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Xpert® Xpress CoV-2/FIu/RSV plus

1 Katoxupwpévn ovopacia

Xpert® Xpress CoV-2/Flu/RSV plus

2 Koivil i ouvROng ovopaoia

Xpert Xpress CoV-2/FIu/RSV plus

3 MpoBAerduevn Xpion

H e&éraon Xpert Xpress CoV-2/FIu/RSV plus, nov mpaypoatomoeitatl o cvotipota ovorvtdv GeneXpert pe 006vn

apng mov ektelel 1o Aettovpykd cvotnue Cepheid (Awapdppmon 006vng aeng 6To TAAIGIO TG OIKOYEVELNG GUGTNUATOV
avaivtdv GeneXpert), eivon pa toivmiektikn e&étaon RT-PCR npaypotikov ypdvov mov mpoopiletat yio Ty Tontdypovn,
in vitro molotikn oviyvevor Kot dtapoponoinon tov RNA and SARS-CoV-2, ypian tomov A, ypiarn tomov B 1/t
OVOTTVELGTIKO GLYKVTIOKS 10 (RSV) 6¢€ delypata pvopapuyyikdv eTypiopdtoy 1| TpdcHimv pviK®V ETLYPICHATOV TOV
GLAAEYOVTOL OO GTOLO LE ONELD 17/KOL GUUTTMOUATO 10YEVODG AOTHMENG TOV AVOTVEVGTIKOD.

To RNA tov SARS-CoV-2, g ypinng tomov A, g ypinng tonov B kor tov RSV mov tovtonoteiton pe ovtv v e&étaon
glvat YeViKG aviyveDoLLo o€ SElYILATA TOV AVMTEPOL OVOTVELGTIKOV KaTA TN dtdpketa g o&elag pdong g Aoipwéng. Ta
Oetucd amoteAéopata eival EVOEIKTIKA TNG TOPOVGING LOAVGHEVOD 100, aAAd dev amokAgiovv T Paktnplokn Aoipwén 1
GLAAOTHOEN ard dAAa Taboyova Tov dev aviyvebovtol amd v eE€toon.

H v suoyétion pe to 16topikd Tov 060evois Kot GALEG d10yVOGTIKEG TAPOPOPIEg Eival amapaitnTn Yo TOV
TPoGdlopiopd g katdotaons Aoipnméng tov acbevoig. O mapdyovtag mov aviyvedetor pmopet vo unv gtvar 1 oproTikny artio
g vOGOo.

To apvnTikd anoteréopata dev amoxieiov Aoipwén and SARS-CoV-2, tov 16 g ypinng tmov A, Tov 16 TG Ypinng TOmov
B /xo1 tov RSV kot dev Oa mpémet vo, ypnotponolotviol og anokAelotiky fdon yo t Oepameio 1 yio GAAeS amo@acelsg
Swxeiptong tov acbevovg. Ta apvnTiKd amoteAéopata TPETEL VO GLVOLALOVTOL [E TIG KAVIKES TOPOTNPIOELS, TO IGTOPIKO
oV 060evong 1/Kaot EMONULIOAOYIKES TANPOPOpIES.

4 MepiAnwn Kal €TEERYNON

Mia é€apon HOG AVOTVELGTIKNG VOGOV Gyvmotng aitiodoyiog oty ToAn [ovydv, g emapyiog Xovunél g Kivag
avapépnke apykd otov Hayxoopio Opyaviopd Yyeiog (I1.0.Y.) otig 31 Askepfpiov tov 2019.1 O kvelikég apyég
avoyvoploav évay véo kopmvoid (2019-nCoV), o onoiog éktote £xel Eomimbel 6 G0 TOV KOGHO, TPOKAADVTOS

™V Tovonpia g vosov kopmvoiod 2019 (COVID-19). O COVID-19 oyetiCeton pe d1dpopeg kKAvikEG ekPaoelc,
GUUTEPIAOUPAVOUEVIG TG OCVUTTOUOTIKNG AOTH®ENG, TNG TG AOTH®ENG TOV OVATEPOV OVATVEVGTIKOV, TG Bapldc
AolmENG TOV KATOTEPOL AVOTVEVGTIKOD, GUUTEPIAOUBOVOUEVIG TG TVEVLOVING KO TNG GVOTVEVGTIKNG AVETAPKELNG, KOl GE
0pIoUEVEC TEPITOOELS, pe Odvato. H AteBvig Emttporn Ta&ovopiog Iov (International Committee for Taxonomy of Viruses,
ICTV) petovopace tov 10 o€ SARS-CoV-2.2

H ypinn givon puor petadotikn woyevig Aoipwén g avomvevotikng 0600, H petddoon g ypinng sivar kuping péco
aepoAVUEVOV GTayovidimv (nA. e Tov Byo 1 T0 ETAPVIGUA) Kot KOPLOMVETOL GLVNO®E TOVG XEEPIVODG unves. Ta
cupmtdpato cVVH MG TEPIAAUPAVOVY TVPETO, piyn, TOVOoKEPALO, adl0besia, By Kot GLUPOPNOT TOV TOPOPPIVIDY
KOATT®V. M7opel emiong vo. ELQavicoToOV YOoTPEVTEPIKE GUUTTONTO (ONA. VavTio, £UETog 1 didppota), Kuping o mondid,
0AAG glvor Atyotepo cvyva. To coprtdpata eLEoviiovTot Yevikd eviog 600 nuepmv and v £kbeon o HOAVGUEVO GTOLO.
Mrmopei va. ELLPAVIOTEL TVELUOVIN MG EMTAOKT OV 0PeileTan 6€ Aoipmén and ypinn, TpokoddvTog avénuévn voonpotnta
Kot BvynouotnTa 68 ToUd10TPIKONS, NAKIOUEVOLE KOl 0VOGOKATESTOAUEVOLG TANOVGHODC. 34
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O1 101 ¢ ypinng Ta&vopodvtotl otovg Tomovg A, B kan I, amd toug omoiovg ot §00 TpdTol TPOoKAAOVV TIG TEPIGGOTEPES
avOpomveg Aowdéeic. H ypinn A (Flu A) givar o o ouyvog tomog 100 ypinng otovg avBpmdmovg kot givar yevikd vrehbuvn
Yo Tig emdnpies g emoykng ypimng kot dSuvnTikd yio mavonpiec. Ot ol ypinng A pmopovv emiong va poAvvouvv Loa

OGS TOLALE, Yoipovg kat dAoya. O1 Aopméelg amd tov 10 g ypinng tomov B mepropiloviat yevikd otov dvBpwmo ko
anoteloVV AydTePO cLyva antio emdnudv.> Ot 1ol Tng ypinng A ta&vopovval Teputépm o€ LIOTHIOVG pe Phaon dvo
EMEAVELKES TPWTEVES: TNV olocvykorAntivn (H) kot ) vevpapviddon (N). H emoyikn ypinn cuvnbwg mpokaleiton amd
tovg vrotimovg H1, H2, H3, N1 kot N2 g ypinng A.

O avamveuoTtikds ocuyKLTIOKOG 10¢ (RSV), péhog g owoyévelag twv Preumoviridae (mpomv Paramyxoviridae), amoteheiton
amd dvo oteréym (vroopddeg A ko B), eivan emiong n attio piog petadotikng vooov mov ennpedletl kuping Bpéen,
NAKIOPEVOLS KOl OGOVG Eivat 0vocoKaTESTAALEVOL (T.Y., 0o0eVelg e ypdvia Tvevpovordadeia 1 Tov voPailovtan o
Oepamneia Y10 KOTAGTAGEIS TOV UELDVOLY THV 16X TOV AVOGOTOMTIKOD TOVG GLOTHHATOG).Y O 10¢ umopet va mpokarécet
AOUAOEELG TOV AVADTEPOV OVATVEVGTIKOV, OTMG KPVOAOYLOTA KOt AOILDEELS TOV KATATEPOV OVATVEVGTIKOD TOV
gkdnAdvovral 6meg Bpoyyoditido kat Tvevpovia.b Méypt v nlikia tov d0o £1dv, Ta meplocodTepa Tardid £xovy Hdn
poivvlel amd RSV kot eneldn exdnimvetan poévo achevig avoasic, TG0 o Todd 0G0 Kot 01 EVAMKES LTOPOVV VO, VTTOGTOVV
Eava Aoiumén.6 O RSV mapapével i kOpia artio, vooniewdv oe Bpéen S1edvig.” Ta countdpota speaviloviol téeoepig

£€mg €1 nuépeg petd ™ Aoipmén kot cuvBog eivar avtomeploplopeva, Tov SlapkovV TEPITOL pia we dVo efdonadeg o
Bpéen. Xtovg evidkeg, N Aolpwén dwapkel mepimov 5 NUéEPes Kot EKONADVETUL e CUUTTMOUATO CUULBOTA LE KPLOAOYN LA,
OGS pvoppoLo, KOTWOT), TOVOKEPAAOG Kot TupeTos. H emoyn Tov RSV cuviBwg potdlet pe g ypinng, kobdg ot AodEetg
apyilovv vo avéavovtal Katd to OVOTmPo Kot dlapkovy péXpL TIG apyEs TG GvotEng. -0

0 166 SARS-CoV-2, 0 166 g ypinng kot 0 16 RSV pnopodv va tpokarésovy Aol mov mapovstdlovTol (e ToAD
TOPOUOL0, GOPTTONATE, KADIGTMVTOG TOAD SVGKOAN TV KAWVIKT Stapopomoinct] Tovg.8 Ta mpoypaupate EVEPYNTIKNG
TOPAKOALOVONONG GE GUVOLAGHO LE TIS TPOPVALEELG TPOANYNG AOUDEEWV glval oNUAVTIKG GTOYELR Yot TNV TPOANYT] TNG
petadoong yuo tov SARS-CoV-2, ) ypinn kot tov RSV. H yprion mpocdiopiopdmv mov mapéyouvy ypnyopo anoTeAEGHLATA Yo
TOV EVTOTIGUO 0oBevdv TTov £ovv HoAvvlel amd awtohs TOVS 10VG propel va amoteAel eniong onuavTkd Topdyovta Yo TovV
OTOTEAECULATIKO EAEYYO, TNV KATAAANAN emhoyn Oepameiog Kot TV TPOANYN T®V EKTETAUEVMV EEAPCEDV.

5 Apxn Tng diladikaciag

H e&éraon Xpert Xpress CoV-2/FIu/RSV plus givon pio ovtopatonompévn in vitro Styveotikr e&€tacn yo tnv
TOVTOYPOVN TTOL0TIKN aviyvevon kot dtapopomoinomn Tov RNA tov SARS-CoV-2, ypinng A, ypinng B kot RSV pe m xpnon
PCR avrtiotpoong petaypaens (RT-PCR). H g&étaon Xpert Xpress CoV-2/Flu/RSV plus npaypoatonoleiton oto GeneXpert
Instrument Systems. Ot ekkivntég Ko ot aviyvevtég oty e&étacn Xpert Xpress CoV-2/FIu/RSV plus givan oyediocpévor
Y10, TV EVIGYLOT] KO TV GVIXVEVGT LOVOSIK®OV 0AANAOVY DY TV €ENG: Yovidia vovkdeokayidiov (N) kot tepipAnpartoc (E)
kot RNA-e€aptapevng RNA molvpepdong (RARP) Tov yoviduwpatog tov 100 SARS-CoV-2, uftpag ypiang A (M), Bacikrg
mohvpepacng ypinng A (PB2), 65wvng tpoteivng ypinng A (PA), ufitpag ypinmg B (M), un dopukng mpwteivng ypinng B (NS)
Kot vovkieokaydiov RSV A kot RSV B.

To ovompa GeneXpert Instrument Systems 0VTOHOTOTOIEL KO EVOTOLEL TNV TAPUGKELT TOV SEIYUATOV, TNV EKYOAION

KOLL TNV EVIGYLOT TOV VOVKAEIKOV 0EEMV KL TNV AViXVELGT TOV KAANAOVYLOV-GTOYOL o€ amld 1| cOvOeTa deiypota e

™ xpnon npocdiopiopdv PCR wpaypaticod ypovov kot RT-PCR. Ta cvothiporte omoteAobvTol and Evay avoluty, pio
000V aPNg Kot TPOPOPTOHEVO AOYIGHIKO Y10 TNV TPAYHoTomoinen eEeTdoemy Kot TV TPpoPfoiy) TV OTOTEAEGUATOV.

To GLGTNHATO ATALTOVY TN YPNOT] AVOADGIL®OV PLGIYYOV Hiog Xp1oNg Tov GuyKpatovy o avipactiple. PCR/RT-PCR
kot rro&evouv Tig dtadikacieg PCR/RT-PCR. Enedn o1 pvoiyyeg givor avtdvoples, 1 dtootavpoduevn poAvven peta&d
detypdrov ehayiotomoteital. o pio TAnpn meptypapn T@v cuetudtey, PA. GeneXpert System with Touchscreen Operator
Manual.

H e&éraon Xpert Xpress CoV-2/FIu/RSV plus mepiiappavet avtidpactipia yio tnv aviyvevon tkod RNA tov SARS-
CoV-2, g ypiang A, g ypinng B kot tov RSV ot deiyporta gite pivopapuyyikod gite tpdcbiov pvikol emypicpatoc.
21 evotyya teplopPdveton eniong Evag paptopag eneEepyaciog detypdtov (Sample Processing Control, SPC) kot évag
paptopog eréyyov aviyvevtr (Probe Check Control, PCC) mov ypnoonotovvtot and tov avorvty GeneXpert. O SPC
VTLAPYEL Y10 TOV EAEYYO TNG EMOPKOVG eme€epyacing TOV SElYIATOS KOl Y10l TV TOPOKOAOLONOT| TNG TOpOVGIaG SUVNTIKMV
avaotorémv oty avtidopacn RT-PCR. O SPC dwacpalrilel emiong 61t ot cuvOnkeg g avtidpaong RT-PCR (Oeppokpacia
Ko dpa) Eivor katdAANAeg Yo Ty avtidpacn evioyvong kot 0Tt ta avtidpaotiple RT-PCR givar Asttovpyucd. O PCC
emPePordvel TNV ETAVEVLIATOOT] TOV AVTIOPAGTNPIOV, TV TANP®ST ToL coAnvapiov PCR kot emBefarmdverl ty mopovacio
OAOV TOV GLUGTUTIKMOV LEPDV TNG AVTIOPACGNG GTI| GVGTYYA, COUTEPIAAUPBOVOUEVIG TG TaPAKOAOVONGNG TG aKEPOUOTNTOG
TOV OVIYVEDTH KoL TG 6TAOEPOTNTOG TNG YPDOOTIKNG.

To detypa cvAAEyeTon kot TomobeTeiTan 6€ COANVAPLO PETAPOPAG TTOV TTePLéxet 3 ml pécov petapopdg 1ov, 3 ml
Pvciohoyucod opod 1| 2 ml eNAT™™. To Seiypo avaperyvOETar GOVIOHA OVOGTPEPOVTAS YPTYOPE TO GOMVAPLO GUANOYAC
5 @opég. XpnoWonoidVIaG TV TOPEXOUEVT TTETO LETOPOPAS, TO SElyLo LETAPEPETOL 6TOV OAAOUO dElyaTOg TG

4 Xpert® Xpress CoV-2/FIu/RSV plus
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Inueiwon

Inueiwon

@Voryyag Xpert Xpress CoV-2/FIu/RSV plus. H ¢Ooryya GeneXpert poptdvetot 6Ty TAATGIPLLO TOV GUGTHLOTOG OVAALTH
GeneXpert, 1 onoia Tpaypatonolel avtopotorompévn enelepyacio detypdrov kot RT-PCR mpaypatikod xpdvov yo tmv
aviyvevon tov RNA tov 100.

6 AvTIOpPAOTHPIA KOl AOVOAUTEG

6.1 YAIKA TTOU TTOpéXOVTAl

To «it Xpert Xpress CoV-2/Flu/RSV plus nepiéyet enapkn avtidpaotipio yio v eneéepyacio 10 derypdrov 1 derypdtov
moloTikoV eAéyyov. To kit mepiéyet ta e&ng:

Xpert Xpress CoV-2/FIu/RSV plus ®U01yYeG HE EVOWHATWHEVA 10
owAnvdpia avtidpaong

e Z@aipidio 1, opaipidio 2 Kal opaipidio 3 (Auo@IAOTIOINUEVA) 1 amo 1o kabéva ava eualyya
e AvmidpaaoTtrpio AUong 1,0 ml avé @uoiyya

e AvTISPACTAPIO TTPOGDETNG 1,0 ml ava guoryya

e AvTiSpacTrpIo EKAouang 3,0 ml ava guolyya

e AvTIBpPacTApIO TTAUONG 0,4 ml avé @uaolyya
AVOAWOIPEG TIITTETEG HETAPOPAG 10-12 avd KIT

®uAAadio 1 avd kit

e OOdnyieg yia Tov evtomiopo (kai Tnv eicaywyr) Tou ADF kai Tou UAIKOU TEKUNEiwong 6TTwg To £vOETO
TTPOoIdvTog 0N di1elBuvon www.cepheid.com.

0dnyigg ypRyopng avagopdg 2 ava KIT
(Ma xpAon pe 10 cuotnua GeneXpert Xpress pévo)

AeATia dedopévwv aopaleiag (SDS) eival diaBéoipa atn dielBuvonwww.cepheid.com i www.cepheidinternational.com
oTnv KaptéAa YMNOZTHPI=H (SUPPORT).

O mpwrTeivikdg 0TaBepoTToINTAG OTA GPaIpidia autoU TOU TTPOIGVTOG TTAPAYETAIl KAl TTOPACKEUACETAI ATTOKAEIGTIKA

atd Boeio TAdopa TTou Trapdyetal oTig Hvwpéveg MoAiteieg TNg Apepikng. Ta {wa Bev gixav TpagEi Je TTpwTEivn
HNPUKOOTIKWV 1 GAAEG wikég TTpwTEiveg. Ta wa TTépacav atd TTpoBavaTio kal HETaBavaTio €Aeyxo. Katd Tn Sidpkeia
NG emegepyaaniag, dev TTPOKAABNKE avapeign Tou UAIKoU pe GAAa wikd UAIKA.

7 Xe1p1odoGg Kal atrofnkeuon

e Amofnkevete t1g uotyyeg Xpert Xpress CoV-2/FIu/RSV plus oe Oeppoxpacia 2-28 °C.
®  Mnv avoiyete T0 KOmAKL TG POOLYYOG LEXPL VO EI0TE ETOLLOL Y10 TNV TPAYLOTOTOINGN TG SOKIUNG.
e Mn ypnoponoteite pio Octyyo mov Exet Bpoyel | mapovotdlet dtoppon.

