymropouv va xpnoipotroinfouv
yla Tn cUAoyr| BEIYUATWY OTOPATOPAPUYYIKOU KAl PIVIKOU emmixpiopartog. To Hologic Direct Load
Capture Cap Collection Kit - CLASSIQSwab TTpoopiletal yia Tn cuAoyr| delyuaTwy
OTOUOTOPOPUYYIKOU Kal pIvIKoU etmixpiopatog. To Hologic Direct Load Capture Cap Collection Kit -
FLOQSwab trpoopiCeTal yia Tn cUAAOYT BEIYNATWY ETTIXPIOPATOG PEONG PIVIKAG KOYXNG Kal
PIVOPOPUYYIKOU ETTIXPIOUATOG.

Metd Tn ouAhoyr, Ta TTapackeudopaTa TTou oUAAéyovTal o€ VTM/UTM ptropouv va
amoBnkeutolv o€ Beppokpacia atrd 2 °C €wg 8 °C yia £éwg 96 wpeg TIPIV va PETaPepBOUV
o1o Specimen Lysis Tube ] oe cwAnvdpia PHETAPOPAG, OTTWG TTEPIYPAPETAI OTNV EvOTNTA
emeCepyaaiag TTapacKeUAoUATWY TTAPAKATW. O1 UTTOAOITTEG TTOOOTNTES TTAPACKEUACUATWY
MTTOPOUV va atroBnkeuToUv o€ Bepuokpaaia <-70 °C.

Metd Tn ouMAoyr), Ta TTapaokeudopata oto Aptima Multitest Tube kai To Hologic Direct Load Capture
Cap Tube ptropouv va atmoBnkeutolv o€ Bepuokpacia amméd 2 °C éwg 30 °C yia £wg 6 nuEPEG.

Znueiwon: Zuviotdral Ta mapackeudaouara mou ouAAéyovrar ato Aptima Multitest Tube
kai 10 Hologic Direct Load Capture Cap Tube va amoBnkevovrai e KAEIOTO TTWUA KAl OE
opbia 6éon ot delyuarousTapopEa.
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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 éwg 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
atrodnkeutolv o¢ Beppokpacia atd 2 °C éwg 30 °C yia £éwg 6 nuépEG.

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 ue xpnon rou Aptima Specimen Transfer Tube

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

*Tnueiwon: Kara v eEETaon KaTteWuyuévou TTapaCTKEUAOoUQATOS, aQroTE TO
mapackevaoua va racel o Bepuokpaaia dwuariou mpIv amod Ty emeéepyaoia.

»Inueiwon: Evaldakrika, umopei va xpnoiuorroinBsi éva un xpnoiuorroinuévo Aptima
Multitest Tube 1} Aptima Unisex Tube.
B. Emavartotmrobetriote KaAd 1o TTwua oto Aptima Specimen Transfer Tube.

C. AvaoTpéwTte 1o owAnvaplo Pe ATTIES KIVAOEIS 2 1 3 popég yia va dIacPaNicETE 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 emmegepyaaia.
*Znueiwon: Kara v eETaon KaTteWuyuévou TTapaoKEUAoUATOS, aQraTe TO
TapaockeUaoua va Qracel os Bepuokpaaia dwyariou mpiv amméd Tnv emeéepyaaia.
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Pon epyaciwyv pe akGAUTITAG cwAnvdpia pe Tn XpRon Tou AoyiopikoUu Aptima SARS-CoV-2
Assay Software

Emeéspyaocia 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 ] VO XPNOIKMOTTOINCETE AVTAAAGKTIKO CUUTTAYEG TTWHA YIA TO
ETTOMEVO BrMQ.

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

MNa va ammo@UyeTe TNV €TTOPN PE TO ETTAVW PEPOG TOU CWANvVapiou, EECPIETE TO TTWHA Kal
TOTTOBETAOTE TO CWANVAPIO BEIYUATOG OTOV DEIYUATOPOPEQ.

AQaipéoTe Kal atmoppiwTe To TTWHA. MNa va atmo@uUyeTe T UOAUVGTN, UN METAPEPETE TO TTWHA
EMAVW a1rd AAAoUg delyuaTo@opeic A cwAnvapia delyuaTwy. EAEyETE TO cwAnvapio
ociypatog. Edv uttdpyouv QUOOAIDES, aPaIPEDTE TIG TTPOCEKTIKA aTTd TO CWANVAPIO OEiyUaTOg
(xpnoigoTroInaTE, yia TTapddelyua, To pUYXoS EVOG ATTOCTEIPWHEVOU OTEIAEOU 1] TTapduoIa
HEB0BO).

2nueiwon: Edv dcv ammouakpUVeTe TIC QUOAAIOES UTTOPEI va €TNPEACTE N eTeéepyaaia Tou
mpoodiopiouoU Kal va aAdoiwbBouv Ta arroreAéouara tng eEETaong.

ToTTOBETAOTE TOV CUYKPOATNTHPA TOU OEIYUATOPOPEA GTOV OEIYHATOPOPED KOl POPTWATE TOV
dcliyuatopopéa oTo HGpyavo.

Emeéepyacia mapaoksudouarog ue xprion rou Hologic Specimen Lysis Tube us ocuumrayég

A

mwua

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

B. Mpiv ammd mv egétaon oto Panther System, petagpépete 500 UL TapPAOKEUACUATOG OTO

Hologic Specimen Lysis Tube pe cuptrayég mwua.

20G OuVIOTOUME VA ETTAVATOTTOBETACETE TO TTWHA OTO CWANVAPIO KAl VO TO AVOOTPEWETE ME
NTTIEG KIVACEIG TPEIS POPEG YIA VO OIOCPAANICETE TNV AdPAVOTTOINCT TOU 10U KAl TO OUOIOYEVEG

Meiya.

MNa va ammo@uUyeTe TNV €TTOPR ME TO ETTAVW PEPOG TOU CwAnvapiou, EEoIETe TO TTWOPA Kal
TOTTOBETAOTE TO CWANVAPIO BEIYUIATOG OTOV DEIYUATOPOPEQ.

AQaipéoTe Kal AaTroppiYPTe TO TTWMA. MNa va atmmo@uUyeTe TN MOAUVOTN, UN UETAPEPETE TO TTWHO
ETTAVW a1Td AAAOUG delypaTto@opeic A cwAnvdapia delydaTwy. EAEYETE TO cwAnvépio
OciypaTog. Edv uttdpxouv QUOOAIBES, aQaIPEDTE TIG TTPOCEKTIKA ATTO TO CWANVApPIO OEiyuaTOg
(XpnoigoTToIRoTE, yia TTapddelyua, 1o pUYXOG EVOG ATTOCTEIPWHEVOU OTEIAEOU 1) TTapdoIa
MEBOBO).

Znueiwon: Eav dsv amouakpuvere Tic QUOAAIdES UTTOpEl va emmnpeaatei n ereéepyaaia Tou
P00 dIopICUOU Kai va aAdoiwBoulv ta amoreAéouara tng eEETacng.

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

A

MeT& Tnv TOTTOBETNGN TOU TTAPACKEUAOHATOS 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.

MNa va amo@uUyeTe TNV ETTAQPN ME TO ETTAVW PEPOG TOU CWANvapiou, EE0IETE TO TTWOPA Kal
TOTTOBETAOTE TO CWANVAPIO BEIYUATOG OTOV DEIYUATOPOPEQ.

A@aipéaTe Kal aTToppPIiYTeE TO TTWHA Kal Tov OTeIAES. MNa va atropuyeTte T uOAuvon, 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.

ToTTroBEeTOTE TOV CUYKPATNTAPA TOU OEIYUATOPOPEQ OTOV OEIYUATOPOPED KAl POPTWOTE TOV
OclyyaTtopopéa aTto 6Gpyavo.

Eneéspyacia mapaockeudouarog mou oUAAExOnke ue to Aptima Multitest Collection Kit

A

Bpeite Tig 0dnyieg yia 10 Panther Fusion Specimen Lysis Tube (BAua A) 4 To Hologic
Specimen Lysis Tube pe cuptayéc mwua (BApa A) kar akoAouBrRoTE TeG.

Mpiv ammod Tnv €€€taon oto Panther System, petagépere 500 ul Tou cuAAexBEvTOg
TTapaokeuadopaTtog amd 1o Aptima Multitest Tube og éva Panther Fusion Specimen Lysis
Tube, i Hologic Specimen Lysis Tube, 6TTwg TTepIypAQETal OTIG EVOTNTEG ETTECEPYATING
TTAPACKEUAOHATWY TTAPATTAVW.

ATtrofnkeuon delypdTwyv

A

Ta deiypaTa TTou uttoBaAAovTal o€ eTTeCepyaaia aTto ouoTnua Panther ptmopolv va
0pPXEI0BETNOOUY yIa CUUTTANPWHOTIKEG ECETAOEIC OE PETAYEVEOTEPO XPOVO.

AtroBrikeuon SelyudTwy TIpIV aTTo 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 rpétrel va atroBnkedovtal o€ 6pBia Béan
oTov OclydaToPopéa UTTo TIG aKOAOUBEG OUVONRKEG:

* Beppokpaoia ammd 2 °C ¢wg 30 °C yia £€wg 6 NUEPES.

