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Xpert® Xpress CoV-2/FIu/RSV plus

1 Katoxupwpévn ovopacia

Xpert® Xpress CoV-2/Flu/RSV plus

2 Koivi | ouviRdng ovopacoia

Xpert Xpress CoV-2/FIu/RSV plus

3 MpoBAerduevn XpRon

H doxyn Xpert Xpress CoV-2/Flu/RSV plus, mov ektedeiton 6to cvotua GeneXpert System pe 006vn apng wov
Aerrovpyei pe to Cepheid OS (pa Sopodpemon 006vng aeng otnv owkoyéveln cvotnudtov GeneXpert Instrument System),
givan pro moivmheypévn ok RT-PCR mpaypatikod xpoévov mov mpoopiletol yio ypriorn 6Ty TanTtdypovn in vitro TOl0TIKY
aviyvevon kot dtapoporoinon tov RNA a6 tov SARS-CoV-2, t ypinn A, t ypinn B 1/kot Tov avamvenotid cuyKuTioko
10 (RSV) og deiypota pvopopvyykod 1 Tpdciov pvikol emypicuato 1oL GVAAEYOVTAL 0O GTOO. e ol 1)/ion
GUUTTOUOTO 10YEVOVG AOTHMOENG TOV OVATVEVGTIKOD.

To. RNA tov SARS-CoV-2, ¢ ypinng A, g ypinng B kot tov RSV mov npocdiopifovtar pe avtn ™ dokiuy givor

YEVIKG aviyvEDGILO. G€ OETYHOTO TOV GVADTEPOL ALVOTVELGTIKOV GLOTHUATOG KOTd TV o&gia pdion g Aoipnméng. To Oeticd
OTOTELEGLLOTO, EIVOL EVOEIKTIKA TNG TOPOVGIOG TOV OVAYVOPIGUEVOD 100, 0ALG dev amokAgiovy T Paktnploky Aoinwoén 1 ™
GLAAOTH®OEN pe GAAa TaBoyove. oV dev aviyvebovTal amd 1 SOKIUT.

O KAMVIKOG GLGYETIGUOG E TO 16TOPIKO TOL acOeVOUg Kot GAAES S1OYVOGTIKES TANPOPOPIES EIVOL OTTOPOITNTOG Y10l TOV
TPOGAIOPIoUO TG KoTdoTaons Aoipnméng tov acbevoig. O mapdyovtag Tov aviveddnke PITopel va Py eivol 1 0pLoTIKY
attio TG voGov.

To apvntikd anoteléopata dev amokieiovy ) Aoipmén and SARS-CoV-2, tov 16 g ypinng A, tov 10 ¢ ypinng B 17/
kot Tov 10 RSV kot dev mpémnetl va xpnoonolovvtot og povadikn Baon yio ) Oepomeio 1| GAAEG amo@doels dtayeiptong
Tov acbevovg. Ta apvntikd omotedéopata TPEREL Vo, GuVOVALovVTaL [e KAMVIKES TOPUTNPNGELS, TO 16TOPIKO 0oBevoDS 1)/Kat
EMONOAOYIKEG TANPOPOPIES.

4 MepiAnwn Kal €TEERYNON

Mia €Eapom HLOG AVOTTVELGTIKNG VOGOL 0yvmaoTng attioroyiog oty toAn [ovydv, g emapylog Xovunér g Kivag
avapépnke apykd otov [Maykdouo Opyavioud Yyeiag (I1.O.Y.) otig 31 Agkeuppiov tov 2019.1 O kivelikég apyéc
avayvoptoav évay véo kopavoid (2019-nCoV), o onoiog éktote £xetl eomhmbel o G0 TOV KOGUO, TPOKAAMDVTOG

v movdnpia g vosov kopwvoiod 2019 (COVID-19). O COVID-19 oyetiCeton pe Sidpopeg kAvikég ekPaocers,
GUUTEPIAOUPAVOLLEVIG TG OCVUTTOUOTIKNG AOTH®ENG, TS NG AOTLMENS TOV OVATEPOV OVATVELGTIKOV, TNG Papldc
AolpmEng ToV KATOTEPOL AVUTVEVGTIKOV, GUUTEPIAUUBOVOLLEVIG TG TVEVLLOVIOG KL TG AVOTVEVGTIKNG AVETAPKELNS, KOl GE
oplopéveg mepumtdoels, pe 0dvoro. H Aebvig Emrpon Ta&ovopiag Iov (International Committee for Taxonomy of Viruses,
ICTV) perovopace tov 16 g SARS-CoV-2.2

H ypinn elvon o petadotikny woyevig Aoipwén g avamvevotikng 0dov. H petddoon g ypinng etvar kuping péco
aepolvpévav otayovidimv (dnA. pe Tov Piya 1 To ETAPVIGUA) Kot KOPLOMVETOL GLVNOWOE TOVG XELEPVOG uveg. Ta
cuuntdpato sV MG TEPAaLBavovy TVPETO, piyn, movoképaro, adtabesia, Prya Kot cLUEOPNCT TOV TAPUPPIVIEDV
KOATT®wV. Mropel eniong vo eLeavicoTodV yaoTpevtepikd cupmtapato (Sni. vavtia, £ULeTog N dtdppota), Kuping oe Tondid,
AL lvan Atyotepo ovyvd. Ta copntdpata epeoavitoviot yevikd evidg 600 nuepmv amd v £kbeon oe polvcévo GTopLo.
Mrmopet va epeavioTel TveLovio WG EMTAOKN OV 0PeileTal o€ Aolpumén and ypinn, TpokoddvTog avénuévn voonpotnta
Kot OvnooT T 68 TOISITPIKoUS, NMKIOUEVOUG Kl 0VOGOKOTESTUALEVOVS TANBUGHOVC. 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
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@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:

®Uoiyyeg Xpert Xpress CoV-2/FIu/RSV plus pe evowpatwpéva 10
owAnvdpia avtidpaong

e Toapidio 1, Tearpidio 2 kar Tearpidio 3 (Awoidomompévor) 1 amo 1o kabéva ava eualyya
e Avuidpactiiplo Aong 1,0 mL avé @uoiyya

e AviidpacTiiplo SEGHEVOTC 1,0 mL avd guaiyya

e AvTISpacTiplo EKAOVGNG 3,0 mL ava gualyya

e Avuidpactiplo mhoong 0,4 mL avé guoiyya
AVAAWOIPEG TTITTETEG UETAPOPAG 10-12 avd KIT

®uAAddio 1 avé kit

o  Odnyles yia Tov evtomopd (kou v gwoaywyn) tov ADF ko g tekunpioong, 6nwg o 'Evbeto mpoidvrog ot
SevBvvon www.cepheid.com.

0dnyigg ypRyopng avagopdg 2 ava KIT
(Movo yia xprion pe To auatnua GeneXpert Xpress)

Ta AeAtia Aedopévwy Aagalciag (Safety Data Sheets, SDS) eivai diaBéaipa atn dielBuvan www.cepheid.com 1

Inpsiwon www.cepheidinternational.com, otnv kaptéha SUPPORT (YIMOZXZTHPI=ZH).

O oTaBepotroinTAg TTPpWTEIVNG, BOEIag TTPoEAEUONG, OTA OPAIPI®Ia AUTOU TOU TTPOIGVTOG TTAPAXONKE Kal TTOPACKEUATTNKE
aTToKAEIOTIKG a1rd Bdeio TTAGoua pe TTpoéAeuon Tig Hvwpéveg MoAiTeieg. Ta wa dev gixav Tpagei pe Tpwreivn
MNPUKOOTIKWV 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.

Inueiwon

7 AtroOnkeuon Kai Xeip1opog (Kir)

e Amofnkevete t1g uotyyeg Xpert Xpress CoV-2/FIu/RSV plus oe Oeppoxpacia 2-28 °C.
o  Mnv avoiyete T0 KOmAKL TG OOLYYOG LEXPL VA EI0TE GE ETOOTNTA YOl TNV EKTELEON TG £EETAOTG.
e Mn ypnoiponoteite pio OGLyyo oL gfvat vyp1 1| ExEl TAPOLGLACEL Stappon).

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 6MOTEG GLVONKES PUANENG KOTA TN LETAPOPA TOV SEIYLOTOG Y10, VOL SLUCPAAIGETE TV OKEPAOTNTA
Tov (BA. ZuAAoyn, petagopd Kot amodnkevon derypndtmv). H otabepdtnta tov deiypotog vnd cuvOnikes amootolng
SLOPOPETIKES ATO QVTEG TTOV GLVIGTMVTAL OeV Exel a&loAoynOel.

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.

6 Xpert® Xpress CoV-2/FIu/RSV plus
302-7967-EL, Rev. C
2025-08



Xpert® Xpress CoV-2/FIu/RSV plus

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 KOAQ TO YEPIOL GAG LETE TOV YEIPIGUO.
o Avtamékpion

Edv aicbavbeite adwbeoio, koréote éva KENTPO AHAHTHPIAXEQN 1 yuotpo.
Edv mapotnpn0et epebiopdc tov déppotog: Zvpfovievdeite/Emorepdeite yiotpd.
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 vmoywpei 0 opBaipkdg epebiopdc: Zoppovievdeite/Emokeqbeite yotpd.

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 oV oteled 670 éva povbodvi, Tepvmdvag to otov omichio pvoedpuyya (BA. Ewodva 1).

Eikéva 1. ZuAAoyn pIVOQOPUYYIKWYV ETTIXPICUATWV
2. Ilepotpéyre Tov otetred Povptailovtag otabepd EMGV® GTOV PVOPAPLYYO OPKETEG POPES.

3. Aopaipéote ka1 TomoheToTe TOV 6TEED GTO GOANVAPLO TTOL TEPLEYEL 3 ml PHEGoV HETAPOPAS 1DV, 3 ml pucloloyikoD
opov N 2 ml eNAT.

4. Xndote TOV GTEIAED OTNV VIOJEKVVLOUEVT Yo Bpadong kat kKheloTe To cANVAPLO GLALOYNG SElYHAT®V COIKTA.

12.2 Aladikacia CUAAOYAG PIVIKWYV ETTIXPICHATWY

1. Ewaydyete éva pviko emiypiopa kotd 1 €og 1,5 cm o€ éva povboivi. [epiotpéyte Tov 6TUAES EXAV® GTO EGMTEPIKO TOV
povBovvioD Yia 3 devtepdrenta evOG® ePapproleTe Tigon pe To dakTvAo oTo e€mTEPIKS TOL povBouviod (BA. Ewdva 2).

\ /
> >

Eikéva 2. ZuAAoyn PIVIKWV ETTIXPICHATWYV YIO TO TTPWTO pouBouvi

2. EmovoAdPete oto GAAO povBovvt Le Tov 1510 GTUAED, XPNCILOTOLOVTAS EEMTEPLKY TiECT) 6T0 £EMTEPIKO TOV AAAOL
povBovviod (PA. Eucdva 3). Tlo va amo@iyete T poivvon tov deiypatog, unv ayyilete to kpo Tov 6TUAEOD GE
0oTIONMOTE GAAO EKTOG OO TO ECOTEPIKO TOL PovHOVVIOD.

8 Xpert® Xpress CoV-2/FIu/RSV plus
302-7967-EL, Rev. C
2025-08



Xpert® Xpress CoV-2/FIu/RSV plus

3.

Eikéva 3. ZuAAoyn PIVIKWV ETTIXPICHATWY YIa TO SeUTEPO poubolvi

Ao@oipéote Kol ToTofeTOTE TOV GTEILED GTO COANVAPLO TOL TTEPIEYEL 3 ml pEGov PeToPopds 1wV, 3 ml puololoykol
opov N 2 ml eNAT. Zrdote ToV GTUAEO GTNV VIOSEKVVOLEVT Yo Opadhong Kot TOHATIOTE TO GOANVAPLO GVALOYNG
SeyHATOV GOIKTAL.

13 Aladikaoia

13.1 MposToIpacia TG UOIYYAG

INUAVTIKO ZeKIVAOTE TV €§€Taon evToG 30 AETTTWV ATTé TNV TTPOoBiKN Tou SeiypaTog oTn QUOIYYO.

1.
2.
3.

7.

Aopoipéote o OGTYYo and T1 GLOKELOGIA.
EAéy&re 011 0 cOMVOG LeTaPOpAg Tov delypatog eivatl KAEIGTOG.