8 YAIKA 1ToUu atraitouvTal aAAd dev TrapéxovTal

Ytetledc varov wav (Kmd. eidovg Copan 502CS01, S03CS01) i toodvvapog

Méoo petapopds 1ov, 3 ml (Kwd. gidovg Copan 330C) 1| 1codvvopo

dvororoykog opdg 0,85-0,9% (w/v), 3 ml

Nasopharyngeal Sample Collection Kit for Viruses (Kwd. gidovg Cepheid SWAB/B-100, k®d. idovg Copan 305C) 1
1603VVapO

Nasal Sample Collection Kit for Viruses (Kwd. €idovg Cepheid SWAB/F-100, Kwd. gidovg Copan 346C) 1} 16060vapo
Avaiotig GeneXpert, 006V 0NG LLE EVOOUATOUEVO GOPOTY YPUULOTOV KOSIKOV, EYXEPIDLO XpNoNG

Cepheid OS
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9 YAIKA TTOU €ival d1aBéoipa aAAd dev TTapEXovTal

E&mtepucol pdptopeg pe ) popon adpavorompévey v sivar dtabéoipot amd ™ ZeptoMetrix (Buffalo, NY).

e Efwmtepkog Oetikdg paptupog: Ap. katardoyov NATFRC-6C (NATtrol Flu/RSV/SARS-CoV-2)
o E&wntepikdc apvntikds paptopac: Ap. katordyov NATCVI-6C (NATtrol Coxsackievirus A9)

Méoco poprakng cuAroyng kot cuvtnpnong eNAT and v Copan Italy S.p.A. (Brescia, IT):

e Méoo poproxig curiroyng kot cuvtnpnong eNAT, ap. katordyov Copan 6U073S01
o M:éoo poplakng GuAAOYTG kot cuvtpnong eNAT, ap. katardyov Copan 6U074S01

10 NMpo&1dotroINCEIG KAl TTPOPUAAEEIS

10.1 Mevika

T in vitro Stayveotikn xpnon.
To. OeTikd anoteléopata givor evdektikd g mapovciog RNA g ypiang tomov A, g ypinng tomov B, tov RSV 7 tov
SARS-CoV-2.

e No avtiuetonilete 6OA0 To BLOAOYIKG TOPUCKEVAGHLATO, CUUTEPIAOUBAVOLEVOV TV XPNOLLOTOMUEVOY QLGTYYOV MG
KOG, Y10 TN LETAS00T LOAVGLATIK®V Tapaydviev. Eneidn eivat cuyvd advvato va yvopilete moto deiypa pmopei va
givan polvopatikd, 0o mpénet va aviyetonilete OAn ta Broroykd detypota pe TG TUmKEG TPoPVAGEels. KatevBuvenpieg
odnyieg xeipiopov Tov derypdrov mapéyoviar amd ta Kévipa Ipdinyng kot EXéyyov Nocwv tewv H.ILA.S kat to
Ivetitovto Khvikdv kar Epyaotmpioxdv Ipotimov. 10

e Noa akolovbeite Tig dadikaoies acedieing mov Kabopilovatl amd to IpLHG GOg Yo TV epyacio e yMIKEG OVGiEg Kot
KaTd TOV YEPOUO PLOAOYIKAV SEIYULATMV.

AvatpéEre oto évbeto cvokevaciag Copan eNAT® yio TANpopopieg GYETIE PE TV AGQUAELS, KL TOV YEPLGUO.
Amo@oyete TV enoen peTagd 010KVavIKOD Youavidiviov Kot VTOYA®PIOSoVG vaTpiov (Aevkavtikd) | GAA®Y SPOCTIKMV
avtidpactnpiov 6mec o&éa kot fdoelg. Avtd ta pelypata 0o propodoav va arelevfepocovv emPrafn aépia.

o Ta BloAoyiKd TOPOCKEVAGHATO, TO TEYVOLOYIKA TPOIOVTO LETAPOPAS KL OL XPNOLULOTOMUEVES OGLYYES Ba TTpEmEL val
Bempodiviar ©g IKava vo HETASMOOVV LOADGLLOTIKOVG TOPAYOVTES KL ATALTOVV T ANYT TV TUTIK®OV TPOPVAGEEDV.
I T 66T aTOPPIYN TV XPNCLLOTOUEVEOY PLGIYYOV KOl TV 0YPTCLOTOINTOV avTIdpocTnpi®v, va akolovbeite
TG TEPBOALOVTIKES S1d1KOGiEg TOV WOPVUOTOS GOG Yo To amdPANT. AVTA T EYXEPIOLO UTOPEL VO TOPOVGLAIGOVY
YOPOKTNPIOTIKE YMIKE ETKIVELVOV AmOPANTOV TOL amattovv 01kt andppuym. Edv ot kavoviepol g xdpag 1 g
TEPLPEPELLG GOG SEV TAPEYOVV CAPEIG 0ONYIEG OYETIKA [E TN COOTH AmOPPLYN, T0 BLOAOYIKE TOPACKEVAGLLOTO KOt
OL XPNOLULOTOMUEVES UGLYYES Bt TPETEL VO ATOPPITTOVTOL COUPOVO UE TIG KOTEVOVVTIPLEG 00N YiEG YEPLOUOD Kot
andppyng wrpikodv amofintev tov I1.0.Y. [TTaykdocpiov Opyaviopod Yyeiog).

10.2 Asiypara

® Awnpnote T 6MOoTEG GLVONKES PUANENG KOTA TN LETAPOPA TOV TAPAGKEVAGHUOTOS Y10l VO SLUCPUAIGETE TNV
aKepALOTNTA TOL Topackevdopatog (BA. Evotnra 12, ZvAloyn, petapopd kot amobnkevon detypdtov). H otafepdmta
7oL delypatog Vo CLVONKES UMOGTOANG SLOPOPETIKEG OO AVTEG TOV GLVIGTAOVTAL dev £xel a&lohoynOel.

10.3 NMpoodiopIoHOG/AVTIOPACTAPIO

Mnv avoiyete to kamdxt g eootryyag Xpert Xpress CoV-2/Flu/RSV plus mapd povo yio v pocsdnkn tov detypartoc.
Mn ypnoonoteite pio OGIYY TOV £l TEGEL KAT® UETE TNV 0paipecT) amd T CLGKEVOGTO.

Mnv avaxtveite ™) @Ootyya. H avaxivnon 1 n ttdon g eOotyyog HETE TO AVOLYLLO TOV KOTAKLOV TNG QUGTYYOS LTopel
VoL TPOKOAEGEL OMPOGIOPIOTO AMOTELEGLALTAL.

o  Mnv tomofeteite TNV ETIKETA AVOYVOPIGTIKOD TOV SELYLATOC OTO KOTAKL TG QUGLYYOS 1] OTNV ETIKETA YPUULWOTOV
KOOV TNG PUOTYYOC.

Mn pNOIHOTOLEITE Lo PVGTYYOL LE ETIKETO YPOUUMTOD KOOKOD 0V £)El btooTel {nuud.

Mn ypnoonoleite VoYY pe GOANVAPLO avtidpacng Tov Exel vootel {npud.

Mn ypnoyLonoteite To avTdpacTpLo. LETE TNV TAPEAELGT) TG NUEPOUNVING ANENG TOVG.

Kébe pvoryya piog xprong Xpert Xpress CoV-2/FIu/RSV plus ypnowonoteiton yuo v eneéepyacio piog eE€toong. Mnv
gmavaypnolponoteite emelepyacpéveg eOoLyyes.
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o Kdafe avormoiun mméta piog xpnong xpnoLonoteitot yio T petapopd evog detypatos. Mnv emavaypnotponoteite
OVOADOULES TLTETES.
Mn ypnoponoteite pio OGLyYyo €6V GoG GaiveTal vypN 1 €AV TO GEPAYIGHO TOV KATOKLOD GAIVETAL VO EXEL CTAGEL.
Dopdrte kabapéc epyactnproég modég kat yavtio. AAGLeTe yavtia peta&d Tov yxepiopod ke detypartoc.
Ye nepintmon dtappong SElYUAT®OV 1 LOPTOP®V, POPECTE YAVTIO KOl GKOVTIGTE TN SLppoT] Le amoppoPNTKd XopTi. Xn
ouvéyeta, kabapiote oYOAAGTIKA TN LOAVGUEVT TTEPLOYN LE TPOCPUTO TAPUCKEVUCHEVO SIAAVLLE AEVKAVTIKOD YA®Piov
v ook xprion 10%. Aenote tovkdytotov 600 Aemtd ypovov emapng. Befarmbeite 11 1) meproyn epyociog gival
OTEYVI] TPV YPNCULOTOMGETE LETOVSIOUEVT aBavOAn 70% i vo apapECETE TO VITOAEIULOTO AEVKOVTIKOD. APHOTE
NV EMPAVELD VO OTEYVAOGEL TAPOG TPoToD cuveyioete. H akolovbnote Tig Tumikég Stadikacieg Tov pOpatds cog
Yo Tepintmon porvveng M dappong. o eomMoid, okolovdNoTE TIG GUGTAGELS TOL KOTOCKEVOGTI| Y0, TOAVLLAVOT|
efomhopov.

11 Xnuikoi Kivduvoill; 12

o Ilpocwdomomrikn AEEN: [lpogdomoinon
o Aniooceig emuivovvotntags UN GHS

o EmProféc oe mepintwon katdmoong
o Mmnopsi va givan emPraPéc oe emapn pe to dépua
o TIpokaiel opBoipikd epediopd

o Anioceig tpoevreing UN GHS

o Ilpéinyn

o [TAOvete oYOAOOTIKG Ta YEPLOL LETO. TOV XEIPIGUO.
o Amndkpion

Koréote 1o KENTPO AHAHTHPIAXEQN 1 éva yotpo edv oicbavbeite adwabeoio.
Edv mapotnpndet epebiopdc Tov déppoatog: Xvppovievdeite / Emokepbeite yiorpo.
2E IEPIIITQZH EITA®HXE ME TA MATIA: Eenldvete mpocektikd pe vepd yio apketd Aentd. Edv vadpyovv
QOKOL ETAPTG, APAPESTE TOVG, EPOCOV givar E0KOA0. Xvveyiote va EemAéveTe.
e Edv dev vmoywpel 0 opBoipicoc epebiopoc: Zoppovievbdeite / Emoxepheite yiopo.

12 ZuAAoyn, pETa@OPA Kal ATTOONKEUOT OEIYHATWY

H xatédAAnAn cviroyn, amobrkevon kot Letapopd TV detypdtov eivor Kpiowung onpaciog yio v eKTEAEO AVTNG

g e&étaomne. H avemaping cuAloyn SetypaT®v, 0 aKOTOAANAOG YEPLGHOG 1)/KOL LETAPOPA TOV SEIYUATMV UTOPEL Vo
TPOKAAEGEL EGQUALEVO amoTédespa. BA. Evomzta 12.1 yia ™) Sodikacio GuALOYNG pvoQopLYYIKMV ETLYPIOUATOV Kol
v Evomra 12.2 yuo ) dradikacio GuALoyHg TpodcOimv pvik®v emyplopdtov. Astypoto ptvo@apuyylkolh enypicuatog
Kot TPOGHiov prvikol emypicatog Lropovv va amodnkevtodv oe Beppokpacio dwpatiov (15-30 °C) yia mg ko 48

MPEG 0 VMKO LETAPOPAS 1DV, PLGL0A0YKO 0pd 1 eNAT péypt v mpaypotomoinon g e&étaong ota GeneXpert
Instrument Systems. EvaAlaxtikd, delypata pvogapuyykov entypicpotog kot tpdcshion pvikol enypiopuatog Lropovv
va amodnkevtovv oto Yuyeio (2-8 °C) €mg kot enTd NUEPES G VAIKO HETAPOPIS 1OV 1} PLGLOAOYIKO 0pO KO Y10l WG KOt £E1
nuépeg oe eNAT péypt v mpaypatomoinon g e&éraong ota GeneXpert Instrument Systems.

Ta delypota mov GLAAEYOVTOL GE PLGLOAOYIKO 0pO dev Ba mpémet va katoyvyovTol. AvatpéEte otig 0dnyieg froacpdietog
Tov gpyactnpiov tov I1.0.Y. oyetikd pe m voéco tov kopwvoiov 2019 (COVID-19).

https://www.who.int/publications-detail/laboratory-biosafety-guidance-related-to-coronavirus-disease-2019-(covid-19)
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12.1 Aladikacia CUAAOYAS PIVOPAPUYYIKWYV ETTIXPICHATWV

1. Ewaydyete tov otethed 1o évo povbovvi, mepvavtag To otov onichio pvoedpuyya (BA. Eucdva 1).

Eikéva 1. ZuAAoyn pIVOQAPUYYIKWYV ETTIXPICHATWV
2. ITlepiotpéyte tov otethed Povptoilovtag otadepd XAV GTOV PVOPEPLYYO APKETES POPES.

3. Aogopéote Kot Tomo0eToTE TOV GTEILED GTO COANVAPLO TTOL TTEPIEYEL 3 ml PHEGOV HETAPOPAS 1DV, 3 ml pucloloyikoD
opov N 2 ml eNAT.

4. XmhoTe TOV OTEIAED GTNV LTOSEIKVLOLEVT Ypopun Opadong Kot KAEIOTE TO COANVAPLO GLALOYNG OEIYUATMV COIKTA.

12.2 Aladikacia CUAAOYAG PIVIKWYV ETTIXPICHATWY

1. Ewaydyete éva pvikd eniypiopa katd 1 éoc 1,5 cm o éva povBolve. [lepiotpéyte ToV 6TUAES ETAVO GTO ECOTEPIKO TOV
povBouviod ya 3 devteporenta evocm epappdlete mieon pe To dakTLAO 6TO £EMTEPKO TOL povBouviod (PA. Ewova 2).

\ /
> >

Eikova 2. ZuAAoyn PIVIKWV ETTIXPICHATWY YIO TO TTPWTO pouBolvi

2. Emavolafete 610 GAAO povBovivi e Tov 1010 GTLAED, YPNOLUOTOLOVTOG EEMTEPIKT TtiEoN 0TO EMTEPIKS TOV GALOV
povBouvviod (PA. Ewova 3). I'ia va amo@iyete T poivvon tov deiypatog, unv ayyilete to kpo Tov 6TUAEOD GE
oTNmoTE GAAO EKTOC OO TO E0MOTEPIKO TOL PovHoVVIOD.
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Eikéva 3. ZuAAoyn PIVIKWV ETTIXPICHATWY YIa TO SeUTEPO poubolvi

3. Aopaipéote Kot TomofeToTE TOV OTENED GTO GOANVAPLO TToL TEPLéyet 3 ml pésov peTapopds v, 3 ml pueloioyikon
opov N 2 ml eNAT. Zrdote ToV GTUAED GTNV VIOSEKVVOLEVT Ypoun Opadong Kot ToHATIoTE TO GOANVAPLO GUALOYNG
SeyIATOV GOIKTAL.

13 Aladikaoia

13.1 MposTolpacia TG UOIYYAG

INUAVTIKO ZeKIVAOTE TNV €§€Taon evTog 30 AeTTWV a1rd TNV TTPooBikn Tou Seiyparog oTn QUOIyYO.

1. Agapéote pa gOGyya amd T GULCKEVAGIH.
2. EMéy&te 011 TO COANVAPLO PETAPOPAG OEIYIOTOG Efval KAEITTO.

3. Avapeitte 10 delypa avacTpEPOVTOG TAYXEWMG TO COAVAPLO LETAPOPUG delyatoc 5 popéc. Avoite To mdua 6To
COMVAPLO HETAPOPAS DELYLATOC.

4. Avoi&te 0 KOmaKL TG POOIYYOS.
5. Aeoipéote TNV TUTETA LETOPOPES OO TO TEPITUALYLLOL.
6. ITiéote T0 EMAV® TOVEP TG TTETAG UETAPOPAS TAPMGS PEYPL VO, EMTESWOEL TELEIMS TO EMAVM TOVAP. Evd

ovveyilete vo KpoTdTe TO TOVAP TEAEIDG EMMTESMUEVO, TOTOOETNOTE TO GKPO TNG TMETOG GTO COANVAPLO HETAPOPIG
detypartog (BA. Ewova 4).

ApiBuog Mepiypagn
@ - |- 1 MiéoTe edw
2 Mmréta
‘ 3 Moudp degapeving uTTEPTTARPWONG
@ | @ 4 Acgiypa

@ =

Eikéva 4. Miréra peragopdg
7. Kpatdvtog my mmaéto KATo ond v ENpAveLs TOL DYPOD, APCTE TO ENAVEO TOVAP TNG TTETAS APYA Yl Vo TANPpoOel
1 TAETOL [LE TO SELYLLQ, TPLV TNV APOLPECETE 0O TO COANVAPLO. Agv vIdpyet TpOPANa Eva e16EADEL VYPO ot delaplevn
vrepmdpoong (BA. Euova 4). EAEyEte 611 ) muméta dev mepiléyel QUOAASES.
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Znueiwon

ZnHAvTIKO

ZNHAVTIKO

Znueiwon

8. T va petapépete to delypa ot eUGLYYa, TEGTE TO EMAV® TOVAP TNG MTETAS TANPWOS E0VE LEYPL va emmedwBel TANP®S
v va adgldoete Ta mepleyopeva g mmétag (300 pl) oto peydro dvorypa (@dropog detypatog) tng ¢Ootyyog mov
gpoavifeton oty Ewova 5. Kdnowa mocdmto vypod pnopel va mapapetvel otn delapevn vepmAnpoons. Amoppiyte
APNOLOTOMUEVT TUTETAL.

OdAapog delyudTwy
(MeydAo avoiypa)

Eikéva 5. Xpert Xpress CoV-2/FIu/RSV plus®uoiyya (kdroyn)

®povrTioTe va dlaveipete 6A0 Tov 6yKo Tou uypoU oTov BaAapo deiypatog. MTTopei va TTapouciacTodv apvnTIKA
atroteAéopaTta av TTPOCTEDE AVETTAPKAG TTOOOTNTAG OYKOU deiypaTog aTn eUalyya.