2. Ta dciyuarta TTPETTEI va KOAUTITOVTAI JE WIa vEQ, KaBapr) TTAACTIKA PEPBPAvN 1 ¢UAAO

aAoupiviou.
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3. Eav amaitnBei katdywun i peta@opd Twv dEIyUATWY TToU £X0UV UTTOBANOEi o€
TTPOGOIOPIoHO, aPaIPECTE TO DIATTEPATO TTWHA KAl TOTTOBETAGTE VEO, WUn OIATTEPATO TTWHA
oTa owAnvapla TTapackeudouatog. EAv atrairnBei petapopd Twy dEIYNATWY C€
OIAPOPETIKEG EYKATAOTACEIG YIa €6ETAON, TTPETTEI va dIATNPNOEI N CUVIOTWHEVN
Bepuokpacia. MpoToU aPaIPECETE T TTWUATA, Ta CWANVAPIA TWV TTAPACKEUAOUATWY
TpéTTel va uTToBANBoUV og QuyokEVTpIon Yia 5 AeTrTd o 420 RCF (OXETIKA QUYOKEVTPOG
ouvapn), woTe va PeTa@epBei A0 TO uypO oTov TTUBPEVA TOU CwAnvapiou. ATTOQEUYETE TO
mToiAiopa Kal Tn dlaoTaupoluevn PoAuvon.

MeTa@opd TTaAPACKEUATHATWY

AlaTnpAOoTE TIG CUVONRKEG ATTOBAKEUONG TTAPACKEUOOHATWY TTOU TTEPIYPAPOVTAl OTNV £VOTNTA
2UAoyn kai amoBnkeuan mapackeuaoudTwy orn oelida 8.

Znueiwon: Ta mapaockeudouara TPETTEN va UETAPELOVTAI CUUQWVA UE TOUS ITXUOVTEC
£6vIKOUG, OI1E6VEIC Kal TOTTIKOUS KAVOVIOUOUS UETAPOPAC.

Meiypara TTapaokeuaopaTwy — KaBoplopdg kKatdAAnAng oTpaTnyIKAG Yia TNV EQAPHOYI
Kal TNV TTapakoAoudnon

Ortav e€eTGlouv TNV TTEPITITWON OXNHOTIOPOU UEIYUATOG TTAPOOKEUOOHATWY, TA pyacTripia Ba
TIPETTEl VA AgIOAOYOUV TNV KATAAANASTNTA pIOG OTPATNYIKAG OXNMATIOPOU Jeiyuatog pe Bdon 10
TT0000TO OeTIKOTNTAG OTOV £€€TAlOMEVO TTANBUCUO Kal TRV aTTodoTIKATNTA TNG PONG EPYATIWV
OXNMATIOPOU MEIYHATOG.

MposTolpacia SEIYUATWY YIO TOV OXNUATIONO HEIYHATOG

Ta akdAouBa TTaPACKEUACHATA OTTO TO QVWTEPO AVATTIVEUOTIKO OUCTNMA €ival EYKEKPIPEVA VIO
xpnon pe 1o Aptima SARS-CoV-2 Assay kal ummopouv va uttoAnBoulv og eEétaon pe peiyua
OeIlyUATWYV: TTAPACKEUAOUATA PIVOPAPUYYIKOU, GTOUATOPAPUYYIKOU, PIVIKOU ETTIXPICUATOS KAl
EMYPIOPATOG TNG PEONG PIVIKAG KOYXNG TTOU €XOUV OUAAEXBEi 0¢ péoa PeTapopdg
TTOPAOKEUAOUATWY (STM). Kd&Be peiypa deiyudtwy TTpéTrel va epIAauBavel TTapaoKeudouaTa
TTOU £X0UV TTPOETOINOOTEl o€ KaBapd STM. H cuvioTwuevn por Epyaciwy yia ToV OXNUOTIONO
MEIYUATOG OEIYUATWY TTAPOUCIACETAI TTAPAKATW.

Mapaokeudopara Tpog cuAAoyn og owAnvdpia ocuAAoyrg TTou Trepiéxouv 2,9 mL STM

Odnyieg mposroiuaociag mapaocksudouarog yia dsiyuara mou oxnuarifouv ueiyua
ameulsiac os owAnvapio yevikng xpnongs

ExkteAéoTe TNV TTapakdTw dladikacia KATd TOv oXNUATIOUO HEIYUATOG BEIYUATWY TTOU £X0OUV
OUM\exBei og 2,9 mL STM péow TNG HETAPOPAS TWV ETTINEPOUG BEIYNATWY aTTeubeiag og éva
adelo cwAnvapio cuUPeWva Pe TIG TTPOJIaYPAPES Tou Eyxeipidiou Asitoupyia¢ Tou ouoTHUATOC
Panther 1y Panther Fusion.

A. TlapTe €va adelo owAnvapio cuuPatéd pe 1o Panther System.
B. lMpoodiopioTte Tov KAt@AANAo GyKo TTou aTTaiTeiTal ammd KABe €TMIPEPOUG TTAPOAOKEUAOUA HE

Bdaon 1o péyebog Tou deiyuartog TTou oxnuatiCeTal. Ta TTapacKeUACUATA TTOU CUAAEyOVTal O€
2,9 mL STM dev xpeidfovtal emitTAéov apaiwaon e STM TTpiv atmd Tnv €¢ETAoN.
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Znueiwon: O cuvioTWHEVOS OUVOUATLEVOS OYKOC KGBe emmiuépoucs Ociyuaroc e€aprdrar amo
TIC dIAOTACEIC TOU owAnvapiou Tou xpnaoiuortrolgital. Eva¢ ekmpoowtro¢ 1n¢ Hologic urmropei
va oag¢ Owaoel OUCTAOEIS OXETIKA UE TIC QmTAITHOEIS EAGYIOTOU OYKOU yia emTeéepyaaia aTo
Panther System.

C. Mpiv amd v e€étaon oto Panther System, YETaQEPETE TTPOCEKTIKG TOV KABOPIOUEVO OYKO KABE
ETTIMEPOUG TTOPACKEUACHATOG ATTO To CWANVApIa TTou TTEPIEXOUV 2,9 mL STM oT0 ddeio wANVApIO.

D. Ailao@aAioTe Tnv opoloyevh avAueiEn KABe PeiyHaTog OEIYUATWY TTOU TTPOETOINACETE.

E. Duldgte T eMPEPOUG TTOPACKEUAOUATA VIO CUMTTANPWUATIKA €6£TACN, AV gival aTrapaiTnTo.
Panther System

Ta avmidpacTrpia yia 1o Aptima SARS-CoV-2 Assay e 1n xprion Tou Panther System
TapatiBevral TrTapakdtw. Etriong, diTAa oTo dvoua kGBe avTidpacTnpiou TTApaATiOETAI TO
avayvwpIoTIK® Tou oUuBoAo.

AvTidpaoTipia Kal UAIKG TTou TTapEXovTal
Aptima SARS-CoV-2 Assay Kit (Kit Trpoodiopiopou SARS-CoV-2 Aptima) PRD-06419
250 e&etdoelg (2 ouoKeuaoieg)

Aptima SARS-CoV-2 Refrigerated Box (Xuokeuacia puyeiou Aptima SARS-CoV-2) (Zuokevacoia 1 amé 2)
(aro@nkeuon oe Beppokpacia amd 2 °C éwg 8 °C pe Tnv TapaAafn)

MoooéTnTa

Z0uBoAo  ZTOIXEiIO 250 kKiIT
egéraong
A Aptima SARS-CoV-2 Amplification Reagent 1 @laAidio

Mn poAuouartikd voukAegikd oééa amoénpauéva og pubuIaTIKG didAuua Tou
TepIEXEl < 5% OIOYKWTIKG TTapdyovra.

E Aptima SARS-CoV-2 Enzyme Reagent 1 @iaAidio
Avdarpoen ueraypapdon kai moAupepdon RNA amoénpauéves os
puBuIoTIKO S1dAuua HEPES tou trepiéxel < 10% O10yKwTIkO mapdyovra.

P Aptima SARS-CoV-2 Probe Reagent 1 @IaAidIo
Mn uoAuouartikoi aviyveutéc DNA xnueiopwradyeias amoénpauévol ae
PUBLIOTIKO O1GAULa NAEKTPIKOU 0EEOC TTOU TTEPIEXEI < 5% ATTOPPUTTAVTIKO.

IC Aptima SARS-CoV-2 Internal Control 1 @IaAidio
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Aptima SARS-CoV-2 Room Temperature Box (Zuokeuacia 8eppokpaciag Swuatiou Aptima
SARS-CoV-2) (Zuokeuaoia 2 amo 2)
(arolnkeuon ot Beppokpacia atrod 15 °C éwg 30 °C pe Tnv TapaAafn)

MooéTtnta
Z0uBoAo  Zrolxeio 250 kit
egéraong
AR Aptima SARS-CoV-2 Amplification Reconstitution Solution 1x27,7mL
YOarik6 SIGAULIQ TTOU TTEPIEXEI TUVTNPNTIKA.
ER Aptima SARS-CoV-2 Enzyme Reconstitution Solution 1x 11,1 mL
PuBuiatikd d1iaAuua HEPES tTou mmepiéxel £mT10aveiodpaaTiKO Tapdyovra Kai
YAUKepIvN.
PR Aptima SARS-CoV-2 Probe Reconstitution Solution 1x35,4mL
PuBuioTiké didAuua nAekTpikoU oééog mou mrepiéxel < 5% amoppumavTiko.
S Aptima SARS-CoV-2 Selection Reagent 1x 108 mL
PuBuioTiké didAuua BopikoU oééo¢ 600 mM 1Tou TTepPIEXE!
ETMIPAVEIOOPATTIKO TTapdyovra.
TCR Aptima SARS-CoV-2 Target Capture Reagent 1 x 54 mL
PubBuioTtiké digAuua GAaTog mou TepIEXEl OTEPEQ PATN KAl OAIYOUEPH
oUANnYng.
KoAdpa avacuoTaong 3
®UALO YPOPPWTWYV KWSIKWV KUPIOG TTapTidag 1 @UAAO

YAIKd 1TOU aTtraiTouvTal Kol diatifevral Xwpiotda

Znueiwan: Or apiBuoi karaAdyou Twv UAIKWv 1Tou OiatiBevral amrd tnv Hologic mapariBevrar otnv mapakdrw
Aiota, ekT6¢ dv kaBopiletal SIaQOopPETIKA.