Avoxatéyte o detypa avamodoyvpilovtag ypiyopa T0 GOANVAPLO HETAPOPAS TOV delylatog 5 popéc. Avoitte To Kamdkt
TOL COMVO LETAPOPAS TOV dELYLATOC.

Avoi&te T0 KATAKL TG PVOLYYOS.
A@oipéote TNV MIETO PETAPOPAG OO TO TEPITOALYLLOL.

[Tiéote t0 eMbvem TOVEP TNG TMETAG HETAPOPAS EVTELMG PEXPL VO givan TANPOG emimedo. Zuveyilovtag va KpoTdTe TO
TOVEP EVIEADG EMIMEDO, TOTOOETHGTE TO AKPO TNG TTETOG GTO COAVAPLO HETAPOPAS TOV detypatog (BA. Ewova 4).

ApiOuog Mepiypagn
@ - |- 1 MéoTe edw
2 Mmréra
‘ 3 Moudp degapevig uttepxeiliong
@ - | @ 4 Acgiypa

@ =

Eikéva 4. Mitréra perapopdg

AtnpdvTag TNV TIETO KATO ond TNV EMPAVELD TOL VYPOV, APNOTE OPYH TO EMAVE® TOVEP TNG TTETAS Y10, VAL YEUITEL

N mmréta pe Selypa mpv TV aQapécete amd 10 cwAnvaplo. Aegv telpalet av mhet vYpd oto doyelo vrepyeiiong (PA.
Ewova 4). EAéyEre 6T mméta dev nepiéyxel puoaiidec.
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Znueiwon

ZNHAVTIKO

ZNHAVTIKO

Inueiwon

8. T va petapépete o deiylo 0T QUGLYYa, TECTE EXVA EVIEADG TO EXAVEO TOVAP TNG TTETAG LEXPL VAL EIVaL EVIEADG
eninedo Yo va adetdost to mepeydpevo g mmétag (300 pul) oto peydro dvorypa (Odhapog delypatog) g edotyyog
mov paivetar 6to Ewkova 5. Atyo vypd unopel vo mapapeivel oto doxeio vrepyeitione. Amoppiyte ) ypnoporomuévn
TETO.

Eikéva 5. ®uoiyya Xpert Xpress CoV-2/FIlu/RSV plus

dpovTioTe va diaveiyete 0AOKANPO TOV OYKO TOU UypoU aTov BdAapo deiypatog. Mopei va Trpokiyouv Yeudwg apvnTiKG
aTroTeEAEOUATA EQV TTPOOTEDE AVETTAPKAG OYKOG OeiyaTog aTn QUCIYYA.

9. Kleiote 10 KomdKL TG POOIYYOS.

13.2 E§wTepIKoi HAPTUPEG

O1 e€mtepicoi pdpropeg mov meptypdpovral otnv Evomra 9 eivan drabéoipot alha dev mapéyovtor kot Oo mpémet va
YPNOLLOTOLOVVTOL GOUPMVOL LLE TOVG TOTKOVS, KPUTIKOVS KOl OLLOGTOVOLOKOVG 0PYAVIGHOVG TGTONOINGNG, OTms appolet.

T v avéivon evdg paptopa pe ) gpnon g e&étaong Xpert Xpress CoV-2/Flu/RSV plus, akolovBnote o mapokdto

Brpata:

1. Avapei&re Tov LapTUpa AVaCTPEPOVTOG TAXEMS TO COANVAPLO eEOTEPLKOD HAPTLPO 5 Popéc. AvoiETe TO TN ETAVED GTO
SOANVAPLO £EMTEPIKOV PAPTLPAL.

2. Avoi&te 10 KOTAKL TNG QOGIYYOC.

3. Xpnowonoidvtog pa Kebopn mmETo LETAPOPAC, LETAPEPETE (o Ay Tov detypotog e€mteptcod pdptopa (300 pl) oto
peyéio avorypa (@dropog detypatog) tng evotyyag mov gpeavifetol oty Ewova 5.

4. Keiote 10 KOmAKL TNG GVOIYYOC.

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

Mpotou §ekivioeTe TNV €€étaon, BeBaiwOeiTe 6TI TO CUCTNHA TTEPIEXEI HOVADEG pE AsiToupyikO cUoTnpa Cepheid
€kdoong 1.2 N peTayevéaTEPNG Kal OTI €€l el0a)Bei To apxeio opiopoU Trpocdiopiopol Xpert Xpress CoV-2/Flu/
RSV plus Assay Definition File oTo Aoyiopiké.

AuTA n evéTnTa TTOpaBéTEl Ta TTPOETIAEYHéVa BRpaTa yia T AeiToupyia Tou GeneXpert system with touchscreen.
MNa AemrTopepeig odnyieg, avarpé§re oto Eyyeipidio xprjotn Tou ouotiuaros GeneXpert Dx ue To Eyxeipidio
Xprjon 086vng Aerig.

Ta BripaTa TTou akoAouBoUvTal UTTopEi va gival SIaQopeTIKG €AV 0 dIAXEIPIGTAG TOU CUCTAUATOG £XEl AAAGEEI TNV
TIPOETTIAEYHEVN PO EPYACIWY TOU CUCTAHOTOG.

1. Evepyomomorte 1o GeneXpert system with touchscreen:

a) Evepyomowmote 10 gpyareio GeneXpert I1 | GeneXpert IV. O dwakdntng tpopodociog fpickeTor otnv micw Tievpd
tov avaivt. [Matote to dokdémtn ot Béon ENEPFOMOIHZHE (ON) ()).

b) Evepyomomote v 006vn apnc. O dwaxdmtng tpopodociag Bpicketal otny micm mAevpd g 006vng agng. I[atfote
10 dakomtn otn Béon ENEPTOMOIHZHZ (ON) ()).

2. Zvvdebeite oto hoyopkd Cepheid ypnoyomoidvog To 6vopo XpioT Kot Tov Kodikd TpdoBacnc oag.
3. Tloamote 1o kovuni NEA EEETAZH (NEW TEST) otv APXIKH (HOME) 006v.
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Inueiwon

Inueiwon

Kotoympiorte 10 avayvopiotikd acdevoic.

Méote ZYNEXEIA (CONTINUE) xon ENMIBEBAIQZH (CONFIRM).
Eicaydyete 0 avayvopltotikd delypatoc.

IMéote ZYNEXEIA (CONTINUE) o1 EMIBEBAIQXH (CONFIRM).

ZapdceTe TOV YPUPU®mTO KOSIKO octyyas. Kpathote ™) lotyya o amodotacn nepimov 10 cm (4 ivroeg) and tov
GOPOTI.

© No o s

Edv dev ptropei va oapwbei o ypappwtog kwdikdg Tng euaotyyag Xpert Xpress CoV-2/FIU/RSV, 1é1e emmavaAdpete Tnv
e¢Etaon pe véa UoIyya.

9. Mertd m odpwon, matiote EMIBEBAIQXH (CONFIRM).

10. Edv dev eiote ouvdedepévot, Oa epgaviotei n 006vn g eloaymync dtamevotpinv. Edv cag {nmoet, sicaydyete To
ovopa xpnoTn Kot Tov Kmdikd tpocPacnc cog kat tatote XOvOeon (Login).

11. EpoaviCetow n 006vn tpoetoytacio votyyag (Cartridge Preparation). ITapakoiovOnote to Bivieo (gdv givan
QTOPOTNTO) KO TPOETOHAOTE TN POotyya av dgv To £xete kavel NoN. [atmote ZYNXEIA (CONTINUE).

12. ®optdote TV TPOETOLACUEVT PVCLYYYOL.
13. Avoi&te ) Bupida ™G VITOROVASS TOV AVOAVLTH KATM OO TO TPAGIVO PAOG IOV avafosBnvet.

14. Tomobetote T PVGLYYQ 6TO SATESO VITOSOYNG VIOUOVASMV e TNV ETIKETO TNG PVOLYYOS CTPAUUEVT] TTPOG TOL EEM.

Mnv aTTevepyOTIOIEiTE KOI PNV OTTOCUVOEETE Ta EpyaAcia evoow BpiokeTal o€ eEENIEN pia e€€Taon. H atrevepyotroinon f n
atmmoouvdean Tou avahuTtr) GeneXpert ) TnG 006vNG agrig Ba oTaPATACE! TNV £EETACN.

15. Kleiote ) 00pa g vropovadag. H 00pa Oa acparicet kot 1 mpdoivn Avyvia mov avafocsPriver 0o aviyel otobepd
He Tpdcvo xpopa Kot 0o epeovictei 1 006vn «H g&étaon poptave (Test Loading) ko éneira «H e&éraon
Sevepyeitar (Test Running).

‘Otav oAokAnpw0ei 1 e&€taon, eppaviCetor n 006vn okokAnpwong eEétaong.

16. Agoipéote T @UGLYYo Kot amoppiyTe T SOUPOVO He TIG KaTevhuvtipleg 0dnyieg andppiyng emkivovvev anofAitov
TOL 1PVUATOG GOC.

17. Ayyi&te ANA®OPA (REPORT) yio va mpofdhete v avapopd g e€étaong.

13.4 MpoBoAn Kal EKTUTTWOT ATTOTEAECHATWYV

INa mo Aentopepeis 0dnyieg oxeTkd e ToV TPOTO TPOPOANG Kot EKTHTMONG TV anoteresudtov, PA. GeneXpert System
with Touchscreen Operator Manual.

14 "EAgyX0g TTO10TNTOG

14.1 ECcwTepIKOi HAPTUPESG
KdaBe pvoryya mepirapfavet évav papropa enelepyaciog detyporog (SPC) ko péprupo gréyyov avygvevt (PCC).

Maptvpag enelepyaciog deiypotog (SPC) — Awncearilet 6t to deiypo vroPfinonie cootd oe enetepyacia. O SPC
emaAnBevet 6t enelepyacia TV detypdtov eivar enopkng. Emmiéov, avtdg o paptupag avigvedel TV avacTor] Tov
nmpocdiopiopod RT-PCR mpoaypatikod ypdvov mov oyetileton pe to deiypa, dtaoparilet 6Tt o1 cuvonkeg avtidpaong PCR
(Beppokpaoio kot xpovog) eivar KatdAAnAES yio v avtidpaon evicyvong kot 6t Ta avtdpactiplo PCR eivar Aettovpykd.
O SPC Ba mpémet va givan OeTicds o Eva apvntikd deilypa kot pmopel va givat apvntikds 1 Oetikog oe éva Betikod deiypa. O
SPC Bempeitor emttvyng edv TANPOL To EMKVPOUEVOL KPLTNPLOL ATOSOYNC.

Maptupag eréyyov aviyveoti) (PCC) — Ilpw amd v évapén g avtidpaong PCR, to cdompa GeneXpert petpd to
o EOOPIEHOD 0T TOVG AVIXVEVTES Yol TNV TOPUKOAOVONOT TG EMAVEVLIATOONG TOV GPALPSIOV, TG TANPOONG TOV
coAnvapiov avtidpaong, TG aKepUOTNTAG TOV oV veLT Kat TG otabepdmTag ™G xpootikng. O PCC Bewpeitor enttuyng
£av mAnpol Ta entkupOUEVE KPLTHPLOL AoS0YNS.

14.2 E§wTepIKOi HAPTUPEG

O e€mtepikol pdptupeg Oa TPETEL VAL YPNOLUOTOLOVVTOL GOUPMVO, LLE TOVG TOTIKOVS, KPOUTIKOVS KOl OLOGTOVILOKOVG
0PYOVIGHOVG TLOTOTOINGT G, OGS aproletl.
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15 Epunveia TwV atroTEAECHATWYV

Ta amotedéopata epunvevovral ovtépata and o cvotnua GeneXpert kot epeavifovior evdidkpita 6To Tapadvpo

MpoBoAn atmroreAeopdrwy (View Results). H e&étaon Xpert Xpress CoV-2/FIu/RSV plus mapéyer amoteléopota g

e&étaong pe Paom v aviyvevon Tov dV0 YOVISIHK®V GTOY®OV, COUPOVA LLE TOVG dAYOPiOLOVG.

H popoen tov anotelespdtov g e&étoong mov topovoidlovtat Ba Stoupépetl avaroyo Le TNV ETAOYH 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 mapovotilet Tig SuvnTiké ekPAcelS TV amoteAecaT®V OTov emdey0el o TpdTOg Asttovpyiag e&étaong Xpress

SARS-CoV-2_Flu RSV plus.