9. Kl\eiote o KOomaKt TG POOIYYOG.

13.2 E§wrepiKoi pApTUPEG

O1 e€mtepioi paptupeg mov meptypdpovral otnv Evomroa 9 ivar Stabéoipot adrhd dev mapéyovtor kot Oo mpémetl va
YPNOLLOTOOHVTOL GOUPMVOL LLE TOVG TOTIKOVS, KPUTIKOVS KOl OLOGTOVOLOKOVG 0PYAVIGHOVG TIGTOTOINGNG, OT™S appolet.

T v avélvomn evdog paptopa pe ) ypnon g e&éraong Xpert Xpress CoV-2/FIuw/RSV plus, axolovbnote to mopardto

pnporTa:

1. Avopei&te Tov HapTLPO AVAGTPEPOVTOG TUXEDS TO COANVAPLO EEOTEPIKOV HAPTVPA 5 POPES. AVOiETE TO IO ETAVO GTO
COAMVEAPLO EEMTEPIKOL UAPTLPOL.

2. Avoi&te 10 KamdKL TG UGLYYAC.

3. Xpnoponoidvtog pio kabopr| Tméto PETaPopic, LETAPEPETE po Ay oL deiypatog eEmtepikov pdptupa (300 pl) oto
peyédo dvorypa (@drapog detypatoc) tng evotyyag mov eppavifetol otnv Ewova 5.

4. Kelote 10 KOmAKL TNG GUGTYYOC.

13.3 'Evapén Tng €&étaong oto GeneXpert system with touchscreen

Mpotou gekivhoeTe TNV €§éTaon, BERaiwOEiTE OTI TO CUCTNHA TTEPIEXEI HOVADEG pE As1TOupyIKO cUoThpa Cepheid
€kdoong 1.2 | peTayevEéaTEPNG Kal OTI €€l E10aX0Eei TO apxeio opiopoU Trpoadiopiopol Xpert Xpress CoV-2/Flu/
RSV plus Assay Definition File oto AoyiopIKo.

AuTA n evoTnTa TTapaBéTel Ta TTpoeAeypéva BApaTa yia Tn Aeitoupyia Tou GeneXpert system with touchscreen.
MNa AerTopepeig odnyieg, avarpégre aTo Eyxeipidio xpriotn Tou cuoriuaros GeneXpert Dx ue o Eyxeipidio
Xprion 086vng Aerg.

Ta BApaTa TTou akoAouBoUvTal uTropei va gival S1aQopETIKA €AV 0 BIAXEIPIOTHG TOU CUCTAPATOG £XEl AAAGEEI TRV
TIPOETTIAEYUEVN PO EPYACIWV TOU GUCTAUOTOG.

1. Evepyomowmorte 1o GeneXpert system with touchscreen:

a) Evepyomomore 10 gpyoreio GeneXpert I1 1 GeneXpert IV. O dwakdéntng tpogodosiog fpicketor oty miowm TAevpd
oV avaAvty. [atiote to drakomt otn Béon ENEPTOMOIHZHZ (ON) ().

b) Evepyomomote v 006vn aeng. O dtakdntns tpopodociog Bpicketar otny micw mhevpd TG 006vns apnc. Ilatmorte
10 dakomn otn Béon ENEPTOMOIHZHZ (ON) ()).
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Znueiwon

Inueiwon

Xuvdebeite oto Aoyiopkd Cepheid ypnoiponoidvtag to dvopa yproTn Kot Tov Kok TpocPacng coc.
Motnote to kovpni NEA EEETAZH (NEW TEST) otv APXIKH (HOME) 066vn.

Kartaywpiocte to avayvepiotikd acbevoic.

IMéote ZYNEXEIA (CONTINUE) o1 EMIBEBAIQXH (CONFIRM).

Eicoydyete 10 avayvoplotikd delypatoc.

Méote ZYNEXEIA (CONTINUE) ot EMIBEBAIQXZH (CONFIRM).

ZaphoTe TOV YPURU®mTO KOdKO votyyac. Kpatiote ™ ¢Ootyya o andctacn nepimov 10 cm (4 ivtoeg) and tov
cOpOT.

S A L o

Edv dev ptropei va ocapwbei 0 ypappwTtog Kwdikdg TnG @uolyyag Xpert Xpress CoV-2/FIu/RSV, 161 eTavaAaBeTe Tnv
e¢étaon pe véa UaoIyya.

9. Mertd ) oGpwon, matiote EMIBEBAIQXH (CONFIRM).

10. Edv dev eiote cuvdedepévor, Bo gppaviotei n 006vn g eloaywyng dwmevotnpiov. Eav cag intnei, sicaydyete to
Ovopo xpRoT Kot ToV KodKO TpodoPacihc cag kot tatiote L0vdeon (Login).

11. EpgaviCetou n 006vn poetoytacio guotyyag (Cartridge Preparation). ITapakoiovOnote to Bivieo (edv givon
QTOPOTNTO) KOL TPOETOLUAOTE TN POotyya av dev To £xete Kavel NoN. [atmote ZYNXEIA (CONTINUE).

12. PoptdoTe TNV TPOETOLAGUEVT) GVOLYYYOL.
13.  Avoi&te ) Bupida g vToHOVASHS TOV aVAALTH KATO 0t TO TPAGIVO PMG TTOV avaocPrveL.

14. TomobBetote T PVOLYYA 6TO SATESO VILOSOYNG VIOUOVASMV LE TNV ETIKETA TNG PVOLYYAS OTPAUUEVT TPOG TaL £EM.

Mnv aTTEVEPYOTIOIEITE KAI PNV OTTOCUVOEETE Ta EpyaAEia evoow BpiokeTal o€ eEENIEN pia e€€Taon. H atrevepyotroinon f n
ammoauvdean Tou avaAuTtr) GeneXpert i Tng 006vnNG agng Ba aTaparioel Tnv e¢éTaon.

15. Keiote ™ 00pa g vopovadag. H 6vpa Ba acearicet kot n tpdowvn Avyvia mov avafoofrvet Ba avayel otabepd
pe mpdovo ypdpa Kot Ba epeaviotei n 006vn «H e&étaon poptdver (Test Loading) kot merta «H e&étoon
Stevepyeitaw (Test Running).

Ortav ohokinpobdei n e&€taon, epeaviletatl n 006vn odokpoong e&€taong.

16. Aooipéote TN UGy KOl 0TOppiyTe T GOUE®VO LE TIG KATELOVVTHPLEG 00N YiES ATOPPIYTG EMKIVOLV®V AmoPATOV
TOV 1PVUATOG GOC.

17.  Ayyitre ANA®OPA (REPORT) yiwa va mpofdiete v avapopd tng e€€taonc.

13.4 MpoRoAn Kal EKTUTTWON ATTOTEAECHATWYV

INa o Aemtopepeis 0dMyieg oYETIKA e TOV TPOTO TPOPOANG KOl EKTOTMONG TV ANOTELEGUATOV, PA. GeneXpert System
with Touchscreen Operator Manual.

14 "EAeyx0G TTO10TNTOG

14.1 EocwTtepIKoi HAPTUPES
Kabe pdoryya meprrapfavet évav paptopa eneepyaciog detyparog (SPC) kot évav pdptupa eréyyov aviyvevt (PCC).

Mapropag emegepyaciog deiypatog (SPC) — Aacporilel 6T1 To detypa £xet vroPAnOet oe enelepyasio cwotd. O

SPC gnainBevet v 1 enelepyasio Tov deiypatog etvar emapkng. EmmAéov, avtdg o péptupag oviyvedel avacsTor TOL

nmpocdiopiopod RT-PCR wpaypatikod ypdvov mov oyetileton pe to deiypa, dStaoparilel 6Tt o1 cuvinkeg avtidpaong PCR

(Beppoxpacio Kot ypdvoc) eivar KOTAAANAES Yo TNV avTidpact evioyvong kat 6t ta avtdpactiplo PCR givar Aettovpykd.
O SPC Oa mpémet va eivan BeTicdg o€ Eva apynTikd delypa kot propet va eivar apvntikodg 1 Beticds oe éva Betkd deiypa. O

SPC Bempeiton emruyng edv TAnpol ta extkupOpUEVE KPLTHPLL AT0S0YNGC.

Mapropag eréyyov aviyvevti (PCC) — Ipw and v évapén g avtidpaong PCR, to cvotnpa GeneXpert petpd to
oo OOPIGHOD OO TOVG OVLYVELTEG Y10 THV TOPUKOAOVONGT TNG EMAVEVVIATOONS TOV COALPLIIMV, TNG TANPWCNG TOV
cwAnvapiov avtidpaong, T aKeEPALOTNTAG TOV OVIXVELTN Kat TNG otadepdtnTag ¢ xpmotikns. O PCC Bempeiton emituyng
£Gv TAnpol T ETKLPMOUEVO KPLTHPLO ATOSOYNC.
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14.2 ESwTepPIKOi HAPTUPEG

O1 e€mtepiol paptupeg Ba Tpémet va YPNOLLOTOLOVVTOL GULE®VE. [LE TOVG TOTIKOVGS, KPOTIKOVG KOl OLOGTOVILKOVG
0pYovIopoHS TeTOToinoNs, OTmg apurolet.

15 EppnVEia TWV ATTOTEAECHATWYV

Ta amotedéopata epunvevovtal ovtopato and o cvotnuo GeneXpert kot epeovifoviol gudidkpita 6to Tapadvpo
Mpoforn amotereoparmv (View Results). H e&étaon Xpert Xpress CoV-2/FIu/RSV plus mapéyetl amotehéopoto tng
e&étaong pe Paom v aviyvevon Tov dVo YoVISIHK®V GTOY®OV, COUPOVA LE TOVG AAYOPiBLOVG.

H popoen tov anotelespdrov g e&étoong mov topovoialovtat Ba Stopépel avaroyo L TNV ETIAOYH TOL XPHOTN VO
exteléoel pua e&étaon Xpress SARS-CoV-2 Flu RSV plus, Xpress SARS-CoV-2 Flu plus 1} Xpress SARS-CoV-2_plus.

O ITivaxag 1 mapovotdlet Tig SuvnTiké ekPAcES TV AmoTEAEGUATOV OTOV emdeyDel 0 TpOTOG Asttovpyiag e&étaong Xpress
SARS-CoV-2 Flu RSV plus.

Mivakag 1. MBavd amoreAéopara Kal eppnveia Tou Xpress SARS-CoV-2_Flu_RSV plus

ATrotéAeopa Epunveia

Aviyvevetal RNA-o16x0g Tou SARS-CoV-2.

e To orjua Tou SARS-CoV-2 €xel Tiur) Ct evidg Tou £€yKupou £UPoUG Kal

OETIKO A SARS-CoV-2 TEAIKO OT”JEiO UqJn)\éTEPO atmod mv E)\éXlUTﬂ pl'JGpIGr]

(SARS-CoV-2 POSITIVE e SPC: A/l (NA) (8¢ev 10xUer), o SPC ayvoeital eTTeIdA TTPayuaTOTTOINBNKE N
gvioxuan Tou oTéxou yia Tov SARS-CoV-2

o 'EAeyxog avixveuT: ENITYXHE (PASS). OAa Ta atroTeAEopaTa EAEYXOU
TOU QVIXVEUTH €ival eTTITUXA

Avixveuetal RNA-0TOX0G TnG ypiTTng TUTTOU A.

e To onpa yia Tov 16 TNG ypiTTng TUTTOU A €iTe yia Tov oTéxo RNA Tou A1
€ite yia Tov otoxo RNA ToUu A2 A Ta GrjaTa Kai yia Toug U0 oTOXoUG
OETIKO yia ypimn A (Flu A R!\IA £XOuvV Ct’EVTég TOU £€YKUPOU €UPOUG Kal TEAIKO onpeio TTdvw atro

POSITIVE) pUBuIon oudou

e SPC: A/l (NA). O SPC ayvocgital eTTe1dr) TTpayuatoTToiftnke evioxuon
TOu OTOXOU Yia ToV 16 TNG YpITING TUTTOU A.

o 'EAeyxog avixveuTn: ENITYXHZ (PASS). OAa Ta atroTeAéopaTa eAEyXOU
TOU QVIXVEUTA €ival ETTITUX

Avixveuetar RNA 1ng ypitng TUTTou B-oT1d)0U.

e To onua Tou 10U TNG ypiTrNG TUTTOU B £X€1 TIPN Ct evTog Tou €yKupou

©ETIKO yia ypimn B (Flu B €UpOUG Kal TEAIKO onueio upnAdTEPO aTrd TNV eAdXIOTN PUBUIoN

POSITIVE) e SPC: A/l (NA). O SPC ayvoeital eTTeIdr] TTPAYUATOTIOINBNKE Evioxuan
Tou oTdyou yia Tov 16 TnG ypiTTng TUTTOU B.

o ’‘EAeyxog avixveutA: EMITYXHZ (PASS). OAa Ta atmroteAéopata eAEyxou
TOU QVIXVEUTA gival eMITUXA

Aviyxvevetal RNA tou RSV-oTéxou.

e To orjua tou 100 RSV éxel TipA Ct evidg Tou €ykupou eUPOUG Kal TEAIKO

RSV OETIKO (RSV onueio uwnAdTEPO ATTd TNV AAXIOTN PUBUICN

POSITIVE) e SPC: A/l (NA). O SPC ayvogital €TT€1dn TTpayUATOTTIOIRNONKE €vioyxuon
TOU OTOXO0U yia Tov 16 RSV.

e 'EAeyxog avixveuT: ENITYXHE (PASS). OAa Ta atroTeAEopaTa EAEYXOU
TOU QVIXVEUTH €ival ETTITUXA
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ATtrotéAeopua Epunveia

Aev avixvevuetal RNA-016x0¢ Tou SARS-CoV-2, dev avixveletar RNA-
APNHTIKO I'A SARS- 0TOX0G TNG YPITING TUTTOU A, dev avixveuetal RNA-0TdX0G TnG ypiTTng TUTIOU
CoV-2 (SARS-CoV-2 B, dev avixveuetal RNA-0T10X0G Tou RSV.

NEGATIVE), APNHTIKO , . . .
FIA FPIMH TYMOY A (Flu e Acgv avixveteral RNA-aT16x06 Tou SARS-CoV-2, Tng ypitrng TUTI0U A, NG

A NEGATIVE), APNHTIKO ypitng 10TT0U B ka1 Tou RSV
rIA IPIMH TYMOY B (Flu e SPC: EMITYXIA (PASS). O SPC £xel Ct evidg Tou éykupou eUpoug Kal
B NEGATIVE), APNHTIKO TEAIKO onueio TTAvw atré TV eAdxIoTn puBuion

IA RSV (RSV NEGATIVE) |e® ‘EAeyxog avixveutri: EMITYXHZ (PASS). OAa Ta atroteAéopata eAéyxou
TOU QVIXVEUTN €ival ETTITUXA

O SPC d¢v mAnpoi Ta KpITApPIa atrodoxng Kal dev avixvelovtal OAoI
o1 oTéxol. ETravaAdBete Tnv e€€Taon olpewva pe Tn Alodikaoia
emavaAnTiTikng e¢€Taong otnv EvatnTta 16.2 Twv odnyiwv XprRong.

e SPC: ANOTYXIA (FAIL). Ta onpara Tou SPC kai Tou SARS-CoV-2, Tng

MH EFKYPO (INVALID) ypITTNG A, TG ypiTNG B Kai Tou RSV dev éxouv Ct evidg Tou éykupou
eUpoug Kal To TEAIKG anpeio gival XaunAdTEPO aTTO TN XauNnASTEPN
pUBuIoN.

o 'Eleyxog avixveut: ENITYXHE (PASS). OAa Ta atroTeA€opaTa eAEyXOU
TOU QVIXVEUTA €ival ETTITUXN

H tmapouacia i ammoucia RNA SARS-CoV-2, ypiting A, ypiting B kai RSV
O¢ev uttopei va rpoadiopioTei. EmmavaAdBete Tnv e€€taon cuuewva Pe
™ Aladikaoia emavaAnTTikhg e€€Taong otnv Evotnra 16.2 Twv odnyiwv
xprong.

SARS-CoV-2: KANENA ANOTEAEZMA (NO RESULT)

Ipitn A: KANENA ANOTEAEZMA (NO RESULT)

Ipitin B: KANENA ANOTEAEZMA (NO RESULT)

RSV: KANENA AMOTEAEXZMA (NO RESULT)

SPC: KANENA AMNOTEAEZMA (NO RESULT)

‘EAeyxog avixveutri: AMIOTYXIA (FAIL)!. OAa A éva atré Ta
OTTOTEAEOPOTA TOU EAEYXOU QVIXVEUTH €ival QVETTITUXH

T®AAMA (ERROR)

TEdv 0 £Aeyx0g avixveuTA ATavV ETTITUXNG, TO OQAAPA TTpOoKaAEiTal aTrd TO OTI
TO O6pI0 PEYIOTNG TTiEoNG uTTEPPaivel To aTTodeKTO EUPOG, dEV TTPOCTEDNKE
Ociypa | atré aoToxia €EaPTANATOG TOU CUGTHAMATOG.

H 1mapouaia i ammouaia RNA SARS-CoV-2, ypiting A, ypiting B kai RSV
O¢ev utropei va TrpoadiopioTei. ETravaAaBere Tnv e€€Taon oclupwva ye

TN Aladikaoia eravaAnTiTikig e€€Taong otnv Evotnta 16.2 Twv odnyiwv
xpnong. H évdeign KANENA ANMOTEAEZMA (NO RESULT) utrodeikviel OTI
OUAAEXBNKav aveTrapkr) dedopéva. MNa TTapadelypa, o XEIPIoTAG SIEKOYE pIa
e€taon Trou BpIokoTavV o€ €CEAIEN.

SARS-CoV-2: KANENA ANOTEAEZMA (NO RESULT)

Ipitn A: KANENA ANOTEAEZMA (NO RESULT)

Ipitin B: KANENA AMNOTEAEZMA (NO RESULT)

RSV: KANENA AMOTEAEZMA (NO RESULT)

SPC: KANENA ANOTEAEZMA (NO RESULT)

‘EAeyxog avixveutn): A/l

KANENA AMOTEAEZMA
(NO RESULT)

Edv o SPC eivat apvntikdg Kot To amoTeEAEGILOTA Y10 OTOLOVONTOTE 0tO TOVG GTOYOVG ivart BETIKA, TOL OTOTELEGULATO. V1Ol
OAOVG TOVG 6TOYOVG BewpovvTaL £YKLPOL.