Ap. KataA.
Panther System 303095
Aptima Assay Fluids Kit 303014
(Aptima Wash Solution, Aptima Buffer for Deactivation Fluid xai Aptima Oil Reagent) (1000 egetdoeig)
Aptima Auto Detect Kit 303013
(1000 egetdoeiq)
Movadeg ToAAaTTAWY cwAnvapiwv (MTU) 104772-02
Panther Waste Bag Kit 902731
Panther Waste Bin Cover 504405
Panther Run Kit 303096

mepiéxel MTU, adkoug TAUONG, KaAUppara kGdou amoppiudrwy, uypd mpoodiopiopoy (5000 eEETAOEIG)
Kal avriépaaThpIa autouarng avixveuons
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Ap. KaTtaA.
Puyxn, 1.000 pL, pe @iATpo, pe avixveuon uypou, aywyida kal avaAwoipga 901121

Aev d1aTiBevTal OAa Ta TTPOIGVTA O€ OAEG TIC TTEPIOXEG. ETTIKOIVWVAOTE (10612513 Tecan)
ME TOV avTITTPOOWTTO PAG VI TTANPOQPOPIEG OXETIKA UE TNV TTEPIOXN 903031

oag (10612513 Tecan)
MME-04134

(30180117 Tecan)
MME-04128
Aptima SARS-CoV-2 Controls Kit PRD-06420

PC - Aptima SARS-CoV-2 Positive Control. Mn poAuouartiké voukAeiké o€ og puBuioTiko
OiGAupa tmou mrepiéxel < 5% amoppurravtikd. Moodrra 5 x 1,7 mL

NC - Aptima SARS-CoV-2 Negative Control. PuBuiotiké didAupa mmou tepiéxel < 5%
amropputravriké. 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

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

Panther Fusion Specimen Lysis Tubes, 100 av& cuokeuaoia PRD-04339
10 owAnvapio trepiéxer 0,71 mL STM pe diarrepard mwua

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

AeukavTtikd, didhupa uttoxAwpliwdoug varpiou 5% £wg 7% (0,7M éwg 1,0M) —

Avalwaolpa yavTia —

AVTOANOKTIKA pun Siatrepatd TrwpaTa 504415

Hologic Solid Cap yia xprion pe Toug kwdikoug PRD-06951* kai PRD-07028

PRD-06952*, 100 Tmwuata avd cuckeuaaoia

*kGAupua piag xpriong yia ro Hologic Direct Load Capture Cap (PRD-06951 kai PRD-06952)
yia xpron JETa mv e€£1aon we UEPOS TS PONS EPYATIWV LE akGAuTTTa owAnvdpia

AVTOAOKTIKG TTwata yia 1a 250 KIT €€Taong —

AigAUuara avacuaraong avridpaotnpiwv evioxuang kai aviyveuri CLO041 (100 mwuara)
AidAuua avaouaoraong ev{uuikou avtidpaaTnpiou 501616 (100 mwuara)
TCR ka1 avridpaactipio mAoyng CL0040 (100 mrwuara)
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MpoaipeTIKA UAIKA

Ap. KaTaA.
Hologic Bleach Enhancer for Cleaning 302101

yia Tov TUTTIKG KaBapioud emigpaveiwy Kai eE0TAIouoU

Aldragn avadeuong ocwAnvapiwv —

Aiadikaoia g&étaong oto Panther System

2nueiwon: lNa emimAéov TAnpoopisc oxetika e n diadikacia, avarpéére aro Eyxeipidio
Aeiroupyiag Tou ouatiuaro¢ Panther/Panther System.

A. TpogToigacia TNG TTEPIOXAG EPYAOiag

KaBapioTe TIGg MIQAvEIEG Epyaniag TTAVW OTIG OTI0iEG Ba TTaPACKEUAOTOUV Ta AvVTIOPACTAPIA
Kal Ta OeiypaTa. EKOUTTIOTE TIG ETTIPAVEIEG Epyaciag pE didAupa 2,5% £wg 3,5% (0,35M £wg
0,5M) utroxAwpiwdoug vartpiou. AQAaTe To dIAAUMA UTTOXAWPIWAOUS VATPIOU va TTAPAMEIVE
o€ ETTAPN ME TIG ETTIPAVEIEG VIO TOUAAXIOTOV 1 AETTTO KaI OTN CUVEXEIO EKTTAUVETE PE VEPO.
Mnv agrioete 10 dIGAUMA UTTOXAWPIWDOUG vaTpiou va oTeyvwoel. KaAlwTte Tnv eTTIQAVEIA TOU
TTAyKou, TTavw OTnV OTToia Ba TTapaocKeuaoToUV Ta avTIOPACTHPIa Kal Ta deiyuaTta, Je kabapd,
ATTOPPOPNTIKA KAAUMPOTA PE TTAACTIKA £TTEVOUCT, YIO £PYACTNPIOKOUG TTAYKOUG.

B. Avacuotaon avmidpacTtnpiwv/Iapackeun amo véo KIT

Znueiwon: H avacuoraon twv avridpaoTnpiwyv 6a mpETTEl va TpayuaroTToisiTal TTpIv arrd tnv
évapén ormoiaodntore epyaciac aro Panther System.

1. Ta Tnv avacuoTaon Tou avTidpacTnpiou evioxuong, Tou evCUPIKOU avTIdpaoTnPiou Kal ToU
avTIdpacTNPioU-avIXVEUTH, oUVOUAOTE TIG QIAAEG TOU AUOQIAOTTOINUEVOU avTIOPAOTNPIOU HE
10 SiIdAupa avacuoTtaong. Eav ta diaAUpaTa avacloTaong ammobnkeuovtal o€ Yuyeio,
agnoTe Ta va TTepIEABouv o€ Beppokpaacia dwyatiou TPV aTTd TN XPAON.

a. TomoBetAoTE avd (euyog kABe diIGAUPa avaoUoTaong PE TO aVTIOTOIXO
Auo@ihotToinuévo avTidpacTAplo. MNpotol ToTToBETHCETE TO KOAGPO avaoUoTaoNG,
BeBaiwBeite OTI TO XPWHATA TWV ETIKETWY TOU SIGAUPATOG avaoUoTAONG KAl TOU
avTidpacTtnpiou Taipidlouv PETALU TOUG.

b. EA&yETe TOUg apPIBPOUG TTaPTIOAG OTO GUAAO YPANPWTWY KWAIKWY KUplag TTapTidag, yia
va BeBaiwBeite 611 TOTTOBETABNKAV Ava CeUyn Ta KATAAANAQ avTidpaacTrpIa.

c. Avoite 1o @IaAiIdIo Tou Auo@IAOTTOINKEVOU AVTIOPACTNPIOU KAl EITAYAYETE OTABEPA TO
aixuneo6 dkpo Tou KoAdpou avacuoTacng oTo avolyua Tou @iahidiou (Eikéva 1, Brpa 1).

d. Avoifte 10 avtioToixo dIGAUPa avaoUucTaong Kal TOTTOBETHOTE TO TTWHA ETTAVW OE MIA
KaBapr|, KAAUPNEVN €TTIPAVEIR EPYOOIAgG.

e. Kparwvtag 1 @IdAn Tou dIaAUPATOG avaoUuoTaong ETTAVW CTOV TTAYKO, EI0OYAYETE
oTaBepd TO AAAO AKPO TOU KOAGPOU avacuoTaong OTo avolyua tng @Idaang (Eikéva 1,
BApa 2).

f. AvatrodoyupioTte apyd TIG CUVAPHOOHEVEG QIAAEG. APAoTE TO dIGAUNA va peloel aTTd
™ @IGAN oTo yudAivo @iaAidio (Eikéva 1, BAua 3).

g. Avapeigte kaAd 1o didAupa oTo yudAivo @iaAidio TTepioTpé@ovTdg 1o (Eikéva 1, BAua 4).
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h.

MepIPEVETE TTPOKEIMEVOU TO AUOQIAOTTOINKEVO QVTIOPACTAPIO Va €l0peUCEl OTO dIGAUpA
Kal, KaToTTIv, avatrodoyupioTe Eava TIC CUVAPUOCHEVEG QIAAEG UE KAIon 45° yia va
ehayioTotroin®ei o appog (Eikéva 1, BAua 5). Aprote 6Ao 1o uypd va eiopedael TTiow
oTnNV TTAAOTIKR) QIGAN.