Mivakag 1. MBavda amoteAéopara kail eppnveia Tou Xpress SARS-CoV-2_Flu_RSV plus

ATrotéAeopa

Eppunveia

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

Avixveuetal RNA-016x0G Tou SARS-CoV-2.

To ofpa tov SARS-CoV-2 €xet tiun Ct evidg Tov £yKVPoL DPOVG KoL TEAKO
onueio vynAdtepo amd TV eXdyot pLOon

SPC: A/ (NA) (dev 1oy0et), o SPC ayvoeiton emetdn mpayporonodnke n
gvioyvomn tov otoyoL Yo tov SARS-CoV-2

"Eleyyoc aviyvevtn): EIIITYXHZ (PASS). Oha to anoteréopata eAEyyov ToV

avixveuTn glval emtoyn

OETIKO yia ypitrn A (Flu A
POSITIVE)

Avixveuetal RNA-0TOX0G TnG ypiTTng TUTTOoU A.

To ofua ywo Tov 16 g ypinng Tomov A gite yio tov otdyo RNA 10V Al gite ya
tov 610x0 RNA 100 A2 1] 100 o1jpLrTaL Ko Yo Tovg 800 otdxovg RNA éyovv Ct
€vTOG TOL £YKVPOV £0POLS KoL TEAMKO onpeio Tave omd T pvOen ovdov

SPC: A/ (NA). O SPC ayvogitar emeidn mpaypotoromOnke evioyvon tov
G6TOYOL Y10, TOV 10 TG Ypinng thmov A

"EAeyyog aviyvevt): EIIITYXHE (PASS). Ol ta aroteléopota ELEyYov Tov

aviyveuTn elvon emtoyn

OETIKO yia ypitrn B (Flu B
POSITIVE)

Aviyxvevetar RNA 1ng ypitng TUtTou B-oT1d)0U.

To ofua Tov 100 g ypinng Tomov B £xet Tipm Ct gvtdg Tov £yKupov gvpovg Kot
TehMKo onpeio vYNAGTEPO amd TV Ao pUOION

SPC: A/ (NA). O SPC ayvogitan emeldn mpaypatoromOnike evioyvon tov
GTOYOV Y1 TOV 10 NG Ypinng tomov B

‘EAeyyog aviyvevt): EIIITYXHZ (PASS). Ola to arotedéopata ELEy)ov Tov

aviyveutn gtvar emtoym

RSV OETIKO (RSV
POSITIVE

Avixveuetal RNA tou RSV-oT1d6you.

To ofpa tov 100 RSV éyet ipn Ct evedg Tov Eykupov €0povs Kot TEMKO onpeio
vynAoTEPO amd TV EAdyIoTn POOIoN

SPC: A/I (NA). O SPC ayvoeitat engidn mporyLatomomOnKe EVicyuon Tov
GTOY0V Yo Tov 10 RSV

"Eleyyoc aviyvevtn): EIIITYXHZ (PASS). Oha to anoterAéopata eEAEyyov Tov

avixveuTn glval emtoyn

APNHTIKO I'lA SARS-
CoV-2 (SARS-CoV-2
NEGATIVE), APNHTIKO
FATPIMH TYNOY A (Flu
A NEGATIVE), APNHTIKO
FATPIMH TYNOY B (Flu
B NEGATIVE), APNHTIKO
A RSV (RSV NEGATIVE)

Aev avixvetetal RNA-016x0G Tou SARS-CoV-2, dev avixveletal RNA-
OTOXOG TNG YPITTNG TUTTOU A, dev avixveuetal RNA-0T6X0G TNG ypiTTng TUTTOU
B, 6ev avixveletal RNA-g16)X0G TOU RSV.

Agv aviyvevetar RNA-616)06 Tov SARS-CoV-2, g ypinng tomov A, g
ypinng tomov B kat Ttov RSV

SPC: EITITYXIA (PASS). O SPC éyet Ct evtdg Tov £€yKvupov 0povg Kot TEAKO
onueio Tave omd v eAdyiotn pvduion

"EAeyyog aviyvevt): EIIITYXHE (PASS). Ol ta aroteléopota ELEyYoV TOv

aviyveuTn eivon emtoyn
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ATtrotéAeopua

Epunveia

MH EFKYPO (INVALID)

O SPC 1) aA\eg puBpioeig avaAuong dev TTANPOUV Ta KPITHPIa ATTOS0XNAS
ka1 &gv avixvelovTail 6ol ol atéxol. ETravaAdpere v e€€Taon aupgwva
pe TN Aladikaoia eTavaAnTITIKAG e€€Taong oTnv EvotnTa 16.2 Twv 0dnyiwv
Xpnong.

e SPC: AIIOTYXIA (FAIL). Ta onpato tov SPC kot tov SARS-CoV-2, g
ypinng A, g ypinng B kat tov RSV dev éyovv Ct evtdg Tov £ykupov edpovg
Kot o tehkd onpeio givor yaunAotepo amd tn youniotepn povduion.

H evioyvon tov SARS-CoV-2 dev amodidel v mpodioypaepn

"EAeyyoc aviyvevt): EINITYXHX (PASS). Ola ta amoteléopato gEAEyxov Tov
aVLveLTY £lvot emTUYN

I®AAMA (ERROR)

H 1mapouaia i ammouaia RNA SARS-CoV-2, ypiting A, ypiting B kai RSV
O¢ev utropei va rpoadiopioTei. ETravaAdBerte Tnv e€étaon cUu@wva pe
TN Aladikaoia emavaAnTiTikig e€€Taong otnv Evotnta 16.2 Twv odnyiwv

xerong.

SARS-CoV-2: KANENA ATIOTEAEZMA (NO RESULT)
Ipirn A: KANENA ATIOTEAESMA (NO RESULT)
I'pinn B: KANENA ATIOTEAESMA (NO RESULT)
RSV: KANENA ATIOTEAESMA (NO RESULT)

SPC: KANENA ATIOTEAEZMA (NO RESULT)

"Ereyyog aviyvevth: ATIOTYXIA (FAIL)!. Oho 7 éva omd to. amoteAéopoto.
TOVL EAEYXOV AVLYVELTI| EIVOL OVETITUYN

TEAv 0 éAeyX0G avIXVEUTH ATAV £MTUXNG, TO O@AAUa TTpoKaAeiTal atrd 1o 0TI
TO OpIO PEYIOTNG TTiEoNG UTTEPPaivel TO ATTOOEKTO EUPOG, BEV TTPOOTEBNKE
Ociypa | atrdé aoToxia €§aPTANATOG TOU CUCTHHATOG.

KANENA AMOTEAEZMA
(NO RESULT)

H 1mapouacia i ammoucia RNA SARS-CoV-2, ypiting A, ypiting B kai RSV
O¢ev utTopei va rpoadiopioTei. ETTavaAdpeTe Tnv e€€Taon cuupwva Pe

N Aladikaoia emavaAnTTikhg e€€Taong atnv Evotnra 16.2 Twv odnyiwv
xpriong. H évoeitn KANENA AMOTEAEZMA (NO RESULT) utrodeikviel 61i
OUAMéXBnkav avettapkn dedopéva. MNa mapddeiypa, o xeIpIoTHS OIEKOYE JIa
e¢€Taon Tou BpiokoTav og eCENIEN.

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

I'pimn A: KANENA ATIIOTEAEXMA (NO RESULT)

['pimn B: KANENA AIIOTEAEZIMA (NO RESULT)

RSV: KANENA ATIOTEAEEMA (NO RESULT)

SPC: KANENA AIIOTEAEXMA (NO RESULT)

"Eleyyoc avygvevtn: A/

Edv o SPC givar apvnticds Kot To 0moTEAEGILOTO Y10, OTOLOVONTOTE OO TOVG GTOXOVGS Etval OETIKA, To AmOTEAEGHOTO Y10,

OAOVG TOVG GTOYOVG Be®POvVTUL EYKVPAL.

Edv pévo o évoag ukdc otoy06 eivan Oetikdg aArd mbavoroyeital GLAAOILOEN pe ToAAATAOVG 6TOYOLGE, TO delypa Oo Tpémet

va enavegetaletan e Komolo GAAN eykekpipévn 1 eEovotodomuévn e&étaor, og mepintmon mov 1 GVALOIp®EN Bo dAAale

TV KAWVIKTY OVTYLETOTLOT).

O ITivaxag 2 mapovcidlet Tig SvvnTikésg ekPacels Tov amoteheopdtmv Otav emdeydel o Tpdmog Aettovpyiog e&€taong 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

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

e To onua tov SARS-CoV-2 éyet Tyun Ct evidg Tov £yKupov €0pOVG Kt TEMKO
OETIKO IIA SARS-CoV-2 onueio vynAdtepo amd TV eXdyiot pLOon

(SARS-CoV-2 POSITIVE) o SPC: A/ (NA) (8ev woyvet), o SPC ayvoeitat eneldn mpaypoatomo|dnke
gvioyvomn tov otoyov Yo tov SARS-CoV-2

o 'Eleyyog aviyvevtn: EIIITYXHZX (PASS). Ola ta amotedécpata EAEyyov Tov
aviyveuTn gival emtoyn

Avixveuetal RNA-0TOX0G TnG ypiTTng TUTTOU A.

e To onpa ywa Tov 10 g ypinng Tomov A eite yio Tov 61630 RNA tov Al gite yia
tov 610x0 RNA 100 A2 1] 100 o1yt Kot Yo Toug 800 otdxoug RNA éyovv Ct

OETIKO yia ypitrn A (Flu A £VTOG TOL £YKLPOV £0POVG Kt TeEAKO onueio Tave amd T puduon ovdoy

POSITIVE) e SPC: A/ (NA). O SPC ayvositol emeidn mpaypatonotdnke evioyvon tov

GTOYOL Yo, TOV 10 TG Ypinng thmov A

e 'Eleyyoc aviyvevt): ETIITYXHE (PASS). Ola ta amoteléopota L&y ov Tov
aviyveuTn eivon emtoyn

Aviyxveuetal RNA 1ng ypitng TUTTou B-oT10)0U.

e To onpa Tov 100 g ypinng timov B €xet Tiun Ct evtdg Tov £ykupov 0povg Kot

@ETIKO yia ypimn B (Flu B TeMKo onpeio vYnAGTEPO amd TV Ao pVOION

POSITIVE) e SPC: A/ (NA). O SPC ayvoeitan enedn mpaypotomom0nke evicyvor Tov
GTOYOV Y1 TOV 10 NG Ypinng tomov B

e 'Eleyyoc aviyvevt): EIIITYXHZ (PASS). Oka to aroteléopata ELEyyov Tov
aviyveutn gtvar emtoym

Aev avixveuetal RNA-01éx0¢6 Tou 10U SARS-CoV-2, dev aviyveuetal RNA-

APNHTIKO yia SARS- oT1dX0G TOU 10U ypiTTNng TUTTOU A, dev avixveletal RNA-0TdX0G TOU 10U ypiTINgG
CoV-2 (SARS-CoV-2 ToTIou B.

NEGATIVE), APNHTIKO e Asv aviyvevetol RNA-610x0¢ Tov SARS-CoV-2, Tov 100 ypinng tomov A kot
yia ypitrn 1dmmou A (Flu A 10V 100 ypinng tomov B

NEGATIVE)’, APNHTIKO e SPC: EIIITYXIA (PASS). O SPC £yet Ct gvtdg Tov £YKUPOL €DPOLE KOt TEAMKO
yia ypitrn T0Trou B (Flu B onueio méve amd TV EAGIoTN pHOuLION

NEGATIVE) o 'Eleyyog aviyvevtn: EIIITYXHZX (PASS). Ola ta amotedécpata EAEyyov Tov
aviyveuTn gival emtoyn

O SPC 1 dAAeg puBpioeig avaAuang dev TTAnpoUv Ta KPITrpia atrodoxXAS
Kal dev aviyveuovTal 6Aol ol aToxol. ETTavaAafeTe Tnv €€Taon olpgwva
pe TN Aladikaoia eravaAnTTikAg e6€Taong atnv Evotnra 16.2 Twv odnyiwv

XProng.

MH ErKYPO (INVALID) ° SP’C: ATIOTYXIA (,FAIL). Ta fﬂ']uam OV S.PC Ka,l oV SAR,S-COV-Z, mg
ypimng A ko g ypinng B dev £xovv Ct evtdg tov £yKupov e0povg Kot To
Tehkd onpeio etvan yapniotepo and T yapnAdtepn pvdon.