Edv povo o évag ukdg otdyog givat Oetikds ahrid mboavoroyeitor cuALoinmEn pe ToOAAUTA0VG 6TOYOVG, TO deiypa Ba mpémet
va emavegetdletan pe kamota GAAN, eykekpiévn and tov FDA 1 eéovciodotnuévn e€étacm, edv 1 cviloinmén Oo drlale
NV KAWVIKT OVTIHLETOMLON).

O TTivakag 2 mopovotdlet Tig Suvntikés ekfaoelg Tmv anotelecpdtov otav emdexdel o Tpdmog Aettovpyiog e&étaong Xpress
SARS-CoV-2 Flu plus.
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Mivakag 2. MBava amoreAéouara kai epunveia Tou Xpress SARS-CoV-2_Flu plus

ATrotéAeopa

Eppunveia

OETIKO A SARS-CoV-2
(SARS-CoV-2 POSITIVE

Aviyxvevetal RNA-016x0g Tou SARS-CoV-2.

To onpa Tou SARS-CoV-2 éxel Tiu Ct evidg Tou £yKupou eUpoug Kal
TENIKO onueio uwnASTEPO aTTO TNV EAAXIOTN PUBUIoN

SPC: A/l (NA) (dev 1oxUel), o SPC ayvoeital eTe1dn TTpaypatotroifnke n
gvioxuan Tou oTéxou yia Tov SARS-CoV-2

‘EAgyxog avixveutr: EMITYXHZ (PASS). OAa ta atmroteAéopata eAEyxou

TOU QVIXVEUTH €ival ETTITUXA

OETIKO yia ypitn A (Flu A
POSITIVE)

Avixveuetal RNA-0TOX0G TnG ypiTTng TUTTOU A.

To orjua yia Tov 16 TNG ypiTrng TUTTOU A €iTe yia Tov o1éxo RNA Tou A1
€ite yia Tov otoxo RNA Tou A2 A Ta Grjuata Kai yia Toug U0 oTOXoUG
RNA ¢xouv Ct evtdg Tou £yKupou €0poug Kal TEAIKG anueio TTavw aTrod Tn
pUBuIon oudou

SPC: A/l (NA). O SPC ayvoeital €TT€18) TTpaYUATOTTOINBNKE £vioxuon
Tou OTOXO0U Yyia ToV 16 TNG YPITING TUTTOU A.

‘EAeyxog avixveutr: EMITYXHZ (PASS). OAa ta atmroteAéopata eAEyxou

TOU QVIXVEUTA €ival ETTITUXT

OETIKO yia ypitrn B (Flu B
POSITIVE)

Aviyxveuetal RNA 1ng ypitng TUTTou B-oT1d)0U.

To onpa Tou 100 TNG ypitrng TUTTOU B €xe1 iun Ct evrdg Tou éykupou
€0pOUG Kal TEAIKO onueio upnAdTEPO aTrd TNV eAGXIOTN PUBUIoN
SPC: A/l (NA). O SPC ayvogeital €TT€Idr TTpAyPATOTIOINBNKE Evioxuon
Tou oTdyou yia Tov 16 TnG ypiTTng TUTTOU B.

‘EAeyxog avixveuT: EMITYXHZ (PASS). OAa Ta amroteAéopaTa EAEyXOU

TOU QVIXVEUTA gival eMITUXA

APNHTIKO yia SARS-
CoV-2.APNHTIKO yia
ypitrn TUrou A. APNHTIKO
yia ypitrn 100U B.

Aev avixveuetal RNA-016x0¢6 Tou 10U SARS-CoV-2, dev aviyxveuetal RNA-
OTOXOG TOU 10U ypiTTnG TUTTOU A, dev avixveuetal RNA-aT16X0G Tou 10U ypiTing
TUTTOU B.

Aev avixveuetal RNA-o1dx0G Tou SARS-CoV-2, Tou 100 ypiTIng TUTTOU A
Kal Tou 10U ypiTtrng TUTTOU B

SPC: EMITYXIA (PASS). O SPC £xe1 Ct evtdg Tou €yKupou eUpoug Kal
TENIKO onueio TTavw atod TNV eAdYIoTN pUBUIoN

‘EAeyxog avixveutr: EMITYXHZ (PASS). OAa ta atmroteAéoparta eAEyxou
TOU QVIXVEUTH €ival eTTITUXA

MH ErKYPO (INVALID)

O SPC d¢gv Anpoi Ta KpITAPIO aTTod0XNG KAl BV avixveUovTal OAol
ol aTéxol. EavaAaBere Tnv e€€Taon olpgwva pe Tn Aladikaoia
€TmavaAnTITIKnG e&€Taong otnv Evérnrta 16.2 Twv odnyiwv xpAong.

SPC: AMOTYXIA (FAIL). Ta onpata Tou SPC kai Tou SARS-CoV-2, Tng
ypiTTng A kai Tng ypitrng B dev €xouv Ct evidg Tou éykupou eUPOUG Kal TO
TeAIKO anpeio gival xaunAdTEPO aTTO TN XaUNAGTEPN PUBUION.

‘EAeyxog avixveutr: EMITYXHZ (PASS). OAa 1a atmroteAéopata eAEyxou
TOU QVIXVEUTA gival EMITUXA
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ATtrotéAeopua

Epunveia

®AAMA (ERROR)

H 1mapouacia i ammoucia RNA SARS-CoV-2, ypitrng TUTTou A Kai ypiTing
TUTTOU B 8¢V ptopei va rpoadiopioTei. ETTavaAdBete Tnv e€étaon cuppwva
pe TN Aladikaoia eTavaAnTITIKAG e€€Taong oTnv EvotnTa 16.2 Twv 0dnyiwv
Xpnong.

SARS-CoV-2: KANENA AMOTEAEZMA (NO RESULT)

Ipitrn A: KANENA AMOTEAEZMA (NO RESULT)

Ipitrn B: KANENA ANMOTEAEZMA (NO RESULT)

SPC: KANENA ANOTEAEZMA (NO RESULT)

‘EAeyxog avixveutri: AMTOTYXIA (FAIL)!. OAa 1 éva a1ré Ta
OTTOTEAEOPOTA TOU EAEYXOU QVIXVEUTH €ival QVETTITUXN

TEQv 0 éAeyX0G QVIXVEUTH ATAV ETTITUXNAG, TO OQAAPA TIPOKAAEITAI ATTO TO
611 70 6pI0 PEYIOTNG TTiEONG UTTEPPBaivEl TO aTTOdEKTO £UPOG, dEV TTPOOTEBNKE
Ociypa | atré aoToxia e§aPTANATOG TOU CUCTHHATOG.

KANENA AMOTEAEZMA
(NO RESULT)

H 1mapouacia i ammoucia RNA SARS-CoV-2, ypitrng TUtToU A Kai ypiTing
TUTTOU B &¢v ptropei va rpoadiopioTei. ETTavaAdBerte Tnv e€étaon cuppwva
pe Tn Aladikaaia eravaAnTimikAg e€étaong otnv Evotnta 16.2 Twv 0dnylwv
xpriong. H évoeitn KANENA AMOTEAEZMA (NO RESULT) umrodeikvUel 6Ti
OUMéXBNKav aveTtapkn dedopéva. Ma Tapddeiyua, o XEIPIOTAG dIEKOYE JIa
eC€Taan Tou BpiokoTav oe eCENIEN.

SARS-CoV-2: KANENA AMOTEAEZMA (NO RESULT)

Ipitn A: KANENA ANOTEAEZMA (NO RESULT)

Ipitin B: KANENA ANOTEAEZMA (NO RESULT)

SPC: KANENA ANMOTEAEZMA (NO RESULT)

‘EAeyxog avixveutn): A/l

Eév o SPC givar apvnticds Kot To 0moTeEAEGILOTO Y10, OTOLOVONTOTE OO TOVG GTOXOVGS Etval OETIKA, To AmOTEAEGLOTO Y10

OAOVG TOVG GTOYOVG BemPOovVTAL EYKVPAL.

Edv pévo o évag tkdc otoyog eivan Oetikds aArd mbavoroyeital GLALOIL®OEN pe ToALATAOVG 6TOYOLGE, TO delypa Oo Tpémet

vo emaveEetaleTon pe kKamowo GAAn, eykekpipuévn amd tov FDA 1 eovoiodotnuévn e&étaom, €dv n cvAhoipmén Oo dArale

TV KAVIKY OVTYETOTLOT).

O ITivaxag 3 mapovcialet tig SvvnTikésg ekfacels Tov amoteheopdtmv otav emdeydel o Tpdmog Aettovpyiog e&étaong Xpress

SARS-CoV-2 plus.
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Mivakag 3. MBavd amoteAéopara kail eppnveia Tou Xpress SARS-CoV-2_plus

ATrotéAeopa Eppunveia

Aviyxvevetal RNA-016x0g Tou SARS-CoV-2.

e To onua Tou SARS-CoV-2 £xel Tiur) Ct evidg Tou €ykupou eUPOUg Kal

OETIKO IIA SARS-CoV-2 TENIKO onueio uwnASTEPO aTTO TNV EAAXIOTN PUBUIoN

(SARS-CoV-2 POSITIVE e SPC: A/l (NA) (d¢ev 1oxUer), o SPC ayvogital €Tre1dA TTpayuaToTroifonke n
gvioxuan Tou oTéxou yia Tov SARS-CoV-2

o ’‘EAeyxog avixveut: EMITYXHZ (PASS). OAa ta atroteAéouata eAEyXou
TOU QVIXVEUTH €ival ETTITUXA

Aev avixvetetal RNA-o16x0G Tou SARS-CoV-2.

APNHTIKO A SARS- e Agv aviyvetetal RNA-o1oxog Tou SARS-CoV-2
CoV-2 (SARS-CoV-2 e SPC: ENITYXIA (PASS). O SPC €xe1 Ct evtdg Tou €yKupou eUpoug Kal
NEGATIVE) TENIKO onueio Tavw atrd Tnv eAAXIoTn pUBuIon

o 'EAeyxog avixveuTn: ENITYXHE (PASS). OAa Ta atroTeAéopaTa eAEyXOU
TOU QVIXVEUTA €ival ETTITUX

O SPC d¢v Anpoi Ta KpITrApIa attodoxnG Kal dev avixveuetal SARS-CoV-2.
EmavaAdBete Tnv €€€Taon cuugwva pe mn Aladikagia eTTavaAnTITIKAG
e€€taong atnv Evotnra 16.2 Twv odnyiwv Xprnong.

MH EFKYPO (INVALID) e SPC: AMNOTYXIA (FAIL). Ta ofjuata Tou SPC kail Tou SARS-CoV-2
Oev éyxouv Ct evtdg Tou €yKupou eUpoUG Kal TO TEAIKO anpeio gival
XOMNAGTEPO aTTO TN XauUNAGTEPN PUBUICN

o 'EAeyxog avixveuT: ENITYXHZ (PASS). OAa Ta amroTeAéopaTa EAEyXOU
TOU QVIXVEUTA gival eTITUXA

H mrapouaia ) n amrouaia RNA tou SARS-CoV-2 dev utropei va
mpoadiopioTei. ETravaAdBerte Tnv e€étaon cuppwva pe Tn Aiadikacia
emavaAnTTikng €€Taong otnv Evérnrta 16.2 Twv odnyiwv xpAong.

e SPC: KANENA ANOTEAEZMA (NO RESULT)
ZOAAMA (ERROR) e ‘Eheyxog avixveut: AMIOTYXIA (FAIL)!. OAa 1} éva amd Ta
ATTOTEAEOUATA TOU EAEYXOU QVIXVEUTH €ival QVETTITUXN

TEdv 0 £é\eyX0G QVIXVEUTH ATAV ETTITUXNAG, TO OQAAUA TTPOKAAEITAI ATIO TO
0TI TO OpIo PEYIOTNG TTiEONG UTTEPPaiVEl TO OTTOOEKTO £UPOG, BeV TTPOCTEBNKE
dciypa f a1Té aoToXia €EAPTHHATOG TOU GUCTHUATOG.

H mrapouacia i n ammoucia RNA tou SARS-CoV-2 dev utopei va
mpoadiopiaTei. ETavaidBerte Tnv e€étaon olpewva pe Tn Aladikacia
E€MAvVOANTITIKAG €¢€Taong aTnv Evotnta 16.2 Twv 0dnyiwv xprong.

H évdeign KANENA AMOTEAEZMA (NO RESULT) utrodelkvUel 0TI
KANENA AMNOTEAEZMA OUMEXBNKav aveTrapkr dedopéva. TMa Tapadelyua, o XEIPIOTAG SIEKOYE [id
(NO RESULT) e¢éTaon tou BpiokoTav og eCENIEN.

o SARS-CoV-2: KANENA ANOTEAEZMA (NO RESULT)
e SPC: KANENA ANMOTEAEZMA (NO RESULT)
e 'EAeyxog avixveuTn: A/l

H e&éraon Xpert Xpress CoV-2/FIu/RSV plus pnopei va ektedeotel yio v aviyvevon tov SARS-CoV-2, g ypinng kot
tov RSV emréyovtag Xpress SARS-CoV-2 Flu RSV plus and to pevod Emhoyn e&éraong (Select Test), tov SARS-
CoV-2 kot g ypinng pévo emdéyovrag Xpress SARS-CoV-2 Flu plus 7} tov SARS-CoV-2 pévo emréyovrag Xpress
SARS-CoV-2_plus. O tpémog Aettovpyiog e&éraong Xpress SARS-CoV-2_ plus meptlappdvet pua Asrtovpyio Tpdmpov
TEPLOTIONOV TOV Tpoadiopiopol (Early Assay Termination, EAT) mov 0o mapéyetl mo cvuvtopo xpdvo péypt m Afymn tov
OTOTEAECUAT®V O detypata pe VYNAO Titho €dv 10 oNpa ard 10 VoukAEKd 0&V-6tdY0 Tov SARS-CoV-2 @tdcel o€ éva
npokadopiopévo 6pio mpwv amd TV oAoKApoon kol TV 45 kikAwov PCR. Otav ot tithot tov SARS-CoV-2 givor apketd
vynioi mote va Eekvnoet  Aettovpyio. EAT, ) kopmdvAn evioyvong SPC pumopei v un gaiveton Kot to. omoTeAEGUOTA TG
UTopEl VoL UV avapEPoVTaL.
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16 ETravegeTaoeig

16.1 Adyol yia Tnv eTTavdAnyn Tng £§€Taong

Ed&v mopovoilactel 0mol0dmote ond To OmoTEAEGOTO TG EEETACTIG TOL AVOPEPOVTOL TUPAUKATO, EXOVOAAPETE TV e&étaon
pio eopd cHhpe@va pe TG 0dnyieg ot evotnta Evotnra 16.2, Awadwacio eraveéétaong.

e 'Evo orotéleocpa MH EFTKYPO (INVALID) vrodeikvoet 6t o paptopag SPC amétuye. To deiypa dev vropAndnke oe
owotn eneéepyaocia, N PCR avestdin 1} To deiypa dev cuAAEYONKE COOTA.

o ’'Eva anotéheopa ERROR (Z®AAMA) pnopei vo opeiletat, peta&d GAAmv, og amotuyio paptopo eREYXOL aviyvevT,
aotoyio eEUPTALOTOG TOV GLGTNUATOC, GE U TPOGHNKN detyllatog 1 6 VAEPPAON TOV HEYIGTOV OplmV Tieomg.

e H évdeitn KANENA AMOTEAEZMA (NO RESULT) vrodeticviel 6t cuAAExOnkay averopkn dedopéva. To
TOPASELY L0, OVETLTUXNG SOKILAGIO AKEPALOTNTOG TG VGLYYOS, O XEPLOTNG StEkoyE Lo e&étaon mov BplokdTay oe
e€EMEN 1 TOPOVGIAGTNKE SLOKOTY| TPOPOSOGLOG.

Edv évag e&otepikdg paptupog dev amoddoet Omg avapévetat, eEnavaidfete v e&étaon Tov e£@TepPLKoD HApTLPO 17/KaL
EMKOVMOVNOTE LE TO TUHHA TEXVIKNG Voothpéng g Cepheid yio fondeta.

16.2 Aladikaoia eTTavaAnTrTiIKAG e§éTraong

TNa v enove&étaon evog anpoadiopiotov amoteréopotog [MH EFKYPO (INVALID), KANENA ANMOTEAEXMA (NO
RESULT) 1 ZOAAMA (ERROR)], ypnowomomote pia véo gootyya.

XpNOOTOMOTE TO SElYLLO TTOV ATOUEVEL OO TO OPYLKO COAVAPLO TOL HEGOV LETAPOPAG OEYLATOG 1] EVa VEO COANVAPLO
e€mTeptcoy paptopa.

1. ®opéorte éva kabapod Cevydpt yavtia. [Tapte pa véa ootyya Xpert Xpress CoV-2/Flu/RSV plus kot o véo miméta
LETAPOPEC.

2. E\éy&re 011 10 00OANVAPLO HETOPOPAG OELYHATOG 1] TO COANVAPLO EEOTEPIKOD pApTLPO EIVOL KAELDTO.

3. Avopeifte 1o delypa avacTpEQOVTOG YPIYOP TO COANVAPLO TOV HEGOV LETAPOPAS SELYILOTOG 1) TO COANVAPLO
e&mtepcod paptupa 5 eopéc. Avoi&te To TN 6TO COANVAPLO UETAPOPES SELYILOTOG 1) 6TO COANVAPLO EOTEPLKOD
péptopa.

4. Avoi&te 10 KOTAKL TNG QUGLYYOG.

5. Xpnowonoidvrog po kobapn miméta petapopds (tapéxetar), Letapépete To detypa (pio Aym) otov Bdkapo deiypotog
LLE TO HEYGAO GVOLYLO OTT PUGLYYO.