A@aipéoaTe TO KOAGPO avacuoTaong Kal To YudAivo @ialidio (Eikéva 1, Brpa 6).

TotroBeTOTE CAVA TO TTWPA OTNV TTAACTIKA QIAAN. ZNUEIWOTE OTNV ETIKETA TA APXIKA
TOU XEIPIOTH Kal TNV nuEpounvia avacuoTtaong (Eikéva 1, BAua 7).

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

EmiAoyn: EmTpétTeTal n emmmpdoBetn avAaueign Tou avridpacTtnpiou evioxuong, Tou
evqUUIKOU avTIdpaOoTNEIiou Kal Tou avTidpaoTnEiou-aviXveuTr] e Tn xpeRon didragng
avadeuong cwAnvapiwv. H avdueign Twv avtidpaoTnpiwy PTTopei va TTpayuatotroinoei
TOTTOBETWVTAC TNV TTAACTIKI QIAAN TTOU QPEPEI €K VEOU TTWHA o€ dIATagn avadeuong
owAnvapiwv, n otoia €xel puBuioTei oe TaxutnTa 20 RPM (] 1I0080vaun), yia 5 AeTrtd
TOUAGXIOTOV.

Tposidomoinon: Amopelyere n dnuioupyia appou Kard tnv avacuaracn Twv
avnidpaotnpiwv. O appog emnpedlel apvntikG tnv aviyveuon orabunc aro Panther System.

Tposidomroinon: H smapkn¢ avaueién twv avridpaotnpiwv eivai amapaitntn yia mnv Emiteuén
TWV aQVAUEVOUEVWVY QTTOTEAEOUATWY TTPOCBIOPICLIOU.

f4 B ™

t iy

75 0|

Eixéva 1. Aiadikaoia avacuoraong oro Panther System

2. TlopaokeudoTe 10 avTidpaaTpio cUANYWNGS oTéxou epyaaiag (WTCR).

a.
b.

TotmoBetroTE Avd Celyn TIG KATAAANAEG @idAeg TCR kai IC.

EAEyETe TOUG apIBUOUG TTOPTIBAG TWV AVTIOPACTNPIWY OTO GUAAO YPAUHWTWY KWOIKWY
KUplag TTapTidag, yia va BeBaiwbeite 611 TomoBeTHONKAV avd Celyn Ta KaTtdAAnAa
avTIOPACTAPIA CTO KIT.

Avoilte TN @IGAN Tou TCR Kal TOTTOBETACTE TO TTWHA ETTAVW C€E MIG KaBapn,
KOAUPUEVN ETTIQAVEIO EPYATIOG.

Avoilte TN @IAAN Tou IC Kkai pi€Te GAO TO TTEPIEXONEVO TNG Péoa oTn @IGAN Tou TCR.
Eival avapevopevo OTI pia dikp TToooTnTa uypou Ba Trapapeivel otn @idAn tou IC.
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e. TomoBetAoTe TO TTWPA OTN PIGAN Tou TCR kai TTepIoTPEWTE aTTaAd TO dIdAUpPa yia va
avapeixBolv Ta TrepIEXOMEva. ATTOQUYETE Tn dnuioupyia appou Katd Tn dIGPKEIa auTou
Tou BAuaTOG.

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

3. TlNapaokeudoTe TO AvTIOPACTHAPIO ETTIAOYAG:

a. EAéyEre Tov apiBuo maptidag tnG @IdAng avridpaoTtnpiou yia va BeBaiwBeite O
avTIOTOIXEI oTOV apIBud TTapPTIdAg Tou GUAAOU YPAUNWTWY KWOIKWY KUPIag TTapTidag.

b. 2nueiwoTe OTNV ETIKETA TO APXIKA TOU XEIPIOTA KAl TRV TPEXOUCA NUEPOUNvia.

Znueiwon: Avauciéte kaAd avaarpépovrac amaAd éAa ra avridpacTripia, TPoToU Ta
QPOPTWOETE OTO oUaThA. ATTOQUYETE TN OnuIoUpYia appou KAaTd Tnv avaoTpo@l Twv
avridpaocTnPiwv.

C. lMapackeun avTiIdpaCoTNPIioU yia avTIOPACTAPIa TTOU EiXav avaouaTadei TTpoNyoudévwg

1. Ta avridpacTrplo evioxuong, 1o evCUMIKO avTIOPACTAPIO KAl TO avTIOPACTAPIO-AVIXVEUTHG
TTOU €ixav avaouaoTaBei TTPoNyouuEvwG TTPETTEI va TTEPIEABoUV ae Bepuokpaaia dwuartiou
(15 °C €wg 30 °C), piv atrd TNV £vapén Tou TTPoodIopPICHOU.

EmiAoyn: Ta avnidpaoTipia pmropolv va trepiEABouv o€ Beppokpaaia dwuaTiou HEow
TOTTO0ETNONG TOU aAvaouoTaBEéVTOG avTidpaaoTnpiou evioxuong, evCuUIkoU avTidpaoTnpiou
Kal avTidpaoTnpiou-avixveutn o€ didtagn avadeuong ocwAnvapiwy, n otoia £xel pubuioTei
oe Taxutnta 20 RPM () 10080vapun), yia 25 AeTitd TOUAdxIoTOV.

2. Edv 10 avacuoTaBév avTidpaaoTrpIo-avIXVEUTHG TTEPIEXE! iICNUa TO OTToio dev dIAAUETAI O€
Bepuokpacia dwuatiou, BeEPUAVETE TNV KOAUPPEVN PE TTWUA QIGAN o€ BepuoKpacia TTou
Oev utrepPaivel Toug 62 °C yia 1 €wg 2 Aetrtd. Metd atmd autd 10 BANG Bépuavong, To
avTIOPACTHPIO-AVIXVEUTHG UTTOPEI va XpnoIPoTToINBei akdun kal av eEakoAouBei va
uTtdpyxel iCnua. Avapueicte To avTidOpacTAPIO-AVIXVEUTH JECW avAOTPOPNG, TTPOCEXOVTAG
WaoTe va un dnuioupynBei a@pdg, TTPIV va TO YOPTWOETE OTO CUOTNUA.

3. Avapei€te KaAd KGBe avTIOPAOTAPIO AVACTPEPOVTAG TO ATTOAD, TTPOTOU TO POPTWOETE OTO
ouoTnua. ATTopuyeTe TN dNIoUpYia a@pPoU KATA TNV avaocTPOo®h Twv avTidpaAcTNPiWV.
AuTo TO Bripa dev ival avaykaio, av Ta avTidpaaThpIa QOPTWVOVTAl OTO CUCTNHO
areuBeiag PeTd TNV avapeign otn didragn avadeuong cwAnvapiwy.

4. Mn oupttAnpwveTe TIG QIAAEG avTiIdpaoTnpiwyv. To Panther System Ba avayvwpioel kai Ba
atmoppiwel PIGAEG TTOU £XOUV CUPTTANPWOEI.

5. H emapkng avaueién twv avridpaaotnpiwy givar amapaitntn yia tny Emiteuén twv
avauEVOUEVWY QTTOTEAEOUATWY TTPOCOIOPIoNOU.

D. Xeipioyog mmapackeuaopdTwy pe Tn xprion Panther Fusion Specimen Lysis Tube 3 Aptima
Specimen Transfer Tube

2nueiwon: lNposroiudoTe Ta TAPACKEUAOUATA OULQWYA LIE TIC 00nyies emeéspyaaiag
TTAPACKEUACUATWY TNG evOTNTas «2UAAOYH Kai ammoBNKEUa TTAPACKEUAOUATWY» TTPIV Vd
QOPTWOETE Ta TTapackeudouara oro Panther System.

1. EmBewpAoTe Ta cwAnvdpia deiyuatog TpoToU Ta QOPTWOETE GTOV dEIyuaToQopéa. Av éva
owANvaplo deiyuaTog TTEPIEXEI PUOOANIDES 1 €XEl MIKPOTEPO OYKO ATTO TOV OUVNBICUEVO,
XTUTTAOTE ATTaAG TOV TTUBUEVA TOU CWANVApIou yia va PETOKIVNBEN TO TTEPIEXONEVO OTOV
TTUBUEVA TOU CwAnvapiou.
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Znueiwon: 2tnv mepimtwon deiyudrwy mou ueragépovrai o€ Panther Fusion Specimen Lysis
Tube 1 oe Aptima Specimen Transfer Tube, yia va amoQuUyere opaAuara emeéepyaaiac,
BeBaiwbeire 611 TPOCTIBETAI OTO TWANVAPIO ETTAPKAC TTOOOTNTA TTApackeudouarog. Orav
TPOOTIOeTAI ETTAPKAS TTOOOTHTA CUAAEXOEVTOC TTAPACKEUGOLIQTOS OTO OCWANVApPIO, UTTAPXE!
QPKETOC OYKOC yIa THV TTPAYUATOTTOINGN 3 EKXUAICEWV VOUKAEIKOU 0&€0G.

E. Xelpiopyog mmapaokeuaopdaTwy Ye TN xprion Hologic Specimen Lysis Tube

1. TpoetoiydoTe Ta TTapAckeudopaTa cUPQwva PE TIG 0dnyieg eTTeéepyaaiag
TTAPACKEVOOPATWY TNG €VOTNTAG «2UAAOYN Kal aTTOBNKEUO TTAPAOKEUACLATWV».