H evioyvon tov SARS-CoV-2 dev anodidel v mpodioypaen

"EAeyyog aviyvevt): EIIITYXHE (PASS). Ol ta aroteléopota ELEy)ov Tov
aviyveuTn elvon emtoyn
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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

Xpriong.

SARS-CoV-2: KANENA ATIOTEAEZMA (NO RESULT)
Ipinn A: KANENA ATTOTEAEEZMA (NO RESULT)
Tpinn B: KANENA ATIOTEAEEMA (NO RESULT)

SPC: KANENA ATIOTEAEZMA (NO RESULT)

‘Eleyyog aviyvevti: AIIOTYXIA (FAIL)!. Olo 1 éva omd To omoteAéopata
TOL EALEYXOV OVLYVELTN EIVOL OVETLTUYN

TEGv 0 €AeyX0G QVIXVEUTHA ATAV ETTITUXNAG, TO OQAAPA TTPOKAAEITAI ATTO TO OTI
TO OpIO PEYIOTNG TTiEoNG UTTEPPaivel TO ATTOOEKTO EUPOG, BEV 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 ptopei va rpoadiopioTei. ETTavaAdBete Tnv e¢étaon ouppwva
pe Tn Aladikaaia eravaAnTimikAg e€étaong otnv Evotnta 16.2 Twv 0dnylwv
xpriong. H évoeitn KANENA AMOTEAEZMA (NO RESULT) umrodeikvUel 6Ti
OUMéXBNnkav avettapkn dedopéva. MNa apddeiypa, o xeIpIoTAG OIEKOYE JIa
eC€Taan Tou BpiokoTav oe eCENIEN.

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

I'pimn A: KANENA ATIOTEAEXMA (NO RESULT)

I'pimn B: KANENA ATIOTEAEEZMA (NO RESULT)

SPC: KANENA AIIOTEAEXMA (NO RESULT)

"Eleyyoc avygvevt: A/

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 Kamowo GAAN eykekpiévn 1 eéovotodotnuévn e&étaom, oe Tepintwon mov 1 cvAroipmén Oa dArale

TV KAVIKY OVTYETOTLOT).

[ivaxag 30 mopovoidlet Tig duvntikég ekPdoelg Tov anotedesudtov otav emreydel o tpodmog Aettovpylag e&€taonc 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 tov SARS-CoV-2 éyet Tyun Ct evidg Tov £yKupov €0pOVG Kt TEMKO

OETIKO IIA SARS-CoV-2 onueio vynAdtepo amd TV eXdyiot pLOon

(SARS-CoV-2 POSITIVE) e SPC: A/I (NA) (8ev woybet), o SPC ayvoeiton eneldn mpayparomonidnke n
gvioyvomn tov otoyov Yo tov SARS-CoV-2

o 'Eleyyog aviyvevtn: EIIITYXHZX (PASS). Ola ta amotedécpata EAEyyov Tov
aviyveuTn gival emtoyn

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

APNHTIKO A SARS- o Aev aviyvevetat RNA-ot6)0g Tov SARS-CoV-2
CoV-2 (SARS-CoV-2 e SPC: EITIITYXIA (PASS). O SPC £xet Ct evtog Tov £yKupov E0POVS KoL TEMKO
NEGATIVE) onpeto Tave amd v gldytotn pubpion

e 'Eleyyoc aviyvevt): ETIITYXHE (PASS). Oka ta amoteléopoto ELEyyov Tov
aviyveuTn eivon emtoyn

O SPC 1 dAAeg puBuioeig avaAuong dev TTANPOUV Ta KPITAPIQ ATTOd0XNG
Kai Oev aviyveletal SARS-CoV-2. ETavaAdpeTe Tnv e€€Taocn oUu@wva Pe
N Aladikaoia eTavaAnTTikhg e€€Taong otnv EvérnTa 16.2 Twv odnyiwyv
xpnong.

MH EFKYPO (INVALID) ° SPC: AHOTF{XIA (,FAIL). Toi onuoata tov SPC ,K(ll 101’) SI’\RS-COV-% dev )
£xovv Ct evtdg Tov €yKupov £0povs Kot To TeAMkd onueio gtvon yaunAodtepo and
™ yopunAdtepn pHbpion

H evioyvon tov SARS-CoV-2 dev amodidel Ty mpodiaypoaen

‘EAeyyog aviyvevt): EIIITYXHZ (PASS). Ola to aroteréopota ELEy)ov Tov
aviyveutn gtvan emtoym

H mrapouaoia i n amoucia RNA tou SARS-CoV-2 dev ptropei va
TpoodiopioTei. ETTavaAaBete Tnv e€étaon olpgwva pe Tn Aladikaaia
eTTavaAnTITIKAG e€€Taong otnv EvérnTa 16.2 Twv odnyiwv xpRong.

e SPC: KANENA ATIOTEAEXMA (NO RESULT)

ZQAAMA (ERROR) e 'Eleyyog aviyvevt: ATIOTYXIA (FAIL)!. Oha i éva omd o amoteréoporo
TOV EAEYYOL AVIYVELTH] ELVOL OVETTITUYN

TEGv 0 éAeyX0G QVIXVEUTH ATAV ETTITUXIAG, TO CQAAUA TTPOKAAEITAI ATTO TO OTI
TO OpI0 PEYIOTNG TTiEONG UTTEPPAivVEl TO ATTOOEKTSO EUPOG, DEV TTPOCTEDONKE
d¢ciypa f a1rdé aoToXia EAPTHNATOG TOU GUCTHNATOG.

H mrapouaia i n ammoucia RNA tou SARS-CoV-2 dev pmopei va
TpoadiopiaTei. ETTavaAaBerte Tnv e€étaon olpewva Pe Tn Aladikaaia
emavaAnTITIKAG e€€Taong otnv Evérnra 16.2 Twv odnyiwv xprRong.

H évdeign KANENA AMOTEAEZMA (NO RESULT) utrodeikvuel 0TI
KANENA AMNMOTEAEZMA OUMEXBNKav aveTapkn dedopéva. Ma TTopAadelyua, o XEIPIOTAG JIEKOWE JIa
(NO RESULT) e€¢€Taon 1rou BpiokoTav o€ eCENIEN.

e SARS-CoV-2: KANENA AIIOTEAEEMA (NO RESULT)
e SPC: KANENA ATIOTEAEXMA (NO RESULT)

e 'Eleyyoc aviyvevty: A/l

H Xpert Xpress CoV-2/Flu/RSV plus e&étoon punopet va ektelestel yio v aviyvevon tov SARS-CoV-2, g ypinng kot
tov RSV entléyovtag Xpress SARS-CoV-2 Flu RSV plus and to pevod Emdoyn e€étaong (Select Test), tov SARS-
CoV-2 kot g ypinng povo emréyovrag Xpress SARS-CoV-2 Flu plus 1 tov SARS-CoV-2 pdvo emréyovrag Xpress
SARS-CoV-2_ plus. O 1pdmog Aettovpyiog e&étaong Xpress SARS-CoV-2 plus mepthapfdvet o Agttovpyia Tpdmpov
Teppaticpol tov tpocsdiopiopo (Early Assay Termination, EAT) mov Oa mopéyet mo ohvtopo ypovo péxpt m Aym tov
amoTEAECUATOV o€ delypota pe YNAO titho edv To ofjua arnd tov 616x0 Tov SARS-CoV-2 @tdoet og £va mpokabopiopévo
opto pv and v oAokAnpwon kat tov 45 kikkov PCR. Otav ot tithot tov SARS-CoV-2 givat apketd vynioi dote va
Eexwnoet 1 Aettovpyio EAT, 1 kapmdin evioyvong SPC pmopei vo pun gaivetot kot ta amoteAéopatd g propei vo punv
OVOQEPOVTOL.
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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
GULE®VA UE TG 0d1yieg otv Evotnra 16.2.

e 'Evo omotéleopua INVALID (MH ET'KYPO) vrodeikvoet 6t o paptopag SPC frav avemrtvynig. To deiypa dev
vroPANOnke oe cwot ene€epyaocia, N PCR avestdn 1 To detypa dev cuAAEYONKe cwotd. Evoihoktucd, dev tnpnOnkav
dAleg puBpicelg avaAvong TPOGOI0PIGHOD TOV UTOCKOTOVY GTHV TOP0Y®YN EYKVPOV OTOTEAEGUOTOG TG EEETAGG.

e 'Evo omotéleopa ERROR (Zpdipa) propet vo opeiletat, peta&d dAlov, og 0otoyio ToL HapTupa EAEYYOV aviyvVeLTy,
aotoyio eEUPTAOTOG TOV GLGTHUATOC, U TPOGHNKN delylatog 1 VIEPPacn TV HEYIGTOV opiV Tieons.

e H évdeitn NO RESULT (KANENA ATIOTEAEZMA) vrodeikviet 0Tt cuAAE ONKav averopky dedopéva. T
TOPASELYLLO, 1] QOOLYYO ATETVYE OTI SOKILT OKEPALOTNTUG, O YEIPLOTHG Stékoye pia eE€éTacn mov Ppiokdtav og e&EMén 1
£yve S10KOTN PEVLLALTOG.

o Eneidn n enintwon g cvAhoipméng and Tpeig 1 teptocdtepovg 1006 (Ypinn A, ypinn B, RSV kot SARS-CoV-2) givan
YU, cvvicTdtot va vroBdilovtan To delypata oe eavaANTTIKN e&étact edv aviyveuBovv voukeikd o&éa amd Tpelg
N TEPLEGOTEPOVG 100G G éval LOVO detypa.

Edv évag eEmteptkog Laptupog dev amodmoel OTMG avapEvVETaL, ETOVaAAPeTe TV e€€taon e£®TEPKOD papTupa /KoL
EMKOWVMVNOTE LE TNV TeYVIKN Voot pEn ¢ Cepheid ya forOeta.

16.2 Aladikaoia eTTavaAnTrTiIKAg §éraong

INa va enovetetdoete éva akabopioto amotédespo [INVALID (MH ETKYPO), NO RESULT (KANENA
ATIOTEAEXMA), 1 ERROR (X®AAMA)], xpnoYOTOOTE pua VEX GUGLYYO.

XpNoOTOMGTE TO JEly L TOV EYEL AMOUELVEL OO TO COANVAPLO LEGOV HETAPOPAS TOV apyIKoD delylatog 1 amd Tov
GOANVAPLO TOV VEOL EEWTEPTKOD HapPTLPOL.

1. Dopéorte éva kabapod Cevydpt yavtia. [popundevteite pa véa eootyya Xpert Xpress CoV-2/FIu/RSV plus ot pua véa
MTETAL LETAPOPUG.
2. EMéy&te 0T1L TO COANVAPLO PETAPOPAG TOV SEIYLOTOG 1} TO COANVAPLO TOV EMTEPIKOD HAPTLPA EiVOL KAEIGTO.

3. Avoxatéyte 10 deiypo avomodoyvpilovag Ypiiyopo To GOANVAPLO TOV LEGOV LETAPOPAG TOV SELYIATOG 1) TO COANVEAPLO
e&mtepcov ndptupa 5 opéc. Avoilte 1o KamdKt TOL COARVO LETOPOPES TOL JELYULATOC 1) TOL SCOANVOpPiov eEMTEPLKOD
péaptopa.

4. Avoi&te 0 KOTAKL TG POOIYYOS.

5. Xpnowyonowdvrog pa kebapn mméta petapopdc (rapéxetar), petapépete To detypa (pio popd) otov BdAapo delypatog
e To peydAo dvorypa otn eHotyya.

6. Kleiote to KOmaKL TG @OOIYYOS.

17 MNepropiocpoi

o H anddoon g e&étaong Xpert Xpress CoV-2/Flu/RSV plus éyel tpocdiopiotel Lovo e Selypota pivoeapuyytkod Kot
pocbov prvikov emypicpatog. H yprion g e€éraonc Xpert Xpress CoV-2/Flu/RSV plus pe dhhovg tomovg derypdtov
dev €yl a&loroynBet Ko ta yapakTnplotikd amddoong etvar dyvoota.

e H amddoon avtng g e&étacmng mpocdiopiotnke pe Baom TV aE0AOYNOT TEPLOPIGUEVOL aPlOUOD KAVIKMV
detypdrov. H kvikn amddoon dev £xel mpocdlopiotel o OAEG TIC TOPUALAYES TOV KUKAOPOPOVV, OALG OVAUEVETOL
VoL OVTIKOTOTTPILEL TIG EMKPATOVGEG TAPUALAYEG TTOV KUKAOQOPOVV KOTH TH GTIyUN Ko TV Tomobecia tng kKAviKNg
a&ordynong. H anddoon katd t otrypn g e€€toong Propet va TotkiAAeL avaAOya LE TIC TAPOARAYES TOV
KUKAOQOPOVV, cuumepAapfovouévev Tmv veoeppavilopevav otekey@v tov SARS-CoV-2 kot Tov emmorocpod Toug, o
omoiog petafdAretal e TV mépodo Tov Ypovov.