6. Kleiote o kamdkt tng Quotyyas.

17 MNepropiopoi

o H amddoon g e&éraong Xpert Xpress CoV-2/FIu/RSV plus éyel kabopiotei povo o deiypato prvopopuyytkol Kot
pdcbiov pvikov emypiopatog. H yprion g e&étaong Xpert Xpress CoV-2/Flu/RSV plus pe dAlovg tomoug detypdtov
dev €xel a&lodoynOel Kat Ta YopUKINPLOTIKG arnddoong eivatl dyvmoTa.

o H amddoom avtng g e&étaong kabopiotnke pe Pdon v a&lohdynon evog Teplopioévon aplipol KAvikav
detypdrov. H khvikn amoddoon dev €xetl kabopiotel oe OAES TIG KUKAOPOPOVGES TAPAALAYEG, OAAL OVAUEVETOL VAL
€VOL VTITPOCOTEVTIKY] TV KLPIOPY®V TOPOALOYDV 6TV KUKAOQOpio KoTd ToV Xpdvo Kot Trv Tomobesio g
KAk g a&oddynone. H amddoon tov ypdvov mpaypatonoinons g eEétaong umopei va S1apépet ovaioyo LLe Tig
KUKAOQOPOVGEG TaPOALAYES, cuuTePAaLBOvOLEVEV veoeuPavilopevey otelexdv SARS-CoV-2 Kkat Tov eXUTOAAGILOV
TOVG, Ta ool aAAGlovV pe TNV TAPOSO TOV YPOVOUL.

o H amddoom avtol Tov TEXVOLOYIKOD TPoidvTog dev £xel a&lohoyndel e TAnBvoud mov €xel epPforactel Evovt Tng
COVID-19.

o Onwg 1oyvel pe 0mo10dNTOTE LOPLOKT EEETAGT), Ol LETUAMAEELS EVTOC TMV TTEPLOYDV-GTOX®V TG e&étacng Xpert Xpress
CoV-2/FIu/RSV plus Bo pmopovcav vo eXnpedoovy t SEGHEVGN TOV EKKIVITH 17/KOL TOV OVIXVEVLTY), L€ OTOTELEGHLOL
adLVapia OVIXVELOTG TG TOPOLGING TOL 10V 1| AYOTEPO TPOPAEYIUN AViXVELGT) TOV 10V.

Avt 1 e&étaom dev pmopel vo anokieicel vOGoug mov pokarovvtal amd GALe Baktnplakd 1| ukd taboydva.
H anddoon avtig g e€€taons emtkupddnke e xpron TV S1adKacIHV TOL TOPEXOVTOL GE AVTO TO £VOETO GUOKEVAGING
pnévo. Tpomomomoels oe avTég Tig dladtkaoies evogyetarl va petafdiovy v anddoon g eE€Taonc.

o  Mmnopsi vo mpokAnBovv ecpaipéva anoteléopata eEETAcEMV AOY® OKATAAANANG GLALOYNG OELYUAT®V, U THPNON
NG GUVICTOUEVNG SL0SIKAGI0G GLAAOYNG, XEPLGHOV Kot amoBnKevong SelyLatog, TEXVIKOD GRAALOTOG 1] AVAUEIENS
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detypdrov. Etvon anapaitntn n avotnp mpnon t@v odnyumv autol Tov EVOETOL Yo TV AmoTPOT| ESOUALEVMV
OTOTEAECULATMV.

o  Yeudmg apynTikd omoTeLEGHLOTO PLTOPEL VO TPOKDYOVV EGV VILAPYEL 10G GE EMMESA KAT® OO TO AVOALTIKO Oplo
aviyvevonc.

o Ta apyntikd amoteléopota dev anokieiovy Aoipwén ond tov SARS-CoV-2, tov 16 g ypinng 1 tov RSV ko dev Ba
TPETEL VOL YPT|CLLOTOLOVVTOL MG ATOKAEISTIKN Pdom Yo T Bepomeia 1 yio GAAES anopdoels dioyeipiong Tov acbevovg.

o Ta anoteréoparta and v e&étaon Xpert Xpress CoV-2/Flu/RSV plus Oa mpémet va cvoyetiovtat pe to kKhvikd
OTOPIKO, TO. EMONUOAOYIKA dedopéva kot GAAo dedopéva TTov Exel 6T JLABECT] TOV 0 KAVIKOG 10TPAG YiaL TV
a&tordynon tov achevoig.

e To ukd voukAeikd 0&0 pmopel va mapapeivet in vivo, ave&dptnta amd T LOAVCUATIKOTNTA TOL 10V. H aviyvevon Tov
GTOYOV N TV GTOYWOV TNG AVOALOUEVNG 0VGLOG dEV VTOdNADVEL OTL 0 AvTioTOYOG 160G Etval Aotoydvoc i) 0Tt ivat ot
O1TI0A0YIKOT TAPEyOVTES Y100 KAMVIKO GUUTTMLLOTOL.

Avt 1 g&étaon €xel a&loloynOet yia xpnomn Hovo pe avlp®dTvo LAIKO SelyaToc.

Avt n e&€taon elvot o TotoTikn eEETOON Kot OEV TOPEYEL TNV TOGOTIKT| TUUT] TOV OVIXVEVUEVOD LIKPOOPYOAVIGHOD TTOV
VIApPYEL.

Avt n e&€taom dev Exet a&oloynel yio acBeveic ympic onpeio Kot COUTTOUOTO AOTHOENG TG OVOTVEVGTIKNG 0300.
Avt n e&étaom dev €xetl a&loloynBel yia TNV mapakorovdnon g Oepameiog g Aoipwéng.

Avt n e&€taom dev Exet a&oroynOel yio TpocupmTopATIKO £AeYXO (Screening) aiploTog 1) TPOIOVTOV aiptaTog Yo Ty
napovsio SARS-CoV-2, ypinng 1j RSV.

e H enidpaon mopepfarropevov ovotmv éxet aloroyndei povo yio Tig ovcieg Tov avaeépovtal oty entonuaven. H
ToPEUPOAT 0O 0VOIES SLUPOPETIKEG OO AVTEG TOV TEPLYPAPOVTOL LTOPEL VOL 00N YNGEL G EGPOAUEVO. ATOTELEGUATAL.

o To amoteréopata amd avalvTIKEG LEAETEG e TEXVNTE delypota CLALOUOEEDMV KATESEIENY EVOEXOLEVO AVTOYMVIGTIKNG
napepPorng Tov o ypinng B 11 RSV A og yapniéc ovykevipdoeig (~3X LoD) dtav 1 cuykévipoon tov 100
ypinng A eivan >1,7e5 RNA avtiypaeoa/ml 1| 1,7e6 RNA avtiypaeo/ml, avtictorya. Emmiéov, vdpyet evdeydpevo
AVTAYOVIOTIKNAG TopeRPOANS Tov 100 ypinng B o yaunin cvykévipoon (~3X LoD) 6tav n cuykévipmon tov SARS-
CoV-2 givar >1e5 RNA avtiypopa/ml.

e H dwactavpodpevn avtidpacTikOTNTO LE KPOOPYOUVIGUOVS TNG OVOTVEVGTIKNG 0000, EKTOG 0l £KEIVOLG TOL
TEPLYPAPOVTAL GTO TAPAIV, UTOPEL VAL 0ONYNOEL GE EGPUAUEVO ATOTEAEGLLOTA.

e H mpdopatn éxbeon tov acbevoig oto FluMist® 1 oe dAho epPdha ypinng pe (bvteg sEuc0evnpévong 100¢ pmopei vo
TpokaAEsEL avakplPn OeTikd anotelécpaTa.

e To Zicam c¢ cuykévipoon 15% (w/v) umopei va mopepdiletot otnyv aviyvevon youniov exédwny ypinng B kot RSV
A.

o Koabdg n e&étaon Xpert Xpress CoV-2/Flu/RSV plus dev diapopomnotiei ta yovidwa-otdyovg N2, RARP kot E, n mopovcio
L@V KOPOVOIDY TNG KLTTUPIKNG oe1pdc B, Yévoug Betacoronavirus, copmepirappoavopévov tov SARS-CoV, uropet
Vo TPOKOAEGOVV YeLdds BeTikd amotédespa. Kavévas amd antolg Toug GAAOVS Kopwvoiolg dev eival yvootd va
KUKAOQOpEL eml TOL TOPOVTOG GTOV AVOPOTIVO TANOVGUO.

e Avuti 1 e&étaom dev mpoopiletal yio T dapopomoinon Twv vroouddmv Tov RSV, tov vrotinmv g ypinng A 1 tov
KUTTOPIKAV GEPOV TG yYpinng B. Edv arotteitot d10popomoinomn cuykekpévmy DToTOToV Kot oTeAeydv Tov RSV 1 g
ypimng, amantovvtot TpOcheTes eEETAGELS, GE GUVEVVONOT LE TIG KPUTIKEG 1] TOTIKEG LANPESiES dNUOCLOG VYEinG.

e H ambdoom dev £xel kabopiotel pe péoa mov mepiEyovy Belokvavikd yovavidivio (GTC) extog amd eNAT.

18 XapakTnpIoTIKA atrédoong

18.1 KAIvikj agloAéynon

H anddoon g e&étaong Xpert Xpress CoV-2/FIu/RSV plus a&oloynOnke pe m xprion opyeofetpuévev KAvikov
detypbrov pvoeapuyyikav (PD) emypiopdrov kot pvikov entypiopdtov (PE) o péoo petapopds v 1 H€co pHetapopds
vevikng ypnons. Ta apyeroBemuéva delypoto emhéyOnkav dtadoykd e Baon Ty nuepopnvia Kot To ToOAULOTEPH YVOOTO
OTOTEAEG LA AVOAVOLEVNC OVGTOG. ZuvoAKa e€etdotnray 279 delypata PO emypiopdrov kot 239 deiypata PE pe 1o Xpert
Xpress CoV-2/Flu/RSV plus napdiinia pe pa eEétaon SARS-CoV-2 RT-PCR pe onpavon CE kan v e€étaom ypinng/
RSV RT-PCR pe onpovon CE, pe toyatomompévo Kot Toid Tpomo.

H 0etuc mocootwoia cvppovia (Positive Percent Agreement, PPA), n apvntiki mocootioio cuppwvia (Negative Percent
Agreement, NPA) Kot T0 T0606TO ampocdlopioT®Y OnOTEAEGUATOV TPOGIOPIGTNKAV LE T1 GUYKPION TOV OTOTEAEGUATOV
g e&étaong Xpert Xpress CoV-2/Flu/RSV plus og oyéon pe 1o anoteléoparta pog e&étaong SARS-CoV-2 RT-PCR pe
onuavon CE yia tov 616%0 T00 SARS-CoV-2 kot pog e&étaong RT-PCR pe onjpavon CE yia tovg atdyovg g ypinng
Tomov A, g ypinng tomov B kar tov RSV, avtictoya.
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INa detypata PO emypiopdrov, n e&étaon Xpert Xpress CoV-2/Flu/RSV plus kotédei&e PPA kot NPA 100,0% wou 100,0%
v Tov SARS-CoV-2, avtictoya, 100,0% kot 100,0% yo ypinn tomov A, avtictoya, 100,0% xor 100,0% yo ypinn tomov
B, avtictoya, 100,0% xoat 100,0% ywa RSV, avtictoya (Ilivakag 4). To apyikd 1060616 AmpocdlopioTOV AMOTEAECUATOV
v v e&étaon Xpert Xpress CoV-2/FIu/RSV plus ntav 0,7% (2/279). Me v enavoinnrtikn e&étaon, kot ta 0o (2)
delypara anédwoav Eykupa anoteréopata. To TeMKO T0G0GTO OMPOGIOPIGT®V AMOTEAEGUATMV Yo TV e&€taon Xpert
Xpress CoV-2/FIu/RSV plus tav 0,0% (0/279).

Mivakag 4. Xpert Xpress CoV-2/FIu/RSV plusAtroteAéoparta
amroédoong pe Tn XpRon deiypdrwyv PO emixpiopdrwv

. Api10uog PPA NPA
ZTOX0S | seyparwv| A | YO | AA | WA (95% Cl) (95% Cl)
100,0% 100,0%
SARS-CoV-2 | 279 66 | O | 2131 0 ' (945%-100,0%) | (98,2%-100,0%)
) 100,0% 100,0%
Feimm A 264 51 0 |213] 0 (93,0% - 100,0%) (98,2% - 100,0%)
) 100,0% 100,0%
Fpimn B 264 46 | 0 12181 0 1 9530-100,0%) | (98,3%- 100,0%)
100,0% 100,0%
RSV 264 Aar 0 217 0 92 4% - 100,0%) | (98,3% - 100,0%)
AQ©: AANBWG BeTIKG. WO: Weudwg BeTikd. AA: AAnBwg apvnTtikd. WA: Weudwg apvnrikd. Cl: Aidotnua
eUTTIoTOOUVNG

INa detypota PE, n e&étaon Xpert Xpress CoV-2/Flu/RSV plus kotédei&e PPA kot NPA 100,0% o 100,0% yio tov SARS-
CoV-2, avtictoya, 100,0% kot 99,5% yio ypinn tomov A, avtictoa, 100,0% kot 100,0% yia ypinn tomov B, avtictoya,
100,0% Ko 100,0% yio RSV, avtictoyo (ITivakag 5). To apyid T0606T6 amposdiopioT®v anoTEAEGUATOV Yo TV e&€Taom
Xpert Xpress CoV-2/FIuw/RSV plus itav 1,3% (3/240). Avo (2) and o tpia (3) deiypoto Edwoav £yKupo, anoTEAEGHATO
petd v enave&étaon. ‘Eva deiypo dev enaveéetdotnke Aoym avenopkovs 6ykov. To 1elkd ToG00TO AmpocdopioT®V
amoteleopdTov yio v e&étaon Xpert Xpress CoV-2/FIu/RSV plus fitav 0,4% (1/240).

Mivakag 5. ATroreAéopata amédoong Xpert Xpress CoV-2/FIu/RSV plus pe Tn xpRon deiypdtwyv PE

. Ap1Bpog PPA NPA
ZTOX0S | seyparwv| AO | WO | AA | FA (95% Cl) (95% Cl)
100,0% 100,0%
SARS-CoV-2 239 47 0 192 0 (92,4% - 100,0%) (98,0% - 100,0%)
. 100,0% 99,5%
Fpitn A 239 a8 T 9T 0 926%-100,0%) (97,1% - 99,9%)
. 100,0% 100,0%
Fpimmn B 239 48 1 0 19T 0 926%-100,0%) | (98,0%- 100,0%)
100,0% 100,0%
RSV 239 AT 10 11921 0 99 49 -100,0%) | (98,0% - 100,0%)
AO: AAnBwG BeTikG. WO: Weudwg BeTikd. AA: AAnBwg apvnTikd. WA: Weudwg apvnTikd. Cl: Aidotnua
eyTTIoTOOUVNG

18.2 AvaAuTiki gvaioBnoia (Oplo avixveuong)

H avoivtikn ewdwotnra g e&étaong Xpert Xpress CoV-2/FIW/RSV plus extyunBnke apyicd pe tn xpron dvo toptidov
avtdpaotnpiov pe TNV eEETOON TEPLOPLOTIKMV OPULDGEMV TOV ENTA 1OV ToL ovarvevotikod (NATtrol SARS-CoV-2,
ypinn tomov A H1, ypian tomov A H3, ypinn tomov B kuttopikic oepds Victoria, ypinn tomov B xuttapikig oepdg
Yamagata, RSV A kot RSV B) og vootpopa cvykevipopévov apvntikod kKivikod PO enyypicpatog, coupova pe Tig
odnyieg tov eyypagov EP17-A2 tov Ivotitovtov Khvikdv kot Epyactprakdv Ipotdnmv (CLSI). Ot ektipudpeveg Tipég
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LoD, 6mw¢ mpocdiopiotnkay and tnv avaivon ypokng taivdpouneong Probit eroinfevtnkav pe tn yprion dvo naptidwv
tov avtdpaotnpiov Xpert Xpress CoV-2/Flu/RSV plus. Ot emainOevpéveg Tipég LoD yia tovg 1006 mov €etdotnav
ocuvvoyifovton otov [ivaxag 6.

Mivakag 6. Xpert Xpress CoV-2/FIu/RSV plusOpio avixveuong

liké oTéAeXOG Tuykévipwon LoD
SARS-CoV-2 (USA-WA1/2020) 138 avriypaga/ml
["pitrn T0TTOU A/Idaho/07/2018 0,007 TCIDsp/ml
"pitrn TUTTOU A/Hong Kong/45/2019 0,44 FFU/mI
I"pitrn TUTTOU B/Washington/2/2019 12,9 CEID5o/ml
"pitrn TUTTOU B/Wisconsin/10/2016 2,4 TCID5gp/ml
RSV A/2/Australia/61 0,33 TCIDsp/ml
RSV B/9320/MA/77 0,37 TCIDsp/ml

18.3 AVaAUTIKA avTISPAOCTIKOTNTA (IKAVOTNTA AViIXVEUONS HIKPOOPYAVIOHOU-
oTo)0U)

H ovumepinyiudmra tov Xpert Xpress CoV-2/Flu/RSV plus a&ohoynbnke otig 27 Zentepufpiov 2021 pe ) gpnon
in silico avalvong TV AUTAKOVI®V TOV TPOGdloptopol oe oyéon Le Tig 2.685.478 aliniovyieg tov SARS-CoV-2 mov
SwatiBevton ot Paon dedopévav yovidimv GISAID yia tovg tpetg otdyovg, E, N2 kot RARP.

T v avdivon tov otdyov E, 3.818 ariniovyies amordeiomray Ady® acapdv VOUKAEOTIOI®V, OV LEl®GAY TO GHVOLO
oT1G 2.681.660 aiiniovyiec. And 115 2.681.660 ariniovyieg GISAID, yia 2.667.594 (99,48%) vmpye axpifng avtictoyio
pe to apmicovio-otoyo E SARS-CoV-2 E mov dnpovpyndnke oty e&étaon Xpert Xpress CoV-2/Flu/RSV plus.
Hoapatnpnnkav avavtictoryieg evog voukAieotidiov yio 13.990 adiniovyieg kot dV0 N TEPIGTOTEPES AVAVTIGTOLYIES Yo 76
aAlnAovyies. Ao Tig 76 aAAniovyies Le dV0 N TEPIOGOTEPES OVAVTIOTOLYIES, 43 aAAnhovyies meptelyav 2 1| 3 avavtiototyieg
oTNV TEPLOYN TOL TPOGHoL ekkivnTy, Hia oAAniovyia mepieiye 3 avavTioToLyieg OTNV TEPLOYT TOL OVAGTPOPOL EKKIVITH,
evo pio aAAniovyia mepielye 2 avavtiototyieg 6TV TEPLOYN TOL TPOGHIOL EKKIVITA KOl 2 OVAVTIOTOLXIEG OTNV TTEPLOYN

TOV OVAGTPOPOV EKKIVNTH. AVTEC Ol SITALG KOl OL TPITAEG avavTioTotyies Oo umopodoay va Exovv apvnTiKy enidpacn TNV
63001 TOV TPOGHOPIGUOD.