Znueiwon: 2tnv mepiTrwon delyudrwy mmou peragépovrai oe Hologic Specimen Lysis Tube,
yia va armmouyete opdAuara emeéepyaciac, BeBaiwbeite 6T mPooTiBsTal 010 CWANVApIo
EMAPKNS TTOOOTNTA TTAPACKEUAOUATOC.

Znueiwon: Orav mpodaTiBeral eTapkNS ToooTNTA GUAAEXBEVTOC TTAPAOKEUACLATOS OTO

Hologic Specimen Lysis Tube (PRD-06554), utrdpxel emapkns OyKog yia Tnv ektéAson 2
EKXUAITEWV vOUKAEIKOU 0&€o¢.

Znueiwon: Orav xpnoiuorrolgite 10 Aoyiouiké Aptima SARS-CoV-2 Assay Software ue un
KaAuuuéva owAnvapia, agaipéoTe TO TTWHUA aTTO ToV BETIKO KAl TOV apvnTIKO udptupd TTpiv
arré ™ eépTwaon oro Panther System.

F. Tpoctoiyacia cuoTAPATOG

1. PuBuioTe TO oUuoTnua oUPPWVa PE TIG 0dnyieg Tou Eyyxeipidiou Asitoupyiac rou
ouaoTriuarog Panther/Panther Fusion kal TNG evOTNTAG SnUEIOEIS OXETIKA ue Tn diadikaaia.
BeBaiwBeite 611 XpnoipotroioUvTal S€lyaToPopeic avTidpaoTnpiwy kal TTpocapuoyeic TCR
KatdAAnAou peyéBoug.

2. Qoptwate Ta deiyuaTa.

ZNMEIWOEIG OXETIKA JE TN dladikaoia
A. MdpTupeg
1. Tia va xpnoiyotroinoete cwoTd To AoyIouIKO Aptima Assay Software yia To Panther System,
atraireital éva {euyog papTupwy. O BeTIKOS Kal 0 apvnTikdS papTupag SARS-CoV-2 Aptima
MTTOPOUV va popTwBoUv o€ oTToladATTOTE BN TOU OEIYUATOPOPED I O€ OTTOINdNTIOTE OEIPd

Tou Xwpou delyudtwy Tou Panther System. H diavour pe TITTETA TWV TTAPOCKEUAOHATWY
Twv aoBevwv Ba apyxioel 6tav Ba TTAnpouTal yia atrd TIg akOAouBeg dUO CUVBNKEG:

a. To ovuoTtnua emmegepyddetal éva (eUyog HApPTUPWY T CUYKEKPIYEVN OTIVHA.
b. Ymdpyxouv KaTaxwpIiouéva 0TO CUCTANA £YKUPA ATTOTEAECUATA VIO TOUG PMAPTUPEG.

2. Meta 1n diavoun pe MITTETG O0Ta OwANvApIa JOapTUPWYV Kal TV €TTEEEPYOCIa TOUG yia Eva
OUYKEKPIPEVO KIT avTIOPACTNPIWY, TA TTAPACKEUACGHOTA TwWV acBevwyv PTTopolv va
uttoBANBoUV o€ avAaAuon PE TO OXETICOUEVO KIT VIO £WG KAl 24 WPEG, EKTOG €AV:

a. Ta amoteAéopata Twv PapTUPWV gival un €yKupa.

b. To oxenfdpevo KIT avTidpacTnpiwyv TTPOCdIOPICUWY a@alpedei attd To oUCTNUA.
c. To oxemlduevo KIT avTidpacTnpiwy TTPocadIopIoUoU £XEl UTTEPPEI Ta dpla oTaBEPOTNTAG.

3. Kd&Be cwAnvépio pdptupa Aptima ptropei va e€etaoTei pia @opd. Edv TTpootrabrjoeTte va
OIQVEIYETE PE TTITTETA TTEPICCOTEPO ATTO Wia Qopd aTTd TO CWANVAPIO, UTTOPEI va
TTPOKANBoUV G@aAuaTta emegepyaaoiag.
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4. H diavoun He TTITTETA TWV TTOPACKEUAOUATWY TwV acBevwv Eekiva 6tav TTAnpouTal pia
ato TIC akOAouBeg dUO OUVBNKEG:
a. YTdpxouv KataxwpIiopéva oTo oUOTNUA £YKUPQ ATTOTEAECHUATA YIO TOUG HAPTUPEG.

b. To ouoTnua emegepydletal éva {eUyog HAPTUPWY TN CUYKEKPIYEVN OTIYUA.

B. Ogepuokpacia
Q¢ Bepuokpacia dwpartiou opiletal n Beppokpacia atrd 15 °C €wg 30 °C.

C. lMoudpa atd yavtia

O1rwg oupPaivel g€ o1ToI100MATTIOTE OUCTNHA AvTIOPACTNPIWY, N UTTEPROAIKA TTOoATNTA TTOUdPAG
TTOU UTTAPXEI O€ OpIoPéEVa YAVTIO PTTOPET va PoAUvVEl T avolxTd owAnvdpia. ZuvioTdral va
XPNOIUOTTOIEITE YAVTIO XWwpig TToudpa.

D. MpwtdkoAAo TTapakoAouBnong epyacTtnplakns poAuvong yia 1o Panther System

YT1rdpyouv TTOAAOI €IBIKOI EpYACTNPIAKOI TTAPAYOVTEG TTOU PTTOPOUV va CUHPPBGAOUV 0Tn
MOAuvon, cuptrepIAapBavopévou Tou OYKOU €EETAONG, TG PONG EPYACIWY, TOU ETTITTOAACUOU
NG vOoOoU Kal dIa@OpwVv AAAWY £pyacTnpIoKWY dpacTnpIoTATWY. AUToi ol TTapayovTeg Ba
TPETTEl va AdpBdavovTal utréywn Katd Tov TTpoodioploud TG ouxvoTNTaG TTapakoAolBnong Tng
pMOAuvong. Ta dlaoTrpaTa TTapakoAolBnong Tng YoAuvong Ba trpétrel va kabBopidovTal pe
Baon TIg TTPAKTIKESG Kal TIG BIadIKaoieg KABe epyaoTnpiou.

MNa v TmapakoAouBbnon Tng pyacTnPIakis HoAuvong, PTTopEi va diegaxBei N TTapakdaTw

dladikaoia ye Tn Xprion Tou Aptima Unisex Swab Specimen Collection Kit for Endocervical

and Male Urethral Swab Specimens:

1. TommoBeTrioTe OTA CWANVAPIO PETAPOPAG ETTIXPIOUATOS ETIKETEG UE APIBPOUG TTOU
avTIoTOIXOUV OTIG TTEPIOXEG TTOU Ba e&eTaaTOUV.

2. AgaipéoTe TOV OTEINEO OUANOYNG TTAPAOKEUAOUATOG (OTEINEOG YE PTTAE OTEAEXOG Kal

TIPACIVN €KTUTTWON) aTTd T cuoKeuaaia Tou, BuBioTe Tov OTEIANED OTO PHECO PETAPOPAS

TTaPaoKeUAouaTog (STM) kal TpiwTe TNV KABOPIoUEVN TTEPIOXH EKTEAWVTAG KUKAIKA Kivnon.

TotroBeTOTE APECWG TOV OTEIAEG GTO CWANVAPIO PETAPOPAG.

4. 21doTe TTPOOEKTIKA TO OTEAEXOG TOU OTEIAEOU OTO UWOG TNG EYKOTTNG KAl TTPOCEETE va [N
XUBEi TO TTEPIEXOMEVO.

5. EmavatotmmoBetioTe KOAd TO TTWHA OTO CWANVAPIO PETAPOPAS ETTIXPICHATOG.

6. EmavaAdpete ta BAuata 2 £wg 5 yia kKGBe TTEPIoX a1Td TNV oTToia BEAETE va AGReTe
ETTiIXpIOMA.

w

E. Av 1ta amoteAéoparta gival BeTIKA, avaTpéCTe oTnV evotnTa Epunveia twv amoreAsoudrwy. TNa
CUMPTTANPWUATIKEG TTANPOPOPIEG OXETIKA PE TNV TTapakoAouBnon Tng poAuvong oto Panther
System, emkoivwvAoTe Ye TNV TexvikA uttooThpIEn TNG Hologic.

MoloTIkOG EAeyX0OG
To atrotéAeopa piag e€€Taong 1 evOg TTAPOACKEUACHATOS WTTOPEl va akupwBei ammd 1o Panther

System, av avakUywouv TTpoBARpaTa Katd TNV €KTEAEGN TOU TTPOCdIopIcHoU. Ta TTapackeUaoua
TTOU KATEANEQV O€ PN EyKupa OTTOTEAECUOTA TTPETTEI VO EEETAOTOUV €K VEOU.
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ApvnTiKoi KAl BETIKOi HAPTUPEG

MNa TNV TTapaywyn £YKUpwyY aTTOTEAEOHUATWY, TTPETTEI VO £EETOOTE £€va GET HAPTUPWV
Tpocdlopiouou. ‘Eva avtiypago Tou apvnTikoU JapTupa TTPoadiopiouou Kal Tou BeTIKoU papTupa
TTPOCOIOPIoHOU TTPETTEI VA EAEYXETAI KABE @opd TTou QopTwvEeTal 0TO Panther System éva véo Kit
N 6Tav AQ&El TO TPEXOV OET £YKUPWY HAPTUPWV.