H anddoon g ev Adym cuokeung dev Exetl a&loloyn0et og TAnbuopd epPoracpévo katd tov COVID-19.

Onwc ocvpPoiverl pe kdbe poproxn eEétaoo, o HeTOALAEELS OTIG TTEPLOYEC-0TOYOVG TG e&étaong Xpert Xpress CoV-2/Flu/
RSV plus 8o propodcav vo ennpedoovy T SEGUELON TOL EKKLVITIH 1)/KOL TOV OVIXVEVTH, L€ OTOTELEGLLOL TV OTOTVYIO
aviyvevong g Topovsiag Tov 1ol N TV Aydtepo TPoPAEYLUN aviyvevoT TOV 10V.
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e opiopévo detypata pe moAd vynAég ovuykevipaoelg 100 SARS-CoV-2, ot pubuicelg ovdAvong Tov anockomovy

01N HelwoN TOV KIVOHVEOV YELOIDS DETIKOV aNOTELEGUATOV TOV TPOKAAOHVTOL OO [N E101KN 1 AKOVOVIGTN aviXVELOT
@Bopiopob pnopet va tpokarécovv éva amotédeopa eEétaong INVALID (MH ETKYPO).

Avt n e&étaom dev umopel va amokieioel acbéveileg mov Tpokarovvtal and dAla taboydva Paktipio 1 100G.

H am6d00m avtig g e€éTaomg EnkupdinKe ¥PNOIHOTOIOVTAG LOVO TiG Stadikaoieg mov Tapéyovtal 6e ovTd 10 EvOETO
ovokevooiog. Tporomomoels oe avTég Tig Sradikooieg evogyetar va petafdrovy v amddoon g e€€taong.
Ecpaiuéva amoteléopata eEetdoemv pmopel va TpoKOYOLV and aKaTIAANAN GLAAOYY detyLdTmVY, LN THPNON TV
GUVICTOUEVOV JL0SIKAGIDV GUALOYNS, XEPLOLOV Kot AToBNKELOTG SEIYLATOV, TEYVIKO GRAANA 1 avALEE detyHdTOV.
Etvon amapaitnn n avotnp tpnon T@v odnyumv autol Tov EVOETOL Yol TV AOTPOTNY] ECOUALEVMV ATOTEAEGUATMV.
Mmopel va Tpokhyouv Yeudmg apvnTIKG anoTEAEGHATA EGV O 10G EVOL TAPOV GE EMIMEIA KATM OO TO AVAAVTIKO OPLO
aviyvevong.

To apvntikd amotedéopata dev amokieiovy tn Aoipmén omd SARS-CoV-2, ypinn | RSV ko dev npémet va
APNOLOTOI0VVTOL G Lovadikn Bdon yio T Oepameio 1) dAleg amopdcelg dioyeipiong Tov acbevoic.

Ta anoteréoparta g e&€taong Xpert Xpress CoV-2/Flu/RSV plus Oa mpémet va cvuoyetiloviat e T0 KMVIKO 16TOPIKO,
o emdnporoykd dedopéva kat aAho dedopéva ta omoia £xel 6N 61dHeo1 TOL 0 KMVIKOG 10TpOS ToV 0EloAoYEL TOV
acbevn.

To uid vourkeikd 0&H pmopel va mapapeivel in vivo, aveEapto and T poivcpatikdtta Tov 100. H aviyvevon tov
OVOAVOLEVOV OVGLOV-GTOX®V deV cLVETAYETOL OTL 01 AVTIGTOLYXOL 101 £ivar poAvopaTikol 1} Tt gfvat ot atioAoykol
TAPEYOVTES TV KAVIKOV GUUTTOUATOV.

Avt n e&€taon £xet a&oroynOet yua yprion povo pe vAKO avBpdTvev Setypdtmv.

Avt 1 e€étoon €ivol TOLOTIKY Kot &V TOPEYEL TIV TOGOTIKT TN TOV OVIXVEVOLEVOL OPYOVIGLOD.

Avt 1 e&étaom dev €xetl a&oroynBel yia acbeveic yopic onueio kot couTTOROTO AOTLOENS TOV AVATVEVGTIKOV
GUGTNLLOTOG.

Avt 1 e&étaom dev €xel a&loloynBel yia v mapakorovdnon g Oepameiog g Aoipwéng.

Avt n e&€taom dev Exet a&loroynOel yio Tov ELeyyo TOL OiPOTOG ) TV TPOIGVIMV AiILITOS WG TPOG TNV TUPOVGIH TOV
SARS-CoV-2, g ypinng 1} tov RSV.

H enidpaon mapepporriopevov ovoidv £xet a&loloyndel povo yiao tig TapeUPorlOUEVES OVGIEG TTOV OVAPEPOVTAL GTNV
emonpavon. [apepPorés and ovcieg SaPOPETIKES 0O AVTEG TTOV TEPTYPAPOVTAL LTOPEL VAL 001 YICOVV GE ECPUAEVQ
OTOTEAEGLOLTO.

Amnoteléopata amd ovalTiKég LEAETES e TEXVNTA OelyaTo GLALOTH®ENS £de1Eav TOOVOTNTO AVTAYOVIGTIKNG
mapeprPorng g ypinng B 1 tov RSV A oe youniés ovykevipooeis (~3X LoD) 6tav n cuykévipmon g ypinng

A givan >1,7e5 avtiypapo RNA/mL 1 1,7¢6 avtiypaga RNA/mL, avtictorya. EmmAéov, vadpyetl duvatotnta
OVTAY®OVICTIKNG ToperPoing g ypinng B oe yaunin cvykévipwon (~3X LoD) 6tav n cuykévipwon tov SARS-CoV-2
gtvon >1e5 avtiypaeo RNA/mL.

H daotavpovpevn avtidpactikdTnTa [Le 0PYOVIGHOVS TOV OVOTVEVGTIKOD GUGTHLATOG EKTOG OO BUTOVG TOL
TEPLYPAPOVTAL GTO TaPOV Umopel vor 0d1yNoet oe AavOoouéva amoTeréoraTa.

H mpdopatn £kBeon ov acdevoic oto FluMist® 1 oe dhha {oviavd efacOevnuéva epfola ypinng pmopei va
mpokaAécel avakpiPn OeTikd anotelécpaTa.

To Zicam og cvykévipwon 15% (w/v) punopel va emnpedoet v aviyvevon yapniov emmédov ypinng B kot RSV A.
Kabhg 1 e&éraon Xpert Xpress CoV-2/FIu/RSV plus dev kdver dtbpion petald tov yovidiokav otoxmv N2, RARP ko
E, 1 mapovcio dAAmv Kopovaimv g oepdg B, tov yévoug Betacoronavirus, copmepirappavopévov tov SARS-CoV,
pmopet va Tpokorécel yeuddg Beticd amotédespa. Kavévas amd antolg Toug GAAOVS Kopovaiovg dev lval yvmoTod 0Tt
KUKAOQOpPEL oTiepa 6ToV ovOpdTTIVO TANOLGUO.

Avt n e&€taon dev Tpoopiletar yio ) Stapopomoinotn vroopuddwv RSV, vrotonwv ypinng A 1 oepdv ypinng B. Eqv
amotteitol SLQOPOTOiNGT CLYKEKPIHEVMV VIOTVTMOV Kot 6TEAEXMV Tov RSV 1 tng ypinng, anairovvton npdobeteg
€EeTA0EIC, OE GLVEVVONON UE TIG KPOTIKES 1) TOTIKES LANPEGiES SNUOCLAG VYELOG.

H anddoomn dev €xel mpocdioptotel pe pésa mov mepiéyovv Hetokvavikr] yovavidivn (GTC), ektdg amd to eNAT.

18 XapakTnpIoTIKA atrdédoong

18.1 KAIvikj agloAéynon

H anddoon g e&étaong Xpert Xpress CoV-2/FIu/RSV plus a&oloynnke e m xprion opyeofempuévev KAvikov
detypbrov pvoeapuyyikav (PD) emypiopdtov kot pvikodv entypiopdtov (PE) o péco petapopds v 1 H€co HeTapopds
vevikng ypnongs. Ta apyeroBemuéva deiypoto emhéyOnkav dtadoykd pe Baon v nuepopnvia Kot 1o ToA0OTEPH YVOGTO
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OTOTELEGLOL AVAALOLEVNG OVGTaG. ZVVOAKA eEetdotnkoy 279 delypata PO emypiopdrov kot 239 deiypota PE pe 1o Xpert
Xpress CoV-2/FIu/RSV plus mapdiinia pe o e&étaocn SARS-CoV-2 RT-PCR pe oquavon CE kot v e&étaom ypinng/
RSV RT-PCR pe onpavon CE, pe toyaromompévo Kot TopAd Tpomo.

H 0etwcr mocootoia cvppovia (Positive Percent Agreement, PPA), ) apvntikn mocostiaia cuppovia (Negative Percent
Agreement, NPA) kot T0 T0G06TO AmpociopioT®V ONOTELEGUATOV TPOGHOPIGTIKAV LLE T GUYKPION TMV ATOTELEGUATOV
g e&étaomng Xpert Xpress CoV-2/Flu/RSV plus oe oyéon e ta anoteléoparta pag sEétaong SARS-CoV-2 RT-PCR pe
onuavon CE ya tov 6160 tov SARS-CoV-2 ko pog e&étaong RT-PCR pe onpavon CE yio toug 6tdy0vg g ypinng
Tomov A, g ypinng tomov B kat tov RSV, avtictoya.

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% yio ypinn tomov
B, avtictoya, 100,0% ot 100,0% ywa RSV, avtictoya (Ilivakag 4). To apyikd 1060616 AmpocdopIcTOV AMOTEAECUATOV
v v e&étaon Xpert Xpress CoV-2/FIu/RSV plus ntav 0,7% (2/279). Me v eravoinnrtikn e€étaon, kot ta 300 (2)
detyparta anédwoav Eykupa amoteAéoota. To TeMKO T0G0GTO OMPOCIOPIGT®V AMOTEAEGUATOV Yo TV e&€taon Xpert
Xpress CoV-2/FIu/RSV plus tav 0,0% (0/279).

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

. Api10uog PPA NPA
ZTOX0S | seyparwv| A | YO | AA | WA (95% Cl) (95% Cl)
100,0% 100,0%
SARS-CoV-2 279 66 0 213 0 (94,5% - 100,0%) (98,2% - 100,0%)
. 100,0% 100,0%
Fpimmn A 264 ST 0 2131 0 | 930%-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©: AANBuWG BeTIKG. WO: Weudwg BeTikd. AA: AANBwg apvnTtikd. WA: Weudwg apvnTikd. Cl: Aidotnua
eUTTIoTOOUVNG

INa detypora 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, avtictorya, 100,0% kot 99,5% yia ypinn tomov A, avtictorya, 100,0% kot 100,0% ywa ypinn tomov B, avrictoya,
100,0% ko 100,0% y1o RSV, avtictoyo (ITivakag 5). To apyid 1060676 ampocdiopioT@V amoTEAEGUATOV Yo TV e&ETaoN
Xpert Xpress CoV-2/FIuw/RSV plus fitav 1,3% (3/240). Avo (2) and o tpia (3) deiypoto Edmwoav £yKupo, anoTeAEGHATO
petd v enave&étaon. ‘Eva deiypo dev enaveéetdotnke Aoym avenopkovs 6ykov. To telkd T0600TH ampocdiopioT®mV
amoteleopdTov yio v e&étaon Xpert Xpress CoV-2/FIu/RSV plus fitav 0,4% (1/240).