T v avédvon tov otdyov N2, 4.110 aAiniovyieg amorieiotnkay Ady® acapdv VOUKAEOTO®V, OV HeldGOV TO
GLVOAMKO aplBpd mov ypnooromdnke otnv a&loddynon otig 2.681.368 aAiniovyies. Amo 115 2.681.368 aiiniovyieg
GISAID, yw 115 2.608.487 (97,3%) vmipye axpiPng avtiotoyia e to apmiikdvio-otoéyo N2 tov SARS-CoV-2 mov
dnpovpynnke oty e&étaon Xpert Xpress CoV-2/FIu/RSV plus. Mapatnpnnkav avavtiototyieg vog voukAeoTidion

v, 70.212 ariniovyiec. apatpnOniav avaviictoryieg 600 1 TPV voukieoTdimv yia 2.669 ariniovyiec. Amd tig 31
aAAnAovyieg e tpetg Béoeic Taporlaydv, 5 aAiniovyies £xovv 600 amd To EGPUAUEVO AVTIGTOLYIGHEVO VOUKAEOTIOW OTIV
TEPLOYN TOV TPOGHI0VL EKKIVITI KOL 5 ad Tig ahAndovyies £xouvv 300 and To EGPAAUEVO AVTIGTOLYIGUEVO, VOUKAEOTIO OTIV
TEPLOYN TOV AVAGTPOPOL EKKIVITY. AVTEG 01 SUTAES ovavTIoTolyieg o LTOPOVGaY VoL EYOVV EMIOPACT GTNV TPOGIEST) GTOV
mp6cbo N avaotpoo ekkivnt. Kapia and tig e avovtiotoyyieg dev avapéveTol vo €(0VV apyNTIKY ETPOOT OTHV
63001 TOV TPOGHOPIGUOD.

To RARP evioyvetar pie T xp1on evOc NU-ELOOAEACHEVOL GET EKKIVIITAOV/aVYVELTOY. MOVO TO £6MTEPIKO OUTAIKOVIO
yxpnoponoteiton yw in silico avdivon. ['a mv avéivon tov otdyov RARP, 1.374 adinlovyies amokieioTnKay AOY® acap®V
VOUKAEOTI3IMV, TOL peiwoav To cHVoAo otig 2.684.104 aAinAiovyies. Ao 115 2.684.104 aAiniovyieg GISAID, vy Tig
2.657.136 (99,0%) vrnpye axppng avtictoryio pe o apmitkévio-otdxo RARP tov SARS-CoV-2 mov dnpiovpyndnke otnv
e&éraon Xpert Xpress CoV-2/FIu/RSV plus. IlopatmpnOnkav ovavtiotoyieg evog vovkieotidiov yio 26.864 aiiniovyieg
Kot dVO M TEPLGGOTEPES AVAVTIGTOLYIEG Yo 77 aAAnAovyies. Abo aAlniovyieg £xovv 5 avavtictoryies, Tpelg Bpiokovtan

GTNV TEPLOYN TOV AVLXVELTH KOl JVO GTNV TEPLOYN TOL AVAGTPOPOL EKKVNTH. 20 adiniovyieg Exovv dVO avavTioTolyies
VOUKAEOTISIMV GTNV TEPLOYT| TOV TPOGHIOL EKKIVITY 1] TOL aViVeLTH. AVTEG Ol avavTicTotyies 0o umopodoay va Exovv
emidpaon oty TPOGOEST GTOV EKKIVNTA 1 6TOV TPdchio 1 avasTpogo ekkvnth. Kapio and Tic dAleg avavtioTtotyieg dev
OVOUEVETOL VO £X0VV OPVNTIKN ENLOPACT 6TV aTdS0GT TOV TPOGIIOPLIGLLOV.

Ext6g and v in silico avaAvon Tmv eKKvnTOV Kot TV ovixveutdv Tov SARS-CoV-2 écov agopd T cupmepAnyipodta,
N ovpmrepAnyindta g e€étoong Xpert Xpress CoV-2/Flu/RSV plus a&oloyndnke pe epyastnplokés eE€TUoELG
évavtt ToAAaTA®V oteleydv SARS-CoV-2, tov 100 g ypinng A HIN1 (emoyikn mpo tov 2009), Tov 100 g ypinng A
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HINT (mavénpio 2009), tov 100 g ypinng A H3N2 (emoyucn), Tov 100 ¢ ypinng tov mtmvav A (HSN1, HSN2, HO6N2,
H7N2, H7N3, H2N2, H7N9 ka1 HIN2), tov 100 ¢ ypinng B (mov avtimpocmnevel oTtehéyn 1060 0md TIG KLTTAPIKES
oelpéc Victoria ko Yamagata) kot Tig vmoopddes A kot B tov avamvevotikod cvykutiakod 100 (RSV A kot RSV B) og

enineda kovtd 610 avaivtikd LoD. Zvvolucd 84 otehéyn mov anotelovvtay and 5 ukd oteléyn SARS-CoV-2, 4 in vitro
petaypogpnuoata RNA SARS-CoV-2 mov avtirposodnevay oteléyn taporraymdv, 69 i ypinng (48 ypinng tomov A o 21

ypimng tomov B) ko 6 otehéym RSV (4 RSVA kot 2 RSV B) e€etdotnkav og avtiv ™ perétn pe v e&étacn Xpert Xpress
CoV-2/FIu/RSV plus. E€etdomray tpia aviiypaea yio kéOe otéhexos. Oha ta oteléyn SARS-CoV-2, ypinng koar RSV
Bpébnkav Betikd kot ota tpia avtiypaga. Ta arotedéopata mapovstdlovtot otov [ivaxag 7.

Mivakag 7. AVOAUTIKA avTISPACTIKOTNTA (CUMTTEPIANYINOTNTA)

NG e§éraong Xpert Xpress CoV-2/FIu/RSV plus

. , TiTtAog TToU SARS- , .
l6g ZTéAexog £EETAOTNKE CoV-2 Fpitrn A Fpitn B RSV
NATtrol SARS-CoV-2 .
USA-WA1/2020 412 avriypaga/ml OET. APN. APN. APN.
SARS-CoV-2/Hong
Kong/VM20001061/2020 0,5 TCID5g/ml OFET. APN. APN. APN.
SARS-CoV-2/ltaly-INMI1 4 TCIDgo/ml OET. APN. APN. APN.
SARS-CoV-2/South_Africa/
KRISP-K005325/2020 0,2 TCIDsg/ml OET. APN. APN. APN.
SARS-CoV-2/England/
204820464/2020 0,5 TCIDsg/ml OET. APN. APN. APN.
SARS-CoV-2
SARS-CoV-2 RNA .
a 100 avriypaga/ml OET. APN. APN. APN.
USA/WA2/2020(C09)
SARS-CoV-2RNA/
England/205041766/ 100 avriypaga/ml OET. APN. APN. APN.
2020(C14)
SARS-CoV-2 RNA /England/ .
MILK-9E05B3/2020 (C15)a 200 avriypaga/mi OET. APN. APN. APN.
SARS-CoV-2 RNA /Japan .
(Brazil)/IC-0564/2021 (C17)e 100 avriypaga/ml OET. APN. APN. APN.
A/xoipwv/lowa/15/30 30 TCIDsg/ml APN. OET. APN. APN.
A/WS/33 5,0 CEIDso/ml APN. OET. APN. APN.
A/PR/8/34 20 CEIDsg/ml APN. OET. APN. APN.
A/Mal/302/54 0,156 CEIDgg/ml APN. OET. APN. APN.
A/Denver/1/57 10 CEIDsg/ml APN. OET. APN. APN.
["pitrn TUTTOU A/New Jersey/8/76 5,0 CEIDsg/ml APN. OFET. APN. APN.
A H1N1 (1rpo
Tou 2009) A/New Caledonia/20/1999 0,10 TCIDgo/ml APN. OET. APN. APN.
A/New York/55/2004 30 TCIDsg/ml APN. OET. APN. APN.
A/Solomon Island/3/2006 0,0159 TCID5¢/ml APN. OET. APN. APN.
A/Taiwan/42/06 0,0159 TCID5¢/ml APN. OET. APN. APN.
A/Brisbane/59/2007 0,060 TCIDgp/ml APN. OET. APN. APN.
Alxoipwv/NY/02/2009 20 TCIDsp/ml APN. OET. APN. APN.
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. . TitAog TTOU SARS- . .
l6g 2TEAEXOG £€ETAOTNKE CoV-2 Ipitrn A pitrn B RSV
A/Colorado/14/2012 0,13 TCIDsg/ml APN. OFET. APN. APN.
A/Michigan/45/2015 100 CEIDsg/ml APN. OFET. APN. APN.
Allowa/53/2015 100 CEIDsg/ml APN. OET. APN. APN.
':m‘,’\ﬁ"‘g A/Michigan/272/2017 1,0 TCIDso/ml APN. OET. APN. APN.
(218%?”“"0 Alldaho/07/2018 0,0159 TCIDsg/ml APN. OET. APN. APN.
A/Wisconsin/505/2018 0,25 TCIDsg/ml APN. OET. APN. APN.
A/Hawaii/66/2019 100 CEIDsg/ml APN. OET. APN. APN.
Allndiana/02/2020 A/|b APN. OET. APN. APN.
A/Aichi/2/68 2,0 CEIDgo/ml APN. OET. APN. APN.
A/Hong Kong/8/68 2,0 CEIDsg/ml APN. OET. APN. APN.
A/Port Chalmers/1/73 100 CEIDsg/ml APN. OET. APN. APN.
A/Hawaii/15/2001 100 CEIDsg/ml APN. OET. APN. APN.
A/Wisconsin/67/05° 0,22 TCIDsg/ml APN. OET. APN. APN.
A/Brisbane/10/2007 0,025 TCIDgo/ml APN. OET. APN. APN.
A/Minnesota/11/2010 30 CEIDgo/ml APN. OET. APN. APN.
Fpimm A H3N2 A/Indiana/08/2011 0,25 TCIDsg/mi APN. OET. APN. APN.
(Emoxikn) AlTexas/50/2012 0,050 TCIDsg/ml APN. OET. APN. APN.
A/Alaska/232/2015 20 CEIDsg/ml APN. OET. APN. APN.
A/Singapore/
INFIMH-16-0019/2016 20 CEIDsg/ml APN. OET. APN. APN.
AlTexas/71/2017 1,0 FFU/mlI APN. OET. APN. APN.
A/Kansas/14/2017 1,0 FFU/ml APN. OET. APN. APN.
A/Wisconsin/04/2018 1,0 FFU/ml APN. OET. APN. APN.
A/Arizonal45/2018 2,0 FFU/ml APN. OET. APN. APN.
A/Hong Kong/45/2019 2,0 FFU/ml APN. OET. APN. APN.
A/Mallard/NY/6750/78 (H2N2) <1 pg/pl APN. OET. APN. APN.
A/duck/Hunan/
765/2002 (HEN) <1 pg/l APN. OET. APN. APN.
A/Vietnam/1194/
2004 (H5N1) <1 pg/pl APN. OET. APN. APN.
Ipitn Twv A/Anhui/01/
<1 pg/ul APN. OET. APN. APN.
vy A° 2005 (H5N1) Pg/M
AlJapanese white eye/Hong
Kong/1038/2006 (H5N1) <1 pg/ul APN. OET. APN. APN.
A/mallard/W1/34/75 (H5N2) <1 pg/ul APN. OET. APN. APN.
A/TTouAepikwv/
CAA1/00 (HENZ) <1 pg/ul APN. OET. APN. APN.
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16¢ TTéAEXOC :é::‘:g:]?(z sg:sli' Mpimn A | Mpitn B RSV

LTC. 1’3’_ gg?i%géHmz) <1 pg/ul APN. OET. APN. APN.

Je/r*slg;’/‘;’;opé'g‘;g"é H‘;"'\‘l’3) <1 pg/ul APN. OET. APN. APN.

A/Anhui/1/2013 (H7N9) 0,612 ng/uL APN. OET. APN. APN.

pé’gf?f‘?lﬂgf\l‘ig)’ Al APN. OET. APN. APN.

A ”%‘gggz“;ﬂgggr(ﬁéigs;“g' <1 pg/ul APN. OET. APN. APN.

B/Lee/40 1,0 PFU/m APN. APN. OET. APN.

B/Allen/45 0,25 CEIDs/ml APN. APN. OET. APN.

’ B/GL/1739/54 0,50 CEIDs/ml APN. APN. OET. APN.

rermn 8 B/Maryland/1/59 1,0 CEIDsg/ml APN. APN. OET. APN.

B/Taiwan/2/62 1,0 CEIDso/ml APN. APN. OET. APN.

B/Hong Kong/5/72 1,0 CEIDgo/ml APN. APN. OET. APN.

B/Panama/45/90 1,0 TCIDsg/m APN. APN. OET. APN.

B/Malaysia/2506/04 0,025 TCIDsg/ml APN. APN. OET. APN.

B/Florida/02/06 0,025 TCIDsg/ml APN. APN. OET. APN.

i Tomos B/Brisbane/60/2008 0,05 TCIDso/ml APN. APN. OET. APN.

B KuTTapikrig B/Maryland/15/2016 0,25 TCIDso/ml APN. APN. OET. APN.

3%?;?61 B/Colorado/6/2017 0,25 TCIDso/ml APN. APN. OET. APN.

B/Hawaii/01/2018 8,0 TCIDso/ml APN. APN. OET. APN.

X Oﬁ’g"éﬁ:gi{g&) 10 TCIDso/ml APN. APN. OET. APN.

B/Washington/02/2019 60 TCIDso/ml APN. APN. OET. APN.

B/Florida/07/2004 0,50 TCIDgo/ml APN. APN. OET. APN.

B/Florida/04/06 0,25 TCIDso/ml APN. APN. OET. APN.

Eﬁmpiﬁg B/Wisconsin/01/2010 0,50 CEIDso/ml APN. APN. OET. APN.

g:'g‘;é st B/Wisconsin/10/2016 20 TCIDso/ml APN. APN. OET. APN.

B/Indiana/17/2017 10 TCIDsg/m APN. APN. OET. APN.

B/Oklahoma/10/2018 10 TCIDsg/ml APN. APN. OET. APN.

RSV-A/NY 0,386 TCIDsg/m APN. APN. APN. OET.

RSV-A/WI-629.8.2/2007 0,50 TCIDgo/ml APN. APN. APN. OET.

RSV A RSV-A/WI/629-11-1_2008 0,50 TCIDsg/m APN. APN. APN. OET.

aﬂ%ﬁg\/ﬁpﬁ?%‘gg%ﬁ‘zs | 0.25TCIDsmi APN. APN. APN. OET.

RSV B RSV-B/WV14617/85 0,10 TCIDso/ml APN. APN. APN. OET.
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. . TitAog Tou SARS- . .
l6g 2TEAEXOG £§£Td§'Tl‘|K£ CoV-2 Ipitrn A pitrn B RSV
RSV-B-CH93(18)-18-01 0,10 TCIDsg/ml APN. APN. APN. OET.

a jn vitro petaypagriuata RNA

b O T1iTAOG TOU 100 A/Indiana/02/2020 dev €ixe kaBoAou TiTAo kal apaiwdnke katd 100.000 @opég o€ uATPa UTTORABPOU yia £E€Taon.

¢ Xe éva amé Ta Tpia avtiypaga ZOAAMA (ERROR). H avdAuan eTravaAf@OnKe ETTITUXWG Yia TN AW TPIWV £YKUPWV avTiypa@wy.
d Xpnoiyotroienke kekabappévo 1ikd RNA o€ TTpoocopoiwpévo uTTooTpwHa UTTod0Bpou yia Toug 100G TNG YPITING A TwV TITVWY,

AOYyW TwV KAVOVIOUWYV BIOOoPAAEING.

e AdpavoTroinuévol 10i ypittng A Twv TITvwy (H7N9) xwpig 11ké TiTAo apaiwbnkav 100.000 @opég o€ TIPOTOUOIWHPEVO UTTOOTPWHA
uTtodBpou Kal eEeTAOTNKAV AOYW TWV KAVOVICUWY BIOATPAAEIAG.

18.4 AvaAuTikn €181KOTNTA (EAAEIYN TTOPEUTTOBIONG)

IpaypatoromOnke i in silico avaioon yo ThavEG S10GTOVPOVUEVES OVTIOPAGELS [LE OAOVG TOVG IKPOOPYOVIGHOVG

mov apatifevror otov [Mivakag 8 pe ™ xopToypdenon tov ekkivnTdv kot Tov aviyventdv SARS-CoV-2 oty e&étaon
Xpert Xpress CoV-2/Flu/RSV plus pepovepéva otig oAlniovyieg mov Mebnkav and t Paon dedopévav GISAID. Ot
ekkiyNTéG Ko ot aviyvevtég E dev etvar ewdikoi yia tov SARS-CoV-2 kau Oa aviyvedcovy tov kopmvoié SARS-avOphrov
Ko voyTepidomv. Agv avapéveTat Kopio SuVNTIKY, 0KOVGLO S1UGTOVPOVLEVT] AVTIOPAGTIKOTNTO e GAALOVG KPOOPYOVIGLOVG
nov mapatibevror otov Iivaxag 8 Pdoet avtig g in silico ovdivong.