To Panther System €£xel diapoppwBei £Tal WOTE va aTTaITeiTal £EETACN PHAPTUPWY TTPOCSIOPITHOU
avd diaoTANaTa £€wg 24 wpwv TTou KabopilovTal atrd Tov dlaxelpioTrh. To Aoyiouiké Tou Panther
System TTpocIdOTTOIEI TOV XEIPIOTA GTAV ATTAITOUVTAI HAPTUPEG TTPOCBIOPICHUOU KAl BEV EEKIVA VEEG
e€eTAoeIC £wg 6TOU POPTWOOUV o1 HAPTUPEG TTPOCDIOPICHOU KAl EEKIVIOEI N €TTECEPYQTIO TOUG.

Katd tn didpkela TnG €me€epyaciag, Ta KPITAPIA YIa TNV atTodoXN Twv JapTUpwV TTPOCdIoPIGHOoU
emaAnBevovtal autéuarta amd 1o Panther System. MNa Tnv €mKUpwon Twv £YKUpWY
QATTOTEAECUATWY, O JAPTUPESG TTPOCDIOPICHUOU TTPETTEI VO OAOKANPWOOUV WE ETTITUXIA HIO OEIp&
eAéyxwyv eykupdTNTOG TTOU dievepyouvTal atrd 1o Panther System.

Av 01 HapTUPEG TTPOCSIOPIOUOU OAOKANPWOOUV PE ETTITUXIO OAOUG TOUG EAEYXOUG yKUPATNTAG,
BewpouvTal £YKUPOI yIa TO XPOVIKO didoTnua TTou €xel kaBoplioTei armrd Tov diaxelpioth. MeTd tnv
TTapéAEUon Tou Xpovikou diacTAuaTog, To Panther System opilel 611 o1 ydpTupeg TTPOCSIOPICUOU
é€xouv Afgel kal ¢nTd TNV €&éTaon vEoU OET PHOPTUPWY TTPOCSIOPICHOU TTIPIV VA EEKIVAOEI TNV
€CETOON OTTOIWVOATIOTE VEWV BEIYHATWV.

Av o1To1000ATTOTE aTTd TOUG PHAPTUPES TTPOCOIOPICHOU ATTOTUXEI OTOUG EAEYXOUG EYKUPOTNTAG, TO
Panther System akupwvel autdépaTa Ta OXETIKA OciyuaTa Kal aTtaiTei Tnv €£ETa0N VEOU OET
MapTUpwV TTPOCOIOPICHUOU TTPIV VA EEKIVIOEl TNV £EETAOT VEWVY OEIYUATWV.

EowTepik6g papTupag

EocwTepIkOG papTupag TTpooTiBeTal oe kKABe deiypa péow Tou wTCR. Kard 1n didpkeia NG
ETTEEEPYATiAg, Ta KPITHPIA ATTOBOXNG TOU EO0WTEPIKOU UApTUPA £TTAANBEUOVTAl QUTOPATA ATTO TO
AoyiouIkG Tou Panther System. Aev atmraiteital avixveuon Tou €0wTEPIKOU PAPTUPA yia deiypaTa
Ta oTroia gival BeTIKA yia Tov SARS-CoV-2. O e0wTEPIKOG PAPTUPAG TTPETTEI VA AVIXVEUTEI 0€ OAa
Ta deiypata TTou gival apvnTiKA yia otoxoug SARS-CoV-2. Ta dciypata mou dev TTANpoUV Ta eV
Adyw kpitpia dnAwvovtal wg Pn éykupa. Kabe deiypa Pe Pn £€YKUPO OTTOTEAEGHUO TTPETTEI va
emmaveEeTAgeTaAl.

To Panther System cival oxediaouévo va eraAnBelel pe akpifeia Tnv emeepyaaoia, étav ol
o1adikaoieg ekTeAoUvVTalI CUPPWVA WE TIG 0OONYIEG TTOU TTAPEXOVTAI OTO TTAPOV EVOBETO CUOKEUATIAG
kal aTo Eyxeipidio Asitoupyiag Tou cguarniuaros Panther/Panther Fusion.

Epunveia Twv atroTeAECHATWYV

To Panther System tpoaodiopiel autopaTa Ta ATTOTEAECHATA £E£TAONG OEIYUATWY KAl JAPTUPWV.
‘Eva amrotéAeopa eE€Taong UTTopEi va eival apvnTikd, BeTIKO A U €yKUpo.
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ZT1ov Tivaka 1 TrapouaidlovTal Ta MOava atroteAéouaTta Tou dnAwvovTal € JIa £€yKupn €¢ETaon,
Madi JE TIC EPUNVEIEC TWV ATTOTEAECUATWY.

lMivakag 1: Epunveia amoreAsoudrwyv

ATrotéAeopa
SARS-CoV-2 ATrotéAeopa IC Epunveia
ApvnTiKd ‘EYKupo Aev aviyveuTnke SARS-CoV-2.
OE€TIKO ‘EYyKupo Avixveutnke SARS-CoV-2.
Mn éYKUp(?. I'IapoumdoTn,Ks OQAANa
Mn éyKupo Mn éyKupo KaTd TNV TTapaywyr Tou

arroreAéopatog. ATtaiTeital
gmavegéTaon Tou deiypaTog.

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

Epunveia atroTeAECUATWY YIA MEIYHATA BEIYHATWY

ApvnTiké: Ta apvnTiKG atmmoTeAéopaTa EETATEWY UEIYHATWY OelyUATWY Ogv Ba TTPETTEl va
avTigeTWTTICOVTal WG OPIOTIKA. Av Ol KAIVIKEC €VOEIEEIC KAl TO KAIVIKA GUUTITWHATA TOu aoBevr] Ogv
ouvAdouv e apvnTiKG aTTOTEAEOUO Kal T ATTOTEAEOPATA €ival atTapaitnTa yia Tn diaxeipion Tou
aoBevr, Ba TTPETTel va eEeTACETAI TO evOEXONEVO UTTOROANG TOU aoBevr O¢ aToMIKA €&étaon. H
XPAoN peiypaTog deiyudtwy Ba TTpETTEl va evOeikvuTal yia TTAOPACKEUAOUATA YIa Ta OTroia
OnAwvovTal apvnTIK& atToTEAECUATA.

O€TIkO: Ta TTOPACKEUAOHUATA YE BETIKO OTTOTEAETUA PEIYMATOG OEIlyUATWY TTPETTEl va eEeTAdovTal
HEPOVWEVA TTPIV ATTO TNV ava@opd atToTEAEOPATOG. Ta TTAPOACKEUACHOTA YE XAMNAO 11IKO popTio
EVOEXETAI VO YNV AVIXVEUTOUV O€ HeEiyPaTa delYNATWY Adyw TNG PEIWPEVNG suaioBnoiag Twv
eCETACEWV HEIYHATWV.

Mn éykupo: Ta TTapackeudouata e PN €YKUPO OTTOTEAECUA TTPETTEI VO €CETACOVTAI HEUOVWHEVA
TIPIV OTTO TNV ava@opd atmoTeAéouaTog. QOTOC0, O€ TTEPITITWOEIC WU £YKUPNG €EETACNG, N
ETTAVAANYN TNG €EETAONG PE MEIYUATA TTAPOACKEUOOUATWY PTTOPEI Va gival OKOTTIUN avaloya pe
TNV EPYAOCTNPIOKA POA £PYOCIWY KAl TOV ATTAITOUUEVO XPOVO ava@OPAs TWV ATTOTEAECUATWV.

Mepropiopoi

A. O TTapwyv TTPOCBIOPICHOG XPNOILOTTOIEITAI ATTOKAEIOTIKA OTTO TTPOCWTTIKO EKTTAIBEUNEVO OTN
Oladikaoia. H un epapuoyni autwy Twv odnylwy UTTopei va odnyhoel e ea@aAuéva
atroTeAETUOTAL.

B. H aglomoTia Twv atroTeAeoudTwy €€aptdTal atrd TNV KATAAANAN cuAhoyr|, petagpopd,
atroBrKeuoN Kal TTECEPYATIa TWV TTAPACKEUATHUATWV.

C. Amo@uyete Tn péAuvon €@apuolovTasg opbEg epyacTnPIOKES TTPAKTIKES Kal TIG dladIKAoieg TTOU
TTPoodlopifovTal OTO TTAPOV £VOETO CUOKEUOTIOG.

D. ‘Eva BeTikd atmotéAeopa UTTOSEIKVUEI aviXVEUOT VOUKAEIKOU 0&E£0G Tou OXETIKOU 10U. To
VOUKAEIKO 0&U PTTOpEl va guvexioel va UTTApXEl aKOPa Kal a@dtou o 166 TTaloel va gival
Biwaipog.
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E. H xpron tou Aptima SARS-CoV-2 Assay o€ £vav YeVIKO, QCUUTITWHATIKO TTANBUCHS eAEyxou
TTPooPieTal va aTTOTEAEDEI HEPOG EVOG OXEDIOU yIa TOV EAEyXO TWV AOIHWEEWY, TO OTTOIO
MTTOpEl va TTepIAaPBAaveEl TTPOOBETA TTPOANTITIKG HETPA, OTTWG éva TTPOKABOPIGUEVO OXEDIO
O1adoxIKWYV eEETACEWV 1] TNV KaTEUBUVOUEVN €6€TAON aTOPWY uynAou kivduvou. Ta apvnTikd
atroTeAéopaTa Ba TTPETTEI va BEwWPOUVTAl «KATA TEKUIAPIO» KAl VO PNV OTTOKAgiouv Tpéxouaa A
MEAOVTIKN AoipwEn péow peTddoong atmmod Tnv KovoTnTa f GAANG ékBeong. Ta apvnTiké
atroTeAéopaTa TTPETTEl va EeTACOVTAl OTO TTAQICIO TNG TTPOCYPATNG £€KBEONG £vOS aTOHUOU, TOU
IOTOPIKOU TOU Kal TNG TTAPOUCiag KAIVIKWVY eVOEILEWY KAl CUUTITWHATWY TTOU OUVAdOUV HE TNV
COVID-19.