Mivakag 5. AroreAéopata amoédoong Xpert Xpress CoV-2/FIu/RSV plus pe Tn xpRon deiypdrwv PE

. Ap1Buog PPA NPA
ZTOX0S | seyparwv| AC | WO | AA | WA (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%
Fpimn A 239 a8 T 9T 0 926%-100,0%) (97,1% - 99,9%)
. 100,0% 100,0%
Fpimm B 239 48 1 0 19T 0 99 6%-100,0%) | (98,0% - 100,0%)
100,0% 100,0%
RSV 239 AT 10 1192 0 99 49 -100,0%) | (98,0% - 100,0%)
AO: AAnBwG BeTikG. WO: Weudwg BeTIkd. AA: AAnBwg apvnTikd. WA: Weudwg apvnTikd. Cl: Aidotnua
eytmIoToOUVNG
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18.2 AvaAuTikn guaioBnoia (Opio avixveuong)

H avolvtikh evarsOnoia g doxpaciog Xpert Xpress CoV-2/FIu/RSV plus exktiundnke apyuicd ypnoiporotmvtog Vo
ToPTideg avTdpaoTNPinV, SoKAlovtag oplakés apaidcel; entd avanvevoTikdv v (NATtrol SARS-CoV-2, Flu A H1, Flu
A H3, Flu B Victoria lineage, Flu B Yamagata lineage, RSV A kot RSV B) o cuykevipotikn pqtpa apvntikod KAviko
emyypiopatog NP, copemva pe tig 0dnyieg tov eyypdeov EP17-A2 tov Ivetitovtov KAvikadv ko Epyoaotnpoxadv [potonwov
(CLSI). Ot extiudpeveg tipég LoD, dnmg mpocdiopiotnkay amd v avdivon taivdpopunong Probit, emodnfevtnray pe
xpnomn dvo maptidwv aviwdpactnpiov Xpert Xpress CoV-2/FIu/RSV plus. Tig emainOgvpéveg Tipéc LoD yia tovg 100G mov
e&etdotnrav cvvoyilet o [Mivakag 6.

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

l6g/oTéNeXog

Zuykévipwon LoD

SARS-CoV-2 (USA-WA1/2020)

138 avriypaga/mL

"pitrn A/ldaho/07/2018

0,007 TCIDsg/mL

pitrn A/Hong Kong/45/2019

0,44 FFU/mL

I"piTn B/Washington/2/2019

12,9 CEIDso/mL

I"piTrn B/Wisconsin/10/2016

2,4 TCIDso/mL

RSV A/2/Australia/61

0,33 TCID50/mL

RSV B/9320/MA/77

0,37 TCIDsy/mL

18.3 AVaAuTIKA avTISPACTIKOTNTA (IKAVOTNTA AViIXVEUONS HIKPOOPYAVIOHOU-
oTo)OoU)

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

T v avélvon tov otdyov E, 3.818 arinhovyies amordeiomray Ady® acapdv VOUKAEOTOI®V, OV [LEl®GAY TO GHVOLO
oT1G 2.681.660 ariniovyiec. And 115 2.681.660 ariniovyieg GISAID, ya 2.667.594 (99,48%) vmfpye axpifng avtictoyio
pe to apmikovio-otoyo E SARS-CoV-2 E mov dnpovpyndnke oty e&étaon Xpert Xpress CoV-2/Flu/RSV plus.
Hoapatnpndnkav avavtictotyieg evog voukAieotidiov yio 13.990 aAiniovyieg kot dV0 1| TEPIGGOTEPES AVAVTIGTOLYIES Yo 76
aAlnAovyies. Ao Tig 76 aAAniovyies Le dV0 N TEPIOGOTEPES OVAVTIOTOLYIEG, 43 aAAnhovyies meptelyav 2 1| 3 avavtiototyieg
oTNV TEPLOYN TOV TPOGHoL ekkivnTy, Hia oAAniovyia mepieiye 3 avavTioToyieg OTNV TEPLOYT TOL OVAGTPOPOL EKKIVITH,
evo pio aAAniovyia mepielye 2 avavtiototyieg 6TV mEPLOXN TOL TPOSHIOL EKKIVITA KOl 2 OVAVTIOTOLXIEG OTNV TTEPLOYN

TOV OVAGTPOPOV EKKIVNTH. AVTEC Ol SITALG KOl 0L TPITAEG avavTioToties Oo Lmopodoay va Exovv apvnTiKy Enidpacn TNV
63001 TOV TPOGHOPIGUOD.

T v avédvon tov otdyov N2, 4.110 aAiniovyieg amorieiotnkay Ady® acapdv VOUKAEOTSl®V, OV Hel®TOV TO
GUVOAMKO aplipd mov ypnoomomdnke oty a&lordynon 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
dnovpynnke oty e&€taon Xpert Xpress CoV-2/FIu/RSV plus. apotnpnnkav avavtictotyies vog voukAgoTidion

v 70.212 ariniovyiec. apatmpnOniav avaviictoryieg 600 1 TPV voukieoTdimv yia 2.669 aliniovyiec. Amd tig 31
aAAnAovyieg e tpetg Béoeic Tapodlaydv, 5 aAiniovyies £xovv 600 amd To EGPUAUEVO AVTIGTOLYIGHEVO VOUKAEOTIOW OTIV
TEPLOYN TOV TPOGHI0VL eKKIVITI KO 5 ad Tig ahAndovyies £xovv 300 and To EGPAAUEVO AVTIGTOLYIGUEVO, VOUKAEOTIOW OTIV
TEPLOYT TOV AVAGTPOPOL EKKIVITY. AVTEG 01 StTAEG ovavTioTolyieg o LTOpovGaY Vo EYOVV ETIOPACT GTNV TPOGOEST) GTOV
mp6cbo N avaotpopo ekkivnt. Kapio and tig dAhes avovtiotoyyieg dev avaptéveTol vo €00V apynTiKY ETdpOoN oTHV
63001 TOV TPOGHOPIGUOD.

To RARP evioyvdetar pie ™ xp1on evOc NU-ELOOAEAGHEVOD GET EKKIVIITAOV/aVIYVELTOV. MOVO T0 £GMTEPIKO OUTAKOVIO
yxpnoponoteitan yiw in silico avdivon. ['a mv avéivon Tov otdyov RARP, 1.374 adinlovyies amokieioTnkay AOY® acapmv
vovkAeoTdimv, mov peimoav To chvoro otig 2.684.104 odiniovyies. Ao Tig 2.684.104 aAinlovyieg GISAID, ywo tig
2.657.136 (99,0%) vrnpye axppng avtictoryio pe To apmitkévio-otdxo RARP tov SARS-CoV-2 mov dnpovpynbnke otnv
e&éraomn Xpert Xpress CoV-2/FIu/RSV plus. TlopatmpnOnkav avavtiotoyieg evog vovkieotidiov yio 26.864 aiiniovyieg
Kot 600 M TEPLECATEPEG AVAVTIOTOLYIEG Yo 77 aAAniovyieg. Avo aAAnAiovyieg Exovv 5 avavtioTolyies, Tpels BpickovTan

OTIV TEPLOYN TOL OVLXVELTI] Kot VO GTNV TEPLOYH TOV OVAGTPOPOL eKKviT. 20 oAAnAovyieg £xovv dV0 avavTioToyies
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VOUKAEOTISIV GTNV TEPLOYT TOL TPOGHIOL EKKIVITH 1) TOL avViyVeLTH. AVTEG Ol avavtioTotyies Oa pmopodoav va Egouvv

enidpaom otV TpdGdeon otov ekkivnti 1 6Tov TPdcio N avdotpoeo exkivnth. Kaplo amd 1ig dAleg avavtiototyies dev

OVOLLEVETOL VO £XOVV OPVNTIKN ENXLOPACT) GTNV ATAS0GT TOL TPOGIOPLGLOV.

Extog and v in silico avaloon tov eKKivnt®dv Kot Tov avixveutdv Tov SARS-CoV-2 doov apopd tn cuprepiinyotea,

1 ovumepnypdmTa g e€étaong Xpert Xpress CoV-2/FIu/RSV plus a&oloynnke Le epyaostnpraxés eEetdoelg

£vavtt toAamAov otedeydv SARS-CoV-2, tov 100 g ypinng A HIN1 (gmoywn mpo tov 2009), Tov 100 g ypinng A
HINT (ravonpio 2009), tov 100 g ypinng A H3N2 (emoyucn), Tov 100 ¢ ypinng tov mtmvav A (H5SN1, HSN2, HO6N2,
H7N2, H7N3, H2N2, H7N9 ka1 HIN2), tov 100 ¢ ypinng B (mov avtimpocmmevel otehéyn 1060 0md TIG KUTTAPIKES
oepés Victoria ko Yamagata) kot Tig vmoopddes A kot B tov avamvevotikod cvykutiakod 100 (RSV A kot RSV B) og

enineda kovtd 610 ovaAvtikd LoD. Zvvolucd 84 otehéyn mov anotelovvtav and 5 ukd oteléyn SARS-CoV-2, 4 in vitro
petaypopnuoate RNA SARS-CoV-2 mov avtumrposmdnevay otehéyn taporraydv, 69 i ypinng (48 ypinng tomov A ko 21

ypimng tomov B) ko 6 oteréym RSV (4 RSVA kot 2 RSV B) e€etdotnkav og avtiv ™ peAétn pe v e&étaon Xpert Xpress
CoV-2/FIu/RSV plus. E€etdomray tpia avtiypaea yio kébe otéhexos. Oha ta oteléyn SARS-CoV-2, ypinng kor RSV
Bpébnkav Betikd kot ota tpia avtiypaga. Ta arotedéopata mapovstdlovrot otov [ivakag 7.

Mivakag 7. AVOAUTIKA avTISpACTIKOTNTA (CUMTTEPIANYINOTNTA)