Mivakag 8. Mikpoopyaviouoi Trou avaAiuBnkav otnv in silico avaAuon yia Tov otéxo SARS-CoV-2

olKoyévela

MikpoopyavioHoi a1ré Tnv idia YEVETIKNA

Mikpoopyaviopoi UgnAng TPoTEPAIOTNTAG

AvBpwTTIVvOG KOpwVvoidg 229E

Adevoibg (.. C1 Ad. 71)

AvBpwTTIvog Kopwvoiog OC43

AvBpwTTIVOG PETOTTVEUPOVOIOG (hMPV)

AvBpwTTIvog Kopwvoiog HKU1

loi Tapaypittng TUTTOU 1-4

AvBpwTTivog Kopwvoidg NLE3 [piTtn A
Kopwvoiog SARS [piTtn B
Kopwvoiog MERS [pitn C

Kopwvoidg vuxTepidwy

Evtepoiog (1r.x. EVE8)

AvaTTVEUOTIKOG OUYKUTIOKOG 166

Rhinovirus

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Bordetella pertussis

Mycoplasma pneumoniae

Pneumocystis jirovecii (PJP)

Parechovirus

Candida albicans

Corynebacterium diphtheriae
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Mikpoopyaviopoi atrd Tnv idia YEVETIKNA
OIKOYEVEIQ

Mikpoopyaviopoi UPnARg TTPOTEPAIOTNTAG

Legionella non-pneumophila

Bacillus anthracis (Anthrax)

Moraxella catarrhalis

Neisseria elongata ka1 N. meningitidis

Pseudomonas aeruginosa

Staphylococcus epidermidis

Streptococcus salivarius

Leptospira

Chlamydia psittaci

Coxiella burnetii (Mupetés Q)

Staphylococcus aureus

Ext6¢ and v in silico avaioon Tov ekkivntov kot aviyveutd@v SARS-CoV-2 yia dtoctavpodievn avitdpactikotta,

N avaivtikn ewdotnta g e€étaong Xpert Xpress CoV-2/FIu/RSV plus a&oloyndnke pe epyactnplokn eE£Taom piog
opadog 48 HikpoopyaviopdY mov anoterodviay and 4 avBpdrivoug kopwvoiols, 1 kopwvoido MERS kat 43 cuyva
avamvevoTikd Tofoydva 1 avtd mov duvnTikd pumopet vo arovinbodv otov pwvopdpuyya. H opdda e&etdotnke oe
Swpopetikég defopeveg pikpoopyaviopdv. Eav pia defopevn mpokalovoe Betikd amotéleopa, T0te KOs HEAOG TG
dekapevig o émpeme va eEetootel pepovopéva. E&etdomiay tpia avtiypapa yio kabe defapeviy. ‘Eva deiypa BempnOnke
apymTikd edv Kot to tpio avtiypaeo Nrav apvnticd. Toa faktmprokd oteléyn kot ta otedéyn {upopvkntov eéetdotnkay
o¢ ovykevipdoels > 1 x 106 CFU/ml pe e€aipeon tov Chlamydia pneumoniae mov g&gtdotke og cuykévipoon 1,2 x 100
IFU/ml ko tov Lactobacillus reuteri mov e&gtdotnke og cuykévipoon 5 x 107 aviypdeov/ml yovidiopotikod DNA.
O)ot ot 10i eEgtdoniay og cuykevipdoels > 1 x 105 TCIDs¢/ml. H avatvtcr edkotnra fitov 100%. To anotelécpoto
napovctafovor otov [Tivaxag 9.

Mivakag 9. MiIKkpoopyavioUOi TOU AVATIVEUCTIKOU Kal aVOPWITIVOG KOPWVOIOG TToU £§eTACTNKAV,
OUYKEVTPWOEIG Kal atroTeAéopaTta TnG e§étaong Xpert Xpress CoV-2/FIu/RSV plus

X1éAexog ZuykEVTpwWON SARS- Fpimmn A | pirn B RSV

TTOU €§ETAOTNKE CoV-2
ApvnTIKOG JApTUPAG Al APN. APN. APN. APN.
OETIKOG pApPTUPAG Al OET. OET. OET. OET.
AvBpwTTIivog Kopwvoiog NL63 1,17e5 TCIDgo/ml APN. APN. APN. APN.
Kopwvoiég MERS 1,17e5 TCIDsp/ml APN. APN. APN. APN.
AvBpWTTIVOG KOPpwVvoidg 229E 1,21e5 TCID5o/ml APN. APN. APN. APN.
AvBpwTTIvOog Kopwvoidg OC43 1,02e5 TCID5o/ml APN. APN. APN. APN.
AvBpwTTIVOG Kopwvoidog HKU1 1,23e6 avtiypaga/ml APN. APN. APN. APN.
Adevoidg TUTTOU 1 4,07e5 TCIDsg/ml APN. APN. APN. APN.
Adevoidg TUTTOU 7 1,14e5 TCIDgo/ml APN. APN. APN. APN.
Kuttapopgyahoiog 1,0e5 TCIDs/ml APN. APN. APN. APN.
Hxoi6g 1,14e5 TCIDsp/ml APN. APN. APN. APN.
Evrepoiog 2,80e5 TCID5g/ml APN. APN. APN. APN.
|6 Epstein-Barr 5,60e6 TCID5o/ml APN. APN. APN. APN.
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XTéAexog ZuykévTpwon SARS- Fpimn A | Fpimn B RSV
TToU €§ETAOTNKE CoV-2
HSV 1,97e5 TCID5q/ml APN. APN. APN. APN.
AvOPWTTIVOG PETATTVEUPOVOIOG 4,07e5 TCIDsp/ml APN. APN. APN. APN.
AVBPWTTIVOC 16C 1,0e5 TCIDso/ml APN. APN. APN. APN.
TTapaypitng TUToU 1
AvBpwTTIVOG 16G 1,2e5 TCIDsg/ml APN. APN. APN. APN.
TTapaypitTng TUTTOU 2
AvBpwTTIVOG 16G 1,2e5 TCID5/ml APN. APN. APN. APN.
TTapaypitng TutTou 3
AvBpwTTIVOG 166 1,19e6 TCID5g/mi APN. APN. APN. APN.
TTapaypitng TutTou 4
IAapd 1,2e5 TCIDsp/ml APN. APN. APN. APN.
166 TTapwriTidag 1,2e5 TCIDsp/ml APN. APN. APN. APN.
Pivoiég Tutrou 1A 1,0e5 TCIDsp/ml APN. APN. APN. APN.
Acinetobacter baumannii 1,30e7 CFU/ml APN. APN. APN. APN.
Bordetella pertussis 6,40e7 CFU/ml APN. APN. APN. APN.
Burkholderia cepacia 1,90e8 CFU/ml APN. APN. APN. APN.
Candida albicans 6,30e6 CFU/ml APN. APN. APN. APN.
Candida parapsilosis 1,45e6 CFU/mI APN. APN. APN. APN.
Citrobacter freundii 1,73e8 CFU/mI APN. APN. APN. APN.
Corynebacterium sp. 1,27e7 CFU/mlI APN. APN. APN. APN.
Enterococcus faecalis 5,87e7 CFU/ml APN. APN. APN. APN.
Escherichia coli 1,55e8 CFU/ml APN. APN. APN. APN.
Hemophilus influenzae 6,62e6 CFU/mlI APN. APN. APN. APN.
Lactobacillus reuteri 5,0e7 avriypaga/ml APN. APN. APN. APN.
Legionella spp. 1,42e8 CFU/mlI APN. APN. APN. APN.
Moraxella catarrhalis 2,46e6 CFU/ml APN. APN. APN. APN.
Mycoplasma pneumoniae 2,7e6 CFU/ml APN. APN. APN. APN.
Neisseria meningitidis 4,2e6 CFU/ml APN. APN. APN. APN.
Neisseria mucosa 1,0e8 CFU/ml APN. APN. APN. APN.
Propionibacterium acnes 8,25e7 CFU/mlI APN. APN. APN. APN.
Pseudomonas aeruginosa 1,05e7 CFU/mlI APN. APN. APN. APN.
Staphylococcus haemolyticus 2,66e6 CFU/mI APN. APN. APN. APN.
Staphylococcus aureus 5,87e7 CFU/ml APN. APN. APN. APN.
Staphylococcus epidermidis 2,47e7 CFU/mlI APN. APN. APN. APN.
Streptococcus agalactiae 1,75e7 CFU/ml APN. APN. APN. APN.
Streptococcus pneumoniae 2,26e7 CFU/mlI APN. APN. APN. APN.
Streptococcus pyogenes 9,0e6 CFU/mI APN. APN. APN. APN.
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X1éAexog ZuykévTpwon SARS- Fpimmn A | pitrn B RSV
TTOU £§ETACTNKE CoV-2
Streptococcus salivarius 4,19e6 CFU/mI APN. APN. APN. APN.
Streptococcus sanguinis 8,67e6 CFU/mI APN. APN. APN. APN.
Chlamydia pneumoniae 1,20e6 CFU/mI APN. APN. APN. APN.
Mycobacterium tuberculosis 1,20e6 CFU/ml APN. APN. APN. APN.
(un poAuaouarikd)

18.5 MapepBoAn atmrd HikpoRIa

H mapepporn and pwkpdfia g e&éraong Xpert Xpress CoV-2/FIu/RSV plus mov npoxnnke and v mapovcio
BoKTPLOK®V 1] UKOV GTEAEYDV TOL EVOEXETOL VOL TTOPOVGLOGTOVV GE SELYHATA OO TNV AVATEPT AVATVEVGTIKH 000 TOV
avOpdrmv, a&loroynOnke omd v e&étaon pog opnddos 10 cuUPLOTIKOY UKPOOPYOVIGU®V, TTOV OTOTEAOVVTAV and 7 1kd
oteléym kan 3 Paktnplokd otedéyn. Ta texvntd delypoto anotelovvtav and 10vg SARS-CoV-2, ypinng A, ypinng B,

RSV A 11 RSV B gvogbaipucpévong oe cuykévipoon 3nAdoio tov opiov aviyvevong (LoD) oe mpocopoimpévn pitpa
pwopapvyykob enypicpatog (POE)/pvikov enypicpatog (PE) mapovsio adevoiod tomov 1C, avBpmmaivov kopwvoiod
0C43, pwoiod Tomov 1A, avBpdmvov petamvevpovoiod, 100 mapaypinng tonov 1, 2 kot 3 (kabévog evoebaiiuciévog

og ovykévipoon 1x1035 povadeg/ml), Hemophilus influenzae (evopbalucpévog og ovykévipmon 1x106 CFU/ml),
Staphylococcus aureus M Staphylococcus epidermidis (xaBévag evopbuipiouévog og cuykévipoon 1x107 CFU/ml).

Avtiypago tov 8 fetikdv detypdtov eetdotnkay Yo kébe 10-0tdx0 (SARS-CoV-2, ypinn A, ypinn B, RSV A1 RSV B)
Kot kaOe Thavo cuvdvacud pkpoPlakov otedéyovg mov mpokaiel mopepPorn. ['a kébe otodY0, 8 oTa 8 detypata
avTLYpAe®V TovToToMONKaY 6OGTA e T Xpnon g e&étaong Xpert Xpress CoV-2/FIu/RSV plus. Aev avopépOnie
nopeUPoA amd GUUPLOTIKE UKA 1 BaKTNPLOKA OTEAEYN.

18.6 AvraywvioTik TTapeUBoAn

H avtayovietikn napepporrn mg e&étaong Xpert Xpress CoV-2/Flu/RSV plus mov mporkninke amd tig suAlopndEetg
a&roroynonke e v e&étaon teyvnTdv detypdtov pepovopévoy otedexd@v SARS-CoV-2, ypinng A, ypiang B 1 RSV

o¢ eninedo 3X LoD mopovcio S1apopeTIK®Y GTEAEYDV-GTOXOV GE DYNAOTEPT] CLYKEVTIPMOT| GE TPOGOUOIMUEVT UNTPO
vrofdbpov. H cuykévipwon oe eninedo 3X LoD ftav 414 avtiypaga/ml yio SARS-CoV-2 (adpavorompévog USA-
WA1/2020), 0,021 TCIDs¢/ml yia ypinn A/Idaho/072018, 38,7 CEID5¢/ml yia ypinn B/Washington/2/2019, 0,99 TCIDs/
ml yio RSV A/2/Australia/61) kot 1,11 TCIDs¢/ml yia RSV B/9320/MA/77. Ta. avtaymviotikd otehéyn a&lodoynonkoy og
povadeg tithov 104 f vymidtepov (avriypoapo/ml, TCIDso/ml, CEIDso/ml  PFU/ml). H avtictoyn cvykévipoon tov RNA
(avtiypaga/ml) yia o oteléyn Tov 100 TG ypinng kot Tov RSV mpocdiopiomke pe ynoeaxr PCR otayovidiov (ddPCR).
E&etdomrav avtiypaea tov 3 yuo kdbe oTéLey0c-0TdY0 Kot Kabe aviaymvioTikd cuvdvacud otedeydv. O 10g pe vynin
GUYKEVIPMOT| eV TAPOVGLALEL OVTOYOVIOTIKEG AVOCTAATIKEG EMOPACELS €4V 3 6Ta 3 AvTiypapa Yo T0 GTEAEYOG-GTOYO
avoeépovy Oetikd anoteléopata. Eqv ta amoteléopoto avépepav Ayotepa amd 3 ot 3 Oetikd avtiypaga, 1 cvykévipoon
TOV OVTAY®VIGTIKOD 100 petovotoy og 10mAdoio fripata, péypt va unv topotnpeitot kopio mopepPorn. AkoAovbel pa
GUVOYT TOV OTOTEAECUATOV:

Mivakag 10. Zovown peAEéTNG avTaywvVvIoTIKAG TrTapeUBOANRGg pe 16 ypitrng A og upnARl ouykévTpwon

ZwoTd amroreAéouara (n/3)
loi Trou 166 TTOU
egerdoTnkKav TPOKOAAEI o€ o€ o€ o€
o€ 3X LoD mapepBoAry 1,78 avriypaga|1,7e7 avriypagal1,7e6 avriypapal1,7e5 avriypagpa
RNA/mlI RNA/mlI RNA/mI RNA/mI
Ipitn B 0/3 0/3 (2/13) 3/3
RSV A 0/3 0/3 3/3 Agv €geTdOTNKE
[pitn A
RSV B 3/3 Aev e€etdotnke | Aev e€eTdoTNKE | Agv €€eTAOTNKE
SARS-CoV-2 3/3 Aev g€etdotnke | Aev e€etdoTnke | Agv £§€TAOTNKE
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Mivakag 11. ZOvown PEAETNG AVTAYWVICTIKNAG TTapEUBOANG HE 16 ypirng B o€ uynAn cuykévipwon

ZwoTd amoreAéopara (n/3)

loi Trou e§erdoTnkav og 3X LoD o 1,45 avtiypaga RNA/mI

166 TToUu TrpoKaAei TTapeuBoAn

Fpitn A 3/3

RSV A 3/3
Ipitn B

RSV B 3/3

SARS-CoV-2 3/3

Mivakag 12. Zovown peAETNG avTaywvVvioTIKAG TTapeuBoAng e RSV A og upnAR ouykévipwon

ZwoTd amroteAéopara (n/3)

16¢ TTou TpokaAei apepBon o€ 4,6e6 avriypagpa RNA/mI

loi Trou e§eTdoTnkav og 3X LoD

Ipitn A 3/3
[piTtn B RSV A 3/3
SARS-CoV-2 3/3

Mivakag 13. ZOvown peAéTNG avTaywvioTIKAG TTapeUBoAng pe RSV B o€ uynAn ouykévipwon

ZwoTd amroteAéopara (n/3)

loi rou e§erdoTnkav o 3X LoD o€ 1,9¢5 avtiypaga RNA/MI

166 TTOU TrpOoKaAei TTapeuBoAn

[piTtn A 3/3
Ipitn B RSV B 3/3
SARS-CoV-2 3/3

Mivakag 14. ZO0vown PeAETNG avTaywVIOTIKAG TTapeUPBOANG pe SARS-CoV-2 o€ upnAn cuykévipwon

ZwoTd armroteAéopara (n/3)
loi TTou e§eTdoTNKOV 166 TTOoU TrpOKOaAEi
o€ 3X LoD TapepBOAR ot 1e6 avriypaga ot 1e5 avriypaga
RNA/mlI RNA/mlI
[piTtn A 3/3 Aev g€eTdoTNKE
Ipitn B 1/3 3/3
SARS-CoV-2
RSV A 3/3 Agv €E€TAOTNKE
RSV B 3/3 Agv €EETAOTNKE

H pelém katéder&e 611 0 106 ypinng A/Idaho/07/2018 o€ cuykevipdoelg vyniodtepeg omd 1,7eS5 avtiypapa RNA/ml
avéoTELAE TNV oviyxvevon Tov 100 G Ypinng B oe eninedo 3X LoD, evd og cvykevipdoels vyniodtepess and 1,7e6 avtiypapa
RNA/ml avéotethe v aviyvevon tov RSV A o¢ eninedo 3X LoD (ITivakog 10). EmmAéov, o SARS-CoV-2 ce
GUYKEVTIPMGELS VYNAOTEPES amd 1e5 avtiypapa RNA/mI avésteile v aviyvevon tov 100 ¢ ypinng B og eninedo 3X

LoD ([Tivaxag 14). Agv mapatnpinke Kopion GAAN 0VTOYOVICTIKH TAPEUPOAN Y10 TIC SUVNTIKEG CUALOUMEELS OTIG
GUYKEVIPMGELS TOV EEETACTIKAV.

18.7 Oucoigg TTou EVOEXETAI VA TTPOKOAOUV SUVNTIKA TTAPEUTTOBION

A&ohoynOnkav ovoieg Tov O LTOPOVGOV VO, DITAPYOVY GTOV PVOPAPLYYO. (1] EIGAYON KAV KOTA TN SIGPKELD TNG GLAAOYNG
KOLL TOV YEPIGHOD TOV SEIYUATMV) Kol TPOKOAOVY SuVNTIKT TopeUmdSion pe v akpiPn aviyvevon tov SARS-CoV-2, g
vypinng A, g ypinang B kot tov RSV pe emiextikn dueon e€étaon pe 1o Xpert Xpress CoV-2/Flu/RSV plus.
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Ot dvvntikd TopeUParlOUEVES OVGIEG OTIG PIVIKEG 000VG KO GTOV PvOQapLYYa. LTtopel va TeptAapBavouy, Heta&ld

A V: aipo, prvikég ekkpioelc | PAEVVO Kot PIVIKGL Kot QOpUYYIKE GAPLLOKE TTOV YPTGLLOTOLOVVTOL Y10 TV OVAKOLPLoT
GUULEOPNONG, PVIKNG ENPOTNTaC, Epebioov 1) cupnTOUdTOV AcBpaTOg Kot aAlepylag, KaOMOG Kot avTloTicd Kot ovTukd
oappaxa. [IpogTopndotniay BeTiKd Kot apynTKd SelyLaTo 68 TPOGOLOIMUEVO VITOGTPMOLLO PLVOPAPVYYIKOD EMLYPIGULATOS

(POE)/pvikob enypicpatog (PE). Ta apvntika deiypoto (N = 8) e€etdomrav mapovsia kdbe ovsiag yio va mpocdiopiotel

N enidpaon oty anddoon Tov phptupa enetepyaciog derypdtmv (SPC). E€etdomkay Oetikd detypata (N = 8) avd ovsia
e 100¢ mov evogBaipiotnkav oe cuykévipoon 3X tov LoD mov npocdiopiotnke yio kbbe otéheyoc. Zta OeTikd deiypota

mov g€etdotnkav pe v eEétaomn Xpert Xpress CoV-2/Flu/RSV plus copmepirappdvovrav éva otédexog SARS-CoV-2, éva

otéleyog ypinng tomov A HIN1, éva otéheyog ypinng tomov A H3N2, éva otéheyog ypinng tomov B kot 600 otedéyn RSV

(RSV A ka1 RSV B). Ot pdpropeg frav detypota pe 1006 evoebolicpévoug o suykévipmon 3X LoD o mpocopotopévo

vrootpopa POE/PE mov dev mepieiye ovoio mov evdéyetar va mpokarel duvntikn mopepnddion. Ot ovoieg, pe Spactikd

GLGTOTIKA, OV a&loroynOnkav TapatiBevtor otov Iivaxag 15.