F. Ta acupTrtwuatikd atopa 1ou £xouv TTpooBAnBei atmd tnv COVID-19 utropei va unv
OTTOPPITITOUV ETTAPKI TTOGOTNTA 10U N OTToia va Q@TAVEI OTO OPIO AViXVEUONG TNG £££TAONG Kal,
ETTOUEVWG, VA UTTAPXEl WPEUBWGS ApVNTIKO ATTOTEAECHA.

G. Av dev UTTAPXOUV CUUTITWHATA, €ival OUOKOAO va TTPOoadIopIoTEl AV TA ACUUTITWHATIKA dToua
£xouv UTTOBANBEi o€ €géTaon TTOAU OWiua i TTOAU TTpwiha. ETTopévwg, Ta apvnTIKA
QATTOTEAECUATA OE ACUUTITWHPATIKG AToda UTTopEi va TrepIAauBdvouy dToua Ta OTToia
eCeTAOTNKAY TTOAU TTPWIMA Kal €yivav BeTIKA apyoTepd, AToua TTou €EETAOTNKAV TTOAU SWIla
Kal JTTOpEi va €xouv opoAoyikn €voeign Aoipweng f atoua tmou dev TTPooBARONKav TToTE aTTd
TOV 10.

H. Ta mapakdTtw €idn VTM/UTM €xouv eykpiBei.

. 2kevaopata Remel MicroTest M4, M4RT, M5 4 M6
*  Copan Universal Transport Medium (Méoo peTag@opdg 1tV YeVIKAG Xpriong Copan)
*  BD Universal Viral Transport Medium (Méoo peta@opdg 1wv yevikig xprong BD)

Znueiwon: Mn xpnoiuoTToIEiTe uéoa TTOU EVOEXETAI VA TTEPIEXOUV BEIOKUAVIKO
youavidivio N orroiadnTrote UAIKG TTou TTEPIEXOUV youavidivn.
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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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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 oAiyouepry 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
aAAnAouyies. 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%)
ZuvoAIKn cupwvia: (95% Cl): 99,0% (94,8% — 99,8%)

KAIvikf) arédoon pe TEXVNTA oIpd SEIyHATWY

AloAoynonke n KAIvikip ammodoon Tou Aptima SARS-CoV-2 Assay ue Tn Xprion NS Pong
EPYACIWV TTPOETOINACIAC TTaPAOKEUaOUATWY o€ Aptima Specimen Transfer Tube o€ oUykpion He
MIa ogIpd SEIYUATWY TEXVNTWY TTAPOOKEUOOPATWY. 2T0 TTAQICI0 TNG PEAETNG, €GETAOTNKE OEIP&
OelyHATWYV atroTeAoupevn atrd 115 UTTOAEIPUATA KAIVIKWY PIVOQAPUYYIKWY TTOPACKEUAOUATWY JE
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 Kal ouuTITwuaTa Aoidwéng Tou avaTtrveuoTikou. H oeipd
OclyNaTWV amoteAouvTtav ammd 65 Trapackeudopata BeTikd otov SARS-CoV-2 kai 50
TTapaockeudopara apvnTikd otov SARS-CoV-2. Ao Ta 65 BeTikA TTapackeudouara, ta 40 Atav
oe ouykevipwoelg 0,5-2x LoD kai Ta 25 Atav o¢ 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 TToo000TIdIO cup@wvia (PPA) kal n apvnTikr] TTooooTiaia cupgwvia (NPA)
Kal yia TIG U0 pOoEC EPYACIWY TTPOETOINACIOG TTOPACKEUACUATWY O OXEON HE TO AVAUEVOUEVO
aTTOTEAECHA TNG OEIPAG BEIYHATWY TEXVNTWY TTOPAOKEUAOUATWY, OTTWG TTAPOUCIAETAlI OTOV
Mivaka 6 yia 1o Aptima Specimen Transfer Tube kai otov lNMivaka 7 yia To Specimen Lysis Tube.
Ta XapakTnEIoTIKA 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 deyUdTwyY TToU
aglohoyrOnkav.
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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
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KAIvikf) arédoon pe QUOIKA TTPpooBANOEVTA BETIKA TTOPACKEUATHATA

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay e T Xprion TG Porg Epyaciwy
TTPOETOINACIOG TTAPACKEUAOUATWY o€ Aptima Specimen Transfer Tube afloAoyribnke o€
ouyKpIon WE Tn por epyaciwy o€ Specimen Lysis Tube 1Tou eAéyxBnke 1600 pe 1o Aptima SARS-
CoV-2 Assay 600 kai pge 1o Panther Fusion SARS-CoV-2 Assay. 210 TTAQiCI0 TNG PEAETNG,
TTPOETOINACTNKAV TPEIS APAIWOEIG 15 PovadikKwy TTOPACKEUAOUATWY BeTIKWY oTov SARS-CoV-2
PIVOPOAPUYYIKOU ETTIXPIOUATOG KAl UTTOBANBNKaV o€ eTTegepyaaia Kal Ye TIG U0 POEG EPYATIWV.
Ta deiypata SARS-CoV-2 1TpocdiopioTnkav TTPONYOUUEVWG WG BETIKA PE Tn Xprion HMopiakou
TTPOOdIoPIoUOU AAANG eTalpEiag eKTOG TG Hologic.

H BTk TToooOoTIqia cupgwvia petagl Tou Aptima SARS-CoV-2 Assay e Tn Xprion Thg pong
epyaoiwv Tou Aptima Specimen Transfer Tube kail Tng ponig epyaciwy Tou Specimen Lysis Tube
Atav 97,5% (87,1% — 99,6%) kai 100% (91,0% — 100%), avTioToixa, o€ ouykpion pe 1o Panther
Fusion SARS-CoV-2 Assay e Tn xprion Tng Pong £pyaciwyv Tou Specimen Lysis Tube wg
avagopds. H BeTIKA TTooooTIqia ouPd@wyvia TNG pong epyaciwy Tou Aptima Specimen Transfer
Tube Arav 95,0% (83,5% — 98,6%) oc ocuykpion Pe T pon epyaciwy Tou Specimen Lysis Tube
w¢ avagopdg.

KAIvik atrédoon [e TTapacKeUdoHaTa CIEAOU

H kAivikiy atrédoon Tou Aptima SARS-CoV-2 Assay e TTapackeudopata o1€Aou aglohoyrenke o€
oUYKPION HE TO TTOPACKEUAOUATA PIVOPAPUYYIKOU eTTIXpiopatog o 303 UTTOKEINEVA TTOU
eéetdotnkav Tautoxpova. Ta 303 utrokeipeva repIAdupBavav 160 (52,8%) 1Tou epgaviCav ATTIO
ouptITwpara kal 143 (47,2%) 1Tou dev eu@AvVICOV CUPTITWHATA KOTA TOV XPOVO TG £&€Taong.

H ¢TIk TTooooTIgia cup@wyvia (PPA) kal n apvnTiki TTooooTiaia cuggwyvia (NPA) yia Ta
TTOPACKeEUAOUATA OIEAOU UTTOAOYIOTNKE O€ OXEON ME TA TTAPACKEUAOUATA PIVOPOPUYYIKOU
ETMXPIOPOTOG WG ATTOTEAEOHA ava@opdg, 6TTwg TTapouciddeTtal otov livaka 9. To Aptima
SARS-CoV-2 Assay cixe BeTikKA cupgwvia kal apvnTik cuppwvia 87,0% kai 99,2% Petagu Twv
TUTTWV TTOPOCKEUATUATWY, QVTIOTOIXA.

Mivakag 9: KAvikn ouuewvia tou Aptima SARS-CoV-2 uetaél mapaokeuaouaTrwy giéAou Kai
PIVOQAPUYYIKOU ETTIXPIOLATOC

Pivo@apuyyiké emixpiopa

OeTIKA ApvnTika
. OcTIKA 47 2
ZdAio
ApvnTikd 7 245

Znueiwon: 2 TTOPOOKEUAOUOTO TTAPRYayav Un €yKUpa OTTOTEAECUOTA.