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

. , TiTAog TTOoU SARS- . .,
l6g Z1éAexog eEeTaOTNKE CoV-2 Fpitrn A Fpitn B RSV
NATtrol SARS-CoV-2 .
USA-WA1/2020 412 avrtiypaga/ml OET. APN. APN. APN.
SARS-CoV-2/Hong
Kong/VM20001061/2020 0,5 TCID5g/ml OET. APN. APN. APN.
SARS-CoV-2/Italy-INMI1 4 TCIDso/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 TCID5g/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)a
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 avTiypaga/ml OET. APN. APN. APN.
A/xoipwv/lowa/15/30 30 TCIDsg/ml APN. OET. APN. APN.
A/WS/33 5,0 CEIDgo/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.
Ipitrn TUTTOU
A H1N1 (Trpo A/Denver/1/57 10 CEIDsg/ml APN. OET. APN. APN.
Tou 2009)
A/New Jersey/8/76 5,0 CEIDsg/ml APN. OET. APN. APN.
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.
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lég TTéAEXOC Ié::‘:g:]?(z SCA(‘KI?Z- Mpimn A | Mpitn B RSV
AlTaiwan/42/06 0,0159 TCIDsy/ml |  APN. OET. APN. APN.
A/Brisbane/59/2007 0,060 TCIDgo/ml APN. OET. APN. APN.
Alxoipwv/NY/02/2009 20 TCIDsy/ml APN. OET. APN. APN.
AlColorado/14/2012 0,13 TCIDgo/ml APN. OET. APN. APN.
A/Michigan/45/2015 100 CEIDsg/ml APN. OET. APN. APN.
Allowa/53/2015 100 CEIDsg/ml APN. OET. APN. APN.
'A‘;’f_m?”g A/Michigan/272/2017 1,0 TCIDso/ml APN. OET. APN. APN.
(2‘8%?”“"0 Alldaho/07/2018 0,0159 TCIDs/ml | APN. OET. APN. APN.
A/Wisconsin/505/2018 0,25 TCIDgo/ml APN. OET. APN. APN.
A/Hawaii/66/2019 100 CEIDs/ml APN. OET. APN. APN.
AlIndiana/02/2020 AP APN. OET. APN. APN.
AJAichi/2/68 2,0 CEIDso/ml APN. OET. APN. APN.
A/Hong Kong/8/68 2,0 CEIDgg/ml APN. OFET. APN. APN.
AlPort 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/mi APN. OET. APN. APN.
A/Brisbane/10/2007 0,025 TCIDso/ml APN. OET. APN. APN.
A/Minnesota/11/2010 30 CEIDgo/ml APN. OET. APN. APN.
Fpirm A HIN2 Alindiana/08/2011 0,25 TCIDgo/ml APN. OET. APN. APN.
(ETroxikn) AlTexas/50/2012 0,050 TCIDso/ml APN. OET. APN. APN.
AlAlaska/232/2015 20 CEIDso/ml APN. OET. APN. APN.
INFIQ’SE’;%?S&“;EO 6 20 CEIDsy/ml APN. OET. APN. APN.
AlTexas/71/2017 1,0 FFU/mI APN. OET. APN. APN.
A/Kansas/14/2017 1,0 FFU/mI APN. OET. APN. APN.
A/Wisconsin/04/2018 1,0 FFU/m APN. OET. APN. APN.
A/Arizona/45/2018 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/yl APN. OET. APN. APN.
. 7%3’;8'8/2"'5‘_;‘;32) <1 pg/ul APN. OET. APN. APN.
vy A A’;’(;gt:‘a:“é:\: 15;4’ <1 pg/l APN. OET. APN. APN.
2%’9;?%?\111/) <1 pg/l APN. OET. APN. APN.
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. . TitAog TTOU SARS- . .
l6g 21éAexog £EETAOTNKE CoV-2 Fpittn A Fpirn B RSV
Al/Japanese white eye/Hong
Kong/1038/2006 (H5N1) <1 pg/ul APN. OET. APN. APN.
A/mallard/WI1/34/75 (H5N2) <1 pg/ul APN. OET. APN. APN.
A/TToUuAepIKWV/
CA431/00 (HBN2) <1 pg/ul APN. OET. APN. APN.
A/mamag/
LTC-10-82743 (H7N2) <1 pg/ul APN. OET. APN. APN.
A/TTouAepikwv/New
Jersey/15086/3 (H7N3) <1 pg/l APN. OET. APN. APN.
A/Anhui/1/2013 (H7N9) 0,612 ng/pL APN. OET. APN. APN.
A/Shanghai/1/ e
2013 (H7N9) A APN. OET. APN. APN.
A/rouAepikwv/Korea/38349-
096323/1996 (HON2) <1 pg/ul APN. OET. APN. APN.
B/Lee/40 1,0 PFU/mI APN. APN. OET. APN.
B/Allen/45 0,25 CEID5¢/ml APN. APN. OET. APN.
B/GL/1739/54 0,50 CEIDs5p/ml APN. APN. OET. APN.
Ipitn B
B/Maryland/1/59 1,0 CEIDso/ml APN. APN. OET. APN.
B/Taiwan/2/62 1,0 CEIDso/ml APN. APN. OET. APN.
B/Hong Kong/5/72 1,0 CEID5o/ml APN. APN. OET. APN.
B/Panama/45/90 1,0 TCIDs¢/ml 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.
. ] B/Brisbane/60/2008 0,05 TCIDsp/ml APN. APN. OET. APN.
["piTrn TUTTOU
B kutTOpikAg B/Maryland/15/2016 0,25 TCIDgo/ml APN. APN. OET. APN.
oelpdg
Victoria B/Colorado/6/2017 0,25 TCIDsp/ml APN. APN. OET. APN.
B/Hawaii/01/2018 8,0 TCID5¢/ml APN. APN. OET. APN.
B/Missouri/12/
2018 (NA D197E) 10 TCIDso/ml APN. APN. OET. APN.
B/Washington/02/2019 60 TCIDso/ml APN. APN. OET. APN.
B/Florida/07/2004 0,50 TCIDsp/ml APN. APN. OET. APN.
B/Florida/04/06 0,25 TCIDgo/ml APN. APN. OET. APN.
pitn B . .
KSTT(;]pIKﬁ ; B/Wisconsin/01/2010 0,50 CEIDsg/ml APN. APN. OET. APN.
Gelpag B/Wisconsin/10/2016 20 TCIDsg/ml APN. APN. OFET. APN.
Yamagata
B/Indiana/17/2017 10 TCIDso/ml APN. APN. OET. APN.
B/Oklahoma/10/2018 10 TCIDso/ml APN. APN. OET. APN.
RSV A RSV-A/NY 0,386 TCID5¢/ml APN. APN. APN. OET.
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lég TTéAEXOC Ié::‘:g:]?(z SCA(‘KI?Z- Mpimn A | Mpitn B RSV
RSV-A/WI-629.8.2/2007 0,50 TCIDg/ml APN. APN. APN. OET.
RSV-A/WI/629-11-1 2008 | 0,50 TCIDge/ml APN. APN. APN. OET.
aniﬁgv’:w?/?zgs% io; p5_ .| 025 TCIDsym APN. APN. APN. OET.
RSV-B/WV14617/85 0,10 TCIDsg/ml APN. APN. APN. OET.

ROVE RSV-B-CH93(18)-18-01 0,10 TCIDsg/ml APN. APN. APN. OET.

in vitro peTaypaeripata RNA

O TiTAOG TOU 100 A/Indiana/02/2020 dev cixe kaBoAou TiTAo Kal apaiwbnke katd 100.000 popég oe uATpa UTTORAEBPOU yia e¢ETaan.
Ye éva amo Ta Tpia avtiypaga ZPAAMA (ERROR). H avdAuan £mavaAf@BnKe ETITUXWS VIO TN AN TPIWV EYKUPWY avTIyPaQwV.
Xpnoiyotroi|enke kekabBappévo 11ké RNA o€ TTpoCOUOIWPEVO UTTOOTPWHA UTTORAEBPOU yia TOUuG 100G TNG YPITING A TWV TITNVWV,

AGYW TWV KAVOVIOUWVY BIOACPAAEING.

AdpavoTroinuévol 10i ypitng A Twv TTTNvwy (H7N9) xwpig 11k6 TitAo apaiwenkav 100.000 @opég g€ TTPOCOHOIWHUEVO UTTOOTPWHA
uTtodBpou Kal eEeTAOTNKAV AOYW TWV KAVOVICUWY BIOATPAAEIAG.

18.4 AvaAuTIKA €181KOTNTA (ATTOKAEIOTIKOTNTA)

[IpaypotomomOnke avéivon in silico yio TOAVEG S1AGTOVPOVUEVES OVTIOPAGELS e OAOVS TOVG OPYOVIGLODG IOV TTopafETEL
o ITivaxag 8 pe avtiotoiyion tov ekkivnTdv kot avixveutdv SARS-CoV-2 ot dokiun Xpert Xpress CoV-2/Flu/RSV plus
e TG aAAndovyieg mov £xovv Anebdei omd ™ Pdon dedopéveov GISAID. Ot ekkivntég Kot ot aviyveutés E dev givar edikol
v tov SARS-CoV-2 kat aviyvedouvv tov kopovaié SARS tov avBpdmov kat g vuytepidag. Aev avapévetot kopio mbovi
aKk00Oo10 SLUCTAVPOVLEVT AVTIBPACTIKOTITO e GAAOVG 0pyavicpovg mov mapabétet o [Tivakag 8 pe fdon v avdivon in
silico.

Mivakag 8. Mikpoopyaviouoi Trou avaAiBnkav otnv in silico avdAuon yia Tov otéxo SARS-CoV-2

Mikpoopyaviopoi atrd TNV idia YEVETIKA
OIKOYEévEIa

Opyaviouoi uynAfg TTpoTePaIOTNTAG

AvBpwTTIVOG Kopovaiog 229E

Adevoiog (1r.x. C1 Ad. 71)

AvBpwTTivog kopovaiog OC43

AvBpwTTivog peTatrveupoiog (hMPV)

AvBpwTTivog Kopovaiog HKU1

loi TTapdivepAouévilag 1-4

AvBpwTTivog Kopovaiog NL63 Ipitn A
SARS-kopovaiodg Ipitn B
MERS-kopovaiog [pitn C

Kopovdidg Tng vuxTepidag

Evtepoiog (1r.x. EVE8)

AvaTtrveuoTIKOG OUYKUTIOKOG 166

Pivoidg

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Bordetella pertussis
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OIKOYEVEIQ

Mikpoopyaviopoi atrd Tnv idia YEVETIKNA

Opyaviopoi UYnARg TTPOTEPAIOTNTAG

Mycoplasma pneumoniae

Pneumocystis jirovecii (PJP)

lNapekoiog

Candida albicans

Corynebacterium diphtheriae

Legionella non-pneumophila

Bacillus anthracis (GvBpakag)

Moraxella catarrhalis

Neisseria elongata ka1 N. meningitidis

Pseudomonas aeruginosa

Staphylococcus epidermidis

Streptococcus salivarius

Leptospira

Chlamydia psittaci

Coxiella burnetii (MupeTog Q)

Staphylococcus aureus

Extog and v in silico avdlvon tov ekkivntdv Kot ovixvent@v SARS-CoV-2 yia S106Towpodpevn avTidpacTikoTnTa,

1 avolvTtik eddTnTo TG dokung Xpert Xpress CoV-2/Flu/RSV plus a&loloyfiOnke pe dokyn 6€ TayKo Hiog opddag

48 pkpoopyaviouadv mov tepiappave 4 avOpomvovg kopovaiovg, 1 kopovaid MERS kot 43 kowvd moboyovo tov
OVOTTVEVGTIKOD GUGTIHOTOG 1] EKEIVOL TTOV EVOEYOUEVMG OTOVTMVTOL 6TO pvoeapuyya. H opdda eEetdotnie o€ Sl0popeTIKE
SeEQUEVES UKPOOPYOVIGUMV: OV Lo, opada maprye Oetikd amotéheopa, tote kaOe nélog g opadag eEetalotay Eexwpiotd.
Aoxpdotnray tpeig emavoinyelg kabe de€apevne. ‘Eva delypo Osmpodviay opvntikd av Kot o1 TPELG ETOVIANYELS NTOV
apvntikés. To oteléyn Bakmpiov kot (opopvkhtev eéetdotkay og cuykeviphoelc >1 x 106 CFU/mL, pe eaipson

1o Chlamydia pneumoniae, mov gketdotke og 1,2 x 100 IFU/mL, kot to Lactobacillus reuteri, mov eE€TAoTNKE o8

5 x 107 avtiypago/mL yovidiopatikod DNA. Ot 10i eéetdotmrav oe cuykevipdoeic >1 x 105 TCIDso/mL. H avolutix

gducomTo oy 100%. O IMivakag 9 mapovcidlet To amoteAécpaTaL.

Mivakag 9. AVOTTVEUCTIKOI HIKPOOPYAVIOMOi KOl aVBpWITIVOG KOPOVAiOG TTOU EEETACTNKAYV,
OUYKEVTPWOEIG Kal atTroteAéopata Sokipwv Xpert Xpress CoV-2/FIu/RSV plus

Z1éAEXOG ::J:;Z:g:_’rzzs SC‘:)TI?Z- Mpimn A | Mpitn B RSV
ApvnTiKOG pdpTupag A/E APN APN APN APN
O¢eTIKOG HApPTUPAG AE OET OET OET OET
AvBpwTTivog kopovaiog NL63 1,17e5 TCIDgo/mL APN APN APN APN
MERS-kopovaiog 1,17e5 TCIDsp/mL APN APN APN APN
AvBpWITIVOG Kopovaiog 229E 1,21e5 TCIDsp/mL APN APN APN APN
AvBpwTTIvog Kopovdiog OC43 1,02e5 TCIDso/mL APN APN APN APN
AvBpwTivog kopovaiog HKU1 1,23e6 avtiypaga/mL APN APN APN APN
Adevoi6g TUTTOU 1 4,07e5 TCID5o/mL APN APN APN APN
Adevoiodg TUTTOU 7 1,14e5 TCID5o/mL APN APN APN APN
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I1éAexog :ouuvzgz:ggﬁze SCA:K/?Z- rpin A | Fpitn B RSV
Kuttapopegyahoiog 1,0e5 TCID5o/mL APN APN APN APN
Hxoi6g 1,14e5 TCID5o/mL APN APN APN APN
EvTtepoiog 2,80e5 TCID5o/mL APN APN APN APN
I6G Epstein-Barr (EBV) 5,60e6 TCIDso/mL APN APN APN APN
HSV 1,97e5 TCIDso/mL APN APN APN APN
AvBPWTTIVOG JETATIVEUHOIOG 4,07e5 TCID5o/mL APN APN APN APN
AvBpwITIVN 1,0e5 TCIDso/mL APN APN APN APN
TrapdivgAouévia TUTTOU 1
AvBpwTTivn 1,2e5 TCID5o/mL APN APN APN APN
TrapdivpAouévla TUTTOU 2
AvBpwTTivn 1,2e5 TCID5o/mL APN APN APN APN
TrapaivpAouévia TuTTOoU 3
AvBpWTIVN 1,19e6 TCIDso/mL APN APN APN APN
TrapdiveAouévla TUTTOU 4
IAapd 1,2e5 TCIDso/mL APN APN APN APN
16G TTapwrTiTIdag 1,2e5 TCID5o/mL APN APN APN APN
Pivoiég Tutou 1A 1,0e5 TCID5p/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/mL APN APN APN APN
Citrobacter freundii 1,73e8 CFU/mL APN APN APN APN
Corynebacterium sp. 1,27e7 CFU/mL 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/mL APN APN APN APN
Lactobacillus reuteri 5,0e7 avtiypagpa/mL APN APN APN APN
Legionella spp. 1,42e8 CFU/mL 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 meningitides 4,2e6 CFU/mL APN APN APN APN
Neisseria mucosa 1,0e8 CFU/mL APN APN APN APN
Propionibacterium acnes 8,25e7 CFU/mL APN APN APN APN
Pseudomonas aeruginosa 1,05e7 CFU/mL APN APN APN APN
Staphylococcus haemolyticus 2,66e6 CFU/mL APN APN APN APN
Staphylococcus aureus 5,87e7 CFU/mL APN APN APN APN