Mivakag 15. E¢eTaoBeioeg ouoieg Tou evBéxeTal va TTPOKAAOUV TTAPEUTTOBION

AvayvwpIoTIKO ouciag

Oucia/kaTtnyopia

Oucia/ApaocTIKO CUCTATIKO

OclIkr) aABouTepOAn

B-adpevepyikd BpoyxodIacTaATIKO

Ocnkn aABoutepdAn (5 mg/ml)

Afrin

Piviké ekvéQwua

Og&upetaloAivn, 0,05%

BD Universal Transport Medium

Méoa petagpopdg

BD Universal Transport Medium

Copan 3U045N.PH (Cepheid
Swab/M)

Méoa petagpopdg

Copan 3U045N.PH (Cepheid
Swab/M)

Aipa

Aipa

Aipa (avBpwTtou)

PiviKé ekvé@wpa TTPOTTIOVIKAG
@AouTIKadoVNG

Pivikd KOpTIKOOTEPOEIDEG

MpoTTiovikr) @AouTIKAlOVN

MaoTihieg Aaipou, atrd Tou

MevBdAn oTéuaTOG avaliodNTIKA Kal Bevlokaivn, pevoAn
avoAynTik&
KekaBapuévn Tpwreivn
BAevvivn BAevvivn BAevvivng (Boeiog 1y xoipelog
utTopacxaAiaiog adévag)
MouTripokivn AvTIBIOTIKO, PIVIKA aAoIpn Moummipokivn (20 mg/g=2%)
PHNY Pivikég oTayoveg @aivuleppivn, 1%
DuaioAoyikdg 0pdg Pivikd otrpél puaioAoyikoU opou XAwpiouxo varpio (0,65%)
Remel M4RT Méaa peTagpopdg Remel M4RT
Remel M5 Méoa petagpopdg Remel M5
Tamiflu AvTiik& @apuaka ZavapiBipn
TouTrpapukivn AvTIBaKTNPIOKG, OUCTNPATIKO TopTrpapukivn
Luffa opperculata, Galphimia
Zicam Pivikr) yéAn glauca, udpoxAwpIko BeNKO
Histaminum (0,05%)
Yeuddpyupog ZuuTrAfpwa weudapyupou MAUKOVIKOG Weuddpyupog

To amoteréopata amd T perét (Ilivaxag 16) mapovstdlovy 6Tt Yo TI TEPIGCOTEPEG TEPITTMOCELS, 8§ 6TA 8 avTiypapa

avEépepav OeTiKd amoteAéopata Yo KaOEVOY 0o TOVG GLVIVAGLOVS IOV KL OVGLOV TOL EEETAGTNKAY, EVD dEV
mapotnprnke kopia tapepnddion. Otav to Zicam e&etdotnke apykd oe cuykévipwon 15% w/v, mapatnprnke

TOPEUTOSION OTNV Aviyvevon Tov 100 ypinng tomov B kot RSV A. Qotdoo, dtav 1o Zicam eEeTdGTNKE G€ GUYKEVIPMOON

7,5% w/v, dev mapatnpriOnke kapio Topepmoddion.
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Mivakag 16. Méoeg Tiég Ct yia Toug oToxoug Xpert Xpress CoV-2/FIu/RSV plus rou
€EETAOTNKAV TTAPOUCIOA OUCIWYV TTOU EVOEXETAI VO TTPOKAAOUV SuvnTIKA TTapEPTTOSION

Ap10u6G CWOTWYV ATTOTEAETUATWV/APIBUOG SEIYPATWY TTOU EEETACTNKAV
S R B T s e vt Il BTV -
usA-wa.1 | 'anoll 452019 /022019 | Australial6l |y p 7y

Mpooopoiwpévo

:ggfl}g;’“a POE/PE 100% (v/v) 8/8 8/8 8/8 8/8 8/8 8/8
(Kapia ouaia)

Afrin 15% (v/v) 8/8 8/8 8/8 8/8 8/8 8/8
Oeikr aABouTepOAn 0,83 mg/ml 8/8 8/8 8/8 8/8 8/8 8/8
?Erigéﬁr&ae' sium A 8/8 8/8 8/ 8/8 8/8 8/8
Aiua 2% (viv) 8/8 8/8 8/8 8/8 8/8 8/8
Copan Swab M A 8/8 8/8 8/8 8/8 8/8 8/8
Piviké ekvépwpa

TTPOTTIOVIKAG 5 pg/ml 8/8 8/8 8/8 8/8 8/8 8/8
@AouTikalévng

MevOoAn 1,7 mg/ml 8/8 8/8 8/8 8/8 8/8 8/8
BAevvivn 0,1% (w/v) 8/8 8/8 8/8 8/8 8/8 8/8
Moutripokivn 10 mg/ml 8/8 8/8 8/8 8/8 8/8 8/8
PHNY 15% (vIV) 8/8 8/8 8/8 8/8 8/8 8/8
Remel M4RT A 8/8 8/8 8/8 8/8 8/8 8/8
Remel M5 A 8/8 8/8 8/8 8/8 8/8 8/8
duaioloyikég opdg 15% (v/v) 8/8 8/8 8/8 8/8 8/8 8/8
Tamiflu 7,5 mg/ml 8/8 8/8 8/8 8/8 8/8 8/8
TouTrpapukivn 4 pg/ml 8/8 8/8 8/8 8/8 8/8 8/8
Zicam 15% (W/v) 8/8 8/8 8/8 5/82 7/8P 8/8
Yeuddpyupog 0,1 pg/ml 8/8 8/8 8/8 8/8 8/8 8/8

a Me 10 15% (w/v) Zicam, TTapatnpABnKe oTaTtioTIK& onuavTikA diagopd petagu Tng péong Ct Tou papTupa kai Tng péong Ct tng
eétaang. H e&étaon emavaAieOnke pe 7,5% (w/v) Zicam kai dev TTapatnpAdnKe Kapia KAIVIKE onuavTikh diagopd petagu Tng
péang Ct Tou paptupa ypitng TUTTou B kai Tng péong Ct Tng e&éTaong ypitng TUtrou B.

b Me 10 15% (W/v) Zicam, TTapatnpriBnke aTamioTIKG onUAavTikr diagopd peTagu Tng péong Ct Tou pépTupa kai Tng péong Ct Tng
e¢étaong. H egétaon emavaAfeBnke pe 7,5% (w/v) Zicam kai dev TTOpaATNPABNKE Kapia oTATIOTIKA onUavTiKh diagopd peTagl Tng
uéoang Ct tou paptupa RSV A kai Tng péong Ct tng e&étaong RSV A.

18.8 EmipéAuvon Adyw petagopdg deiypaTtog

MpaypatoromOnke pio perétn ya va a&roroynel edv o avtdvoun edoryyo Xpert Xpress CoV-2/Flu/RSV plus piog
YXPNONG OTOTPETEL TNV UETOPOPE SELYLATOS KO AUTAIKOVIOU pe TV e€€Taom eVOG 0PV TIKOD OElYLOTOG OUECHS LETA TNV

e&étaom evog oAb vynAd Betikov defypatog oty St vropovada GeneXpert. To apvitikd detypo mov ypnoipomomOnke
o€ QLTNV TN LEAETN OOTEAOVVTAY 0O TPOGoUOlwéEVO VdoTpope POE/PE kot to Betid detypa amotehodviay omd
VYNAEG CLYKEVTPMGELS 100 Ypinng TOmov B ko vyniég cuykevipdoelg 1ov SARS-CoV-2 (I'pinn B/Wisconsin/10/2016 oe
ovykévipmon 1,0e6 TCIDsy/ml kot adpavonompévor SARS-CoV-2 USA-WA1/2020 o cuykévipwon le4 avirypdeov/
ml) evogBaipicpévoug oe apvntikd vrootpopa POE/PE. To apvntikd delypa eéetdotnke og vmopovada GeneXpert katd
v évapén g perémng. Metd v apyikn eE€TacT Tov apynTKoL detyatoc, To VYnAd Betikd detypa vmoPfAnonke ce
ene&epyacio oty St vropovada GeneXpert kot AUESOG PETA avalvOnke Eva dALo apvnTikd dSelypo. Avtd emavoaineOnke
20 popéc oV 1d10. vropovada, e amotérecpa 20 Betuch kot 21 apvnticd amoteAéopata Yo TV vaopovada. H peién
emavaAnednke pe ™ xpron pag devtepns vropovadag GeneXpert yio cuvoikd 40 Betikd Kot 42 opvnTIKAE OTOTEAEGHATAL.
Kot ta 40 Betid deiypato avapépdnkav cootd wog OETIKO NA SARS-CoV-2 (SARS-CoV-2 POSITIVE),
APNHTIKO yia ypitrn tumrou A (Flu A NEGATIVE), OETIKO yia ypitrn Tumrou B (Flu B POSITIVE),
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APNHTIKO yia RSV (RSV NEGATIVE). Kat ta 42 opvntikd deiypota avapépbniav cootd og APNHTIKO yia
SARS-CoV-2 (SARS-CoV-2 NEGATIVE), APNHTIKO yia ypitrn 100U A (Flu A NEGATIVE), APNHTIKO yIa
ypitrn TUTrou B (Flu B NEGATIVE), APNHTIKO yia RSV (RSV NEGATIVE) ¢ v g&étaon Xpert Xpress CoV-2/
FIuw/RSV plus. Aev mapoatnpnOnke empudivven AOym LeTapOpAs SEiyLOTOG 1] UTAIKOVIOU GE OLTIHV T LEAETN.

18.9 Avatrapaywyipornra

H avamapayoyypdmra g e&étaong Xpert Xpress CoV-2/FIu/RSV plus kabopiotnke og Tpio KEVTIPO XPNCILOTOIOVTAS
pio opdida 9 pehmv, GVUTEPIAAUPBAVOUEVOL EVOG 0pVNTIKOD SEIYOTOG, TE0GAP®V acbevag Betikdv (~1,5x LoD) kot
1e600paVv peTping Oetikmv (~3x LoD) derypdtov. To apvntikd delya oamoTeAOOVIOV 0md TPOGOUOIOUEVT] HATPO YOPIS
ToV pkpoopyaviopd-otdyo 1 10 RNA-616)0. Ta Oetikd deiypoto Tav teyvnTd SelyLaTe 6€ TPOGOUOIMUEVT LITPO
xpnoyonodvtog adpavomopévo NATtrol SARS-CoV-2 (ZeptoMetrix), kodliepynpévovg tovg ypinng A/ldaho/07/2018,
ypinng B/Wisconsin/10/2016 kot RSV B/Wash/18537/62.

H g&éraon apaypatomomOnke og didotpa £ (6) nuepmv, xpnoponoidvtag tpels (3) maptideg puoiyywv Xpert

Xpress CoV-2/FIu/RSV plus o¢ tpia (3) coppetéyovta kévipa kabéva e 300 (2) xeploTés yio T ONovpyio. GUVOAKA
144 mopotnpioeov ave pEAOG opddas (3 kévipa x 2 xeptotés X 3 maptideg X 2 nuépec/maptidn X 2 GEPES AVOADGEDY X

2 gmovainyelg = 144 mapatnpnioeis/puérog opddag). Ta amoteléopata g peréng cvvoyilovtot otov mivako [Tivoiag 17.

Mivakag 17. Zovoywn a1TOoTEAECHATWYV AVATIAPAYWYIHOTNTAG - % CUH@WVIA

Kévtpo 1 Kévtpo 2 Kévtpo 3 % ZuvoAikn
Aciyua CUHQWViIa
Xeip. 1 | Xeip. 2 | Kévrpo | Xeip. 1 | Xeip. 2 | Kévrpo | Xeip. 1 | Xeip. 2 | Kévrpo [95% CI]
0,
APVNTIKG 100% 100% 100% 100% 100% 100% 100% 100% 100% (112?124)
pvn 24/24 24/24 48/48 24/24 24/24 48/48 24/24 24/24 48/48
[97,4-100,0]
0,
SARS-CoV-2 100% 100% 100% 100% 100% 100% 100% 100% 100% (112?124)
AcBevig BeTIKG| 24/24 24/24 48/48 24/24 24/24 48/48 24/24 24/24 48/48 [97,4-100,0]
0,
SARS-CoV-2 100% 100% 100% 100% 100% 100% 100% 100% 100% (112?124)
MeTpiwg BeTikO | 24/24 24/24 48/48 24/24 24/24 48/48 24/24 24/24 48/48
[97,4-100,0]
0,
reimA | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112%;’ "
AoBeviug BeTIKG| 24/24 24/24 48/48 24/24 24/24 48/48 24/24 24/24 48/48 [97,4-100,0]
0,
reimA | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112?12 "
MeTpiwg BeTikO | 24/24 24/24 48/48 24/24 24/24 48/48 24/24 24/24 48/48 [97,4-100,0]
0,
Fpitrn B 100% 100% | 100% | 95,8% | 95,8% | 95,8% | 100% 100% 100% (ﬁg’ﬁ ‘/f4)
AoBevwg BeTIKO| 24/24 24/24 48/48 23/24 23/24 46/48 24/24 24/24 48/48 [95,1-99,6]
0,
Fpirn B 100% 100% 100% 100% 100% 100% 100% 95,8% 97,9% (13%/3,’14/;)3)
MeTpiwg BeTIKO | 24/24 24/24 48/48 24/24 24/24 48/48 23/23 23/24 46/47 [96,1-99,9]
0,
RSV 100% 100% 100% 95,8% 100% 97,9% 100% 100% 100% (1?1%’/:?]‘/;)4)
AcBevig BeTIKG| 24/24 24/24 48/48 23/24 24/24 47/48 24/24 24/24 48/48 [96,2-99,9]
0,
RSV 100% 100% 100% 100% 100% 100% 100% 100% 100% (112?124)
MeTpiwg BeTikO | 24/24 24/24 48/48 24/24 24/24 48/48 24/24 24/24 48/48
[97,4-100,0]
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20 TotroBeoieg KevTpIKWYV ypaeiwv TnG Cepheid

Corporate Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Telephone: + 1 408 541 4191
Fax: + 1408 541 4192
www.cepheid.com

European Headquarters

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Telephone: + 33 563 825 300
Fax: + 33 563 825 301
www.cepheidinternational.com

21 Texvikij BoRdcia

[Ipotov emkovmvnoete pe To TURUa TeYVIKNG btootpiéng g Cepheid, cuALEETE TIC TOPOKAT® TANPOPOPIEG:
‘Ovopa mpoidvtog

Ap1Opog maptidag

ApBudg 6elpdc Tov avorvT)

Mnvipoto GEaALATOV (EGV VITAPYOVV)

"Exdoon Aoyiopko0 kat, v givar dtabéoipo, apOpdc eticétag 6EpPLg Tov vIoAoYIoT)

Texvikn utrooTApIgn yia TiIg Hvwpéveg MoAiTeieg TG ApepIking
Ap. mrepdvov: + 1 888 838 3222 Email: techsupport@cepheid.com

Texvikn urooTAPIgn yia Tn FaAAia
Ap. miepavou: + 33 563 825 319 Email: support@cepheideurope.com

[TAnpogopieg emkovoviog yio 6o ta ypopeia texvikng vrootpiEng g Cepheid dwatibevtat oty 10T0GEAIdM OGS
www.cepheid.com/en/support/contact-us.
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22 Mivakag cupBoAwyv

Z0upoAo

Inuacia

REF

Ap1Bu6G kKaTtaldyou

q3

>Auavon CE — Zupuopewon ue Ta Eupwtaikd pdTuTra

IVD

laTpoTexvoloyiko TTpoidV yia in vitro dIayVWwOTIKN Xprion

Mnv eTTavaypnoIPOTIOIEITE

Kwdik6g TapTidag

>JupBouleuTeite TIG 0dNYieg xprong

Mpoooxn

KaTtaokeuaoTAg

XWwpa KATAoKEUNG

MepiexdueVo ETTAPKEG VIO N EEETATEIG

CONTROL| |Maprupag
Huepounvia Argng
Mepiopiopdg Bepuokpaaiog

BioAoyikoi kivduvol

MNa xprion goévo pe ouvtayr| 10Tpou

E¢ouaiodotnuévog avtimrpdéowtog otnv Eupwtraikr Koivotnta

E¢ouaiodotnuévog avTimmpdowTrog oTnv EABeTia

Eicaywyéag
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il

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Ap. miepavou: + 1 408
Do + 1408 541 4192

EC |REP

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont

France

541 4191

Ap. TnAepmvov: + 33 563 825 300

Do&: +33 563 825 301

CH |REP

Cepheid Switzerland GmbH

Ziircherstrasse 66
Postfach 124, Thalwil
CH-8800

Switzerland

B

Cepheid Switzerland GmbH

Ziircherstrasse 66
Postfach 124, Thalwil
CH-8800

Switzerland

wvb|C €

23 loTopIiko

avafewpnoEwyv

Meprypoen orraydv: 302-7967-EL, Avab. A ce Avab. B

Xkomog: Evnpépwon tov Odnyuav ypriong eéoutiog tng aAhayng otov adydpidpo ADF

Evérnta Mepiypagn Tng aAAayng
15 Eppunveia Twv ammoteAeopdTwy Evnuépwaon Twv mivakwy 1 Kai 2 yia eubuypduuion

TNG EPMNVEIOG TV ATTOTEAEOUATWY PE TNV aAAayr oTov aAyopiBuo ADF.

18.1 KaBopioTnke 10 apxIkd TTOGOOTO ATTPOCOIOPIOTWY ATTOTEAETUATWY Kal TIPOCTEONKE

' TO TEAIKO TTOGOCTO ATTIPOCDIOPICTWY ATTOTEAECUATWV.

Evnuépwaon ouoiwy TTou eVOEXETAI VO TTPOKAAOUV TTAPEUTTOBION YIA VA YiVEl

18.7 ] s ) .
016pBwan: Afrin atrd Anefrin.

23 Evnuépwon evotnTag loTopikou avabewprogwy.
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