OeTikr) TTooooTiaia cup@wvia: (95% Cl): 87,0% (83,0% — 96,0%)
ApvnTik TTooooTiaia cupgwvia: (95% Cl): 99,2% (97,1% — 99,9%)

KAIvIKR ) a1mré300n 0€ AOUUTITWHATIKA ATOMO

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay o€ AToua Xwpig evOEieIC KAl UUTITWHOTA
Aoipwéng Tou AvVaTTVEUOTIKOU (AOUUTITWHATIKA ATopa) agloAoynBnke o€ ouyKpion PE TOV POPIoKS
mpocdlopioud EUA. AflodoynBnkav TTapaoKeudopaTa pIvOQAPUYYIKWY ETTIXPIOUATWY T OTToid
OUAAEXBNKav wg uttown@ia atmd aoBeveic oTig HIMA, cuutrepiAauavouévwy 45
TTAPAOKEUAOUATWY BeTIKWV oTov SARS-CoV-2 kal 315 TTapaoKEUAOUATWY apvNTIKWY OTOV
SARS-CoV-2 e Tn Xprion Tou ouykpITiIkou TTpoadiopiouolu EUA (adeia xpAong £KTaKTNG
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avaykng). H PPA kai n NPA aiohoyABnkav o€ ox£on PE Ta ATTOTEAECUOTA TOU GUYKPITIKOU
mpoodiopiopol EUA. H PPA kai n NPA ftav 100% ka1 96,5%, avtioTtoixa, yia 1o Aptima
SARS-CoV-2 Assay o€ QOUUTITWHATIKA GToMa, OTTwG TTapouaidletal otov Mivaka 10.

Mivakag 10: KAIvikn) ouu@wvia o€ TapacKeudouara pivopapuyyikoU EMIXPICUATOS amd ACUUTTTWUATIKA

droua
EUA Assay
O¢eTIKG ApvnTikd
Aptima SARS-CoV-2 OeTiKa 45 11
Assay ApvnTIKd 0 304

ek TToocooTiaia cupewvia (PPA): 100% (92,1% — 100%)
ApvnTikry TTocooTigia cupdewvia (NPA): 96,5% (93,9% — 98,0%)

‘E€I (6) a11é Ta 11 TTAPACKEUATUATA PIVOPAPUYYIKOU ETTIXPICUOTOG HE WEUDWG OETIKG
armroteAéopaTa emMBERAILONKAV WG BETIKA PETE aTTd £TTAVEEETOON WE TOV OUYKPITIKG
Tpocdiopiopd EUA. O Tiyég Ct yia autd Tta 6 deiypara Kupaivovtav petagy 35,5 kar 38,9,
UTTOOEIKVUOVTAG XAKNAS 11IKS @opTio.

KAIVIKR ] a1r65001 HEIYHATWY £WG 5 TTOPOCKEUAOHATWY TIPIV a1Té ThV £€étaon

H kAivikr) atrédoon Tou Aptima SARS-CoV-2 Assay aglohoynbnke oe peiygata ammoteAoUpeva
ammd éwg 5 TTapaokKeudouaTa. 1o TAQICIO TG PEAETNG, agloAoyrBnkav peiypata peyéBoug

5 TTapaoKEVOOPATWY, Ta oTroia TTEpIAdUBavav BeTIKA Kal apvnTIKA UEYHOTA TTAPACKEUATUATWY.
KdaBe BeTIKO pEiyHO TTAPACKEUAOUATWY atroTeEAOUVTAV atrd £va BeTIKO TTAPACKEUAOHA Kal Ta
UTTOAOITTA TTAPACKEUACHATA ATAV aPVNTIKA, VW TO APVATIKA PEIYHOATA TTOPACKEUAOUATWY
atrotreAouvTtav Povo atrd apvnTiKG TTapackeudouarta. 210 TTAaiglo NG PeEAETNG agioAoynBnkav
50 BeTikd Kal 20 apvnTIK& UeiyuaTa TTAPOOKEUAOHATWY. Ta BETIKA TTAPACKEUATUOTA TTOU
Xpnoigotroiénkav otn YHEAETN KAAUTITAV TO aviXVeUOIUO eUPOG TOU TTPOCOIOPICUOU Kal
mepIAdpBavav 20% aoBevwg BeTikd TTapackeudopata. Ta TTAPACKEUAOHOTA TTOU
OUMTTEPIANPOBNKaV OTn WEAETN KAIVIKNAG a1Tddoong MelyudTwy emAéxOnkav pe Bdon Ta
ammotreAéopata Ct ou eAfjednoav pe 1o Panther Fusion SARS-CoV-2 Assay. To Panther Fusion
SARS-CoV-2 Assay xpnoldotrointnke yia autév Tov okoTrd, kabwg 1o Panther Fusion
SARS-CoV-2 Assay kai To Aptima SARS-CoV-2 Assay éxouv 10 idlo LoD otav agiohoyouvTal e
TN oeipd deiypaTtwy avapopds Tng FDA (Ytnpeoia EAéyxou Tpogiuwv kai Papudkwy Twv HIMA)
(6nA. 600 NDU/mL). Ta aoBevwg BeTIKA TTOPACKEUAOHUATA TTOU CUUTTEPIAAPONKAV OTN PEAETN
opioTnkav w¢ TTapackeudouata Pe Tipn Ct evrog 1-2 Ct tou LoD tou Panther Fusion
SARS-CoV-2 Assay. Téoo Ta peiypaTa TTAPAOKEUAOUATWY 00O Kal TA PEPNOVWHEVA
TTapackeudoparta aflohoynbnkav pe tn xpron Tou Aptima SARS-CoV-2 Assay.

H BeTikA TTooooTiaia cupgwvia (PPA) kal n apvnTik TTooooTiaia cupgwvia (NPA)
uTToAOYioTnNKav o€ ox€0n ME TO AVAPEVOUEVO (MEPOVWUEVO) OTTOTEAETHA, OTTWG TTAPOUCIALETal
otov [livakag 11. OAa 1a afloAoynBévra BeTIKA TTAPAOKEUACUATA aTTEdWaayY BETIKO ATTOTEAECUA
oTO peiypa. Aedouévou o1 ol TINEG KRLU yia 10 Aptima Assay dev avTioToIXoUv 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 HEPOVWHEVA

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 BETIKG TTAPACKEUAOHA Kal Ta UTTOAOITTA TTAPACKEUAOHUATA ATAV ApVNTIKA,
EVW TA QPVNTIKA JEIYPATA TTAPOACKEUATHATWY aTTOTEAOUVTAV POVO atTd apvnTIKA
Tapaokeudopara. Ooov agopd Ta PeiyuaTa TPIWV TTapackeuaoudatwy, afloAoynonkav 32 BeTIKG
Kal 32 apvnTIKA peiypaTta TTapackeuaoudtwy. Ooov agopd Ta PEiYUATA TEOOAPWY
TTOPAOKEUAOUATWY, agloAoynBnkav 36 BeTikd kal 31 apvnTIKA PEIYHATA TTAPACKEUATHATWY.
Ooov agopd Ta peiypaTa TTEVTE TTAPOOKEUAOPATWY, aglohoyBnkav 36 BeTikd kai 30 apvnTiKd
MEiyHaTO TTOPAOKEUAOUATWY. Ta BETIKA TTAOPACKEUAOUATA TTOU XPNOIUOTTOINONKAV OTn PEAETN
KAAUTITAV TO aviXxveUOIUO €UPOG TOU TTPOCBIOPIOHOU Kal KABE uEyeBog peiyuatog TTepIAdupave
25% 0a00evwg BeTIKG TTapaoKeUdouaTa. Ta TTAPAOKEUACHOTA TTOU CUPTTEPINAPONKAV OTN PEAETN
KAIVIKAG atrodoong €TmAéxOnkav pe Bdon ta amoteAéopata Ct Tou eAnednoav pe 1o Panther
Fusion SARS-CoV-2 Assay. To Panther Fusion SARS-CoV-2 Assay xpnoigoTroifénke yia autov
Tov oKoTTé KaBwg 10 Panther Fusion SARS-CoV-2 Assay kal 1o Aptima SARS-CoV-2 Assay
éxouv 10 id10 LoD o6tav agiohoyolvTal ye Tn ocipd deiypdtwy avagopds 1ng FDA (YTnpeaia
EAéyxou Tpogipwv kai Papudkwy Twv HIA) (dnA. 600 NDU/mL). Ta aocBevwg BeTikd
TTAPOOKEUAOUATO TTOU CUMPTTEPIANQBNKAY TN PEAETN opioTNKaV w¢ TTapackeudopaTa pe iy Ct
eviég 1-2 Ct Tou LoD Tou Panther Fusion SARS-CoV-2 Assay. Téco 1a peiypata
TTOPOAOKEUVAOUATWY G600 KAl Ta PJEPNOVWHEVA TTAOPACKEUAOUATA agloAoyrBnkav Ye Tn XprRon Tou
Aptima SARS-CoV-2 Assay.

H BeTiki TTocooTidia cupgwyvia (PPA) kal n apvnTikr) TTooooTiaia cup@wvia (NPA) uttoAoyioTnkav
0g OXE0ON ME TO QVAPEVOUEVO (MEPOVWUEVO) ATTOTEAECHA Yia KABe aglohoynBév péyeBog peiyuaTog,
OTTW¢ 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 HEiYHaTOG TTapackeuaouaTwy. Ooov apopd Ta
MEIyUOTA TEOOAPWY TTAPACKEUACHATWY, OAa Ta BETIKA TTAPACKEUACHUATA TTOU afloAoyrnenkav
TTapryayav BeTIkG armmoTéAeopa otav eEeTdoTnkav evidg peiyparog. Ooov agopd Ta Peiypata TTévTe
TTAPOOCKEUAOUATWY, TTEVTE ATTO 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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