26

Xpert® Xpress CoV-2/FIu/RSV plus

302-7967-EL, Rev. C
2025-08



Xpert® Xpress CoV-2/FIu/RSV plus

Z1éAEX0G :oujg:gﬁzzs scl:)sfz' Mpitn A | Mpitn B RSV
Staphylococcus epidermidis 2,47e7 CFU/mL APN APN APN APN
Streptococcus agalactiae 1,75e7 CFU/mL APN APN APN APN
Streptococcus pneumoniae 2,26e7 CFU/mL APN APN APN APN
Streptococcus pyogenes 9,0e6 CFU/mL APN APN APN APN
Streptococcus salivarius 4,19e6 CFU/mL APN APN APN APN
Streptococcus sanguinis 8,67e6 CFU/mL APN APN APN APN
Chlamydia pneumoniae 1,20e6 CFU/mL APN APN APN APN
Mycobacterium 1,20e6 CFU/mL APN APN APN APN
tuberculosis (un Aoiuoyévo)

18.5 MapepBoAn atréd HiKpoRIa

H mapeppolrn and pkpofia g e&étaong Xpert Xpress CoV-2/Flu/RSV plus mov mpokdinnke omd v mapovcio
BoKTNPLOK®OV 1] UKOV CTEAEYDV TOL EVOEXETOL VO TTOPOVCLOCTOVV GE SElYHATA OO TNV AVATEPT AVATVEVGTIKT 000 TOV
avOpdrmv, a&ohoynOnke omd v e&étaon pog opnddos 10 cupPLOTIKOY UKPOOPYOVIGU®OV, TTOV OTOTEAOVVTAV and 7 wkd
oteléym kot 3 Paktnplakd otedéyn. Ta texvntd delypota anotelovvtav and 10vg SARS-CoV-2, ypinng A, ypinng B,

RSV A 11 RSV B gvopboipicpévoug oe cuykévipoon 3nidoio tov opiov aviyvevons (LoD) oe mpocopotmpévn pitpa
pwvoeapvyykov entypiopatos (POE)/pvikod enypicpatog (PE) napovsio adevoiod thnov 1C, avBpdmvov kopmvoiod
0C43, pwoioV Tomov 1A, avBpdmivov petanvevovoiod, 100 mapaypinng tonwv 1, 2 kot 3 (kabévog evopbaiucévog

ot ovykévipoon 1x105 povadec/ml), Hemophilus influenzae (evopbaluicpévog oe cuykévipmon 1x100 CFU/ml),
Staphylococcus aureus W Staphylococcus epidermidis (xabévag evoeBakiopévos og cuykévipoon 1x107 CFU/ml).

Avtiypoaga tov 8 Oetikdv detypdtov eEetdotniay yio kKabe 10-0t6x0 (SARS-CoV-2, ypinn A, ypinn B, RSV A1 RSV B)
Kot K6Oe mBovd cuvdvacud HKpoPlokol oteléxoug Tov mpokaiet TapepPfoin. ['a kdbe otdy0, 8 oo 8 deiypata
avTlypaemV TOvToTOMONKaY cOGTA L T Xpnon g e&étaong Xpert Xpress CoV-2/Flu/RSV plus. Aev avopépOnke
mopeUPOAT omd GUUPLOTIKG UKA 1] POKTNPLOKA GTEAEYT.

18.6 AvraywvioTIKEG TTapEUBOAEG

Ot avtoyoviotikés mapepforés tov Xpert Xpress CoV-2/FIu/RSV plus mov apoxdndnkav and cuiropméels a&oloynonkay
pe v e€étoom TEXVNTOV deyUdToV pepovouévev otedeydv SARS-CoV-2, Flu A, Flu B 1 RSV cg 3X LoD mopovoia
SLOPOPETIKADV GTELEYDV-OTOX®V G VYNAOTEPT GVYKEVIPMOGT GE L0 TPOGOUOLOLEVT PTpa vtoPdOpov. H cuykévipmoon
oe 3X LoD frav 414 avtiypapo/mL yio tov SARS-CoV-2 (adpavomompévog USA-WA1/2020), 0,021 TCIDse/mL yu

) ['pinn A/Idaho/072018, 38,7 CEIDso/mL yuwo t I'pinn B/Washington/2/2019, 0,99 TCIDs¢/mL yio. tov RSV A/2/
Australia/61 kot 1,11 TCIDso/mL y10. tov RSV B/9320/MA/77. To. aviayovieTikd otedéyn a&loloyndnkay og 104 1
VyNAOTEPES Povadeg Tithov (avtiypaeo/mL, TCIDsy/mL, CEIDsy/mL 1§ PFU/mL). H avtictoyn cvykévipoon RNA
(avtiypaa/mL) yio ta otedéyn I'pinng kow RSV mpocdiopictnke pe ynooxn PCR otayovidiov (ddPCR). E&etdomay
avtiypopa €1G TPITAOVV yio KAOE GTELEXOG-GTOYO Kot KAOE avTay®VioTikd cLuVLOGHO oTeEley@V. O 10¢ 68 LVYNAN
GLYKEVTPMOT OEV TOPOVGLALEL OVTAYMVIGTIKT AVOGTUATIKN Opdion edv 3 6TIG 3 EMAVOANWELS Y10 TO GTEAEYOC-GTOYO
avaeépovy Oetikd anoteléopata. Eqv ta amoteléopoto avépepav Ayotepes omd 3 oTig 3 OeTikég emavalyels,
GLYKEVIPMGT TOV AVTAYMVIGTIKOV 100 peiowvotoy katd 10 popég puéxpt vo unv mapatnpndei kopio tapepfoir. Axolovdet
TEPIANYT] TOV AMOTELECUATMV:
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Mivakag 10. Zovown TG HEAETNG AVTAYWVIOTIKWV
mapepoAwyv pe Tn Mpitrn A o€ uPnAnR cuykévTpwon

OpBd amoreAéopata (n/3)
E¢éraon iwv | MapepBaAAdpevog oTa 1,7e8 ota 1,7e7 oTa 1,7e6 oTa 1,7e5
oe 3X LoD 106 avTiypaga avTiypaga avTiypaga avTiypaga
RNA/mL RNA/mL RNA/mL RNA/mL
pitTn B 0/3 0/3 2/3 3/3
RSV A 0/3 0/3 3/3 Aev e€eTdoTnKE
Ipittn A
RSV B 3/3 Agv €EETAOTNKE Agv €EETAOTNKE Agv €EETAOTNKE
SARS-CoV-2 3/3 Agv €€eTGOTNKE Agv €€eTGOTNKE Agv €€eTGOTNKE

Mivakag 11. Zovoywn TG HEAETNG AVTAYWVICTIKWYV TrapedBoAwyv atrd Mpitrn B o€ upgnAnf ocuykévipwon

OpBa amroteAéopara (n/3)

E&éraon 1wv o€ 3X LoD NapepuBaAAopevog 166 o7a 1,465 avtiypaga RNA/ML
[piTtn A 3/3
RSV A 3/3
[piTTn B
RSV B 3/3
SARS-CoV-2 3/3

Mivakag 12. Zuvown TnG HEAETNG avTaywVIOTIKWV TTOpEPBOAwY atmd RSV A ot uynAnl ouykévipwon

Op0ad atmroteAéopara (n/3)

E&éraon 1wv og 3X LoD MapepBarAépevog 16 oTa 4,666 avtiypaga RNA/ML
[pitTtn A 3/3
Ipitn B RSV A 3/3
SARS-CoV-2 3/3

Mivakag 13. Zuvown TnG HEAETNG avTaywVIOTIKWYV TTapePBoAwv amé RSV B og uynAf ouykévipwon

OpBd amroreAéoparta (n/3)

Egéraon iwv o€ 3X LoD MNapepBarAdpevog 16 oTa 1,95 avtiypaga RNA/ML
Ipitn A 3/3
Ipitn B RSV B 3/3
SARS-CoV-2 3/3

Mivakag 14. Zovown TG HEAETNG AVTAYWVIOTIKWV
mapefoAwyv amdé SARS-CoV-2 og upnAr CUYKEVTPWON

OpBd amroreAéoparta (n/3)

E&étaon iwv o€ 3X LoD | MNMapepfaAAoépevog 16g oTa oTa

1e6 avriypapa RNA/mL | 1e5 avriypaga RNA/mL

[piTtn A 3/3 Agv €EETATTNKE
[piTtn B SARS-CoV-2 1/3 3/3
RSV A 3/3 Agv €€eTGOTNKE
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OpBad amroreAéoparta (n/3)

E¢étaon 1wv og 3X LoD | MapepfaArAdpevog 16g oTa oTa
1e6 avriypaga RNA/mL | 1e5 avriypag@a RNA/mL
RSV B 3/3 Agv g€eTdoTnke

H pelétn €de1&e 611 0 10g g ['pinng A/Idaho/07/2018 o€ cuykevipdoelg dvm Twv 1,7e5 avtypdoov RNA/mL

avEoTEAE TNV aviyvevon Tov 100 g ['pinng B og 3X LoD, evd o€ uykevipmoelg avo tav 1,7¢6 avtypdemv RNA/mL
avéotethe TV aviyvevon tov RSV A o 3X LoD (ITivakog 10). Emmdéov, o SARS-CoV-2 6 GuyKeEVIpMGELS Ve TV

1e5 avtiypdoov RNA/mML avéoteihe v aviyvevon tov 100 ¢ I'pinng B og 3X LoD (ITivaxag 14). Aev mapoatnpndnke
Kapio GAAN ovtayovieTikn TopepPoin yio Tig mOavEG GLALOIUMEELS TOV EEETACTIKAV OTI LEAETN, OTIS GUYKEVIPMOELS TOV
getdotnKay.

18.7 Oucigg TTou evdéXeTAl VA TTPOKAAOUV SuvnTIKA TTAPEUTTOdSION

Ot oveieg mov Oo pmopovoay va vVadpyovy 6ToV pvoPdpuyya (1] va eleayBobv KaTd T GLALOYN KoL TOV YEPITUO TOL
delypatog) Ko evoéyetat va TpokaAoOv mapepBoin oty akpifn aviyvevon tov SARS-CoV-2, I'piang A, ['pinng B xat RSV
a&oroynnkav pe aueon e&étoom oto Xpert Xpress CoV-2/Flu/RSV plus.

Ot dvvntikd Topeuforlopeves ovaieg mov Ppickovtal 6T PVIKN 086 Kol TOV pvopapvYYe. HTopel vo meptAappavovy,
EVOEIKTIKG, T1C €€NG: aipa, pvikég ekkpioels N PAEVVO, KOOMS Kot prvikd Kot QopLyYIKE QAPHOKO TOV XPTCILOTOIOVVTOL Y10,
NV 0vVOKOVPLeN artd T PVIKT GLUEOPNOT, T PVIKT ENPOTNTO, TOV EpEIGLO 1| TO GUUTTOUNTO AGOUATOC KOl AAAEPYIDV,
KoOdG Kot avTiProtid kot avriikd eappoico. To OeTicd Kot apynTiKd SEiyLOTO TOPOOKEVAGTNKOV GE TPOSOUOIMUEVT] UTPA.
pwoeapvyykos enypicpatog (NPS)/pwviko enypiopatog (NS). Apvnrucd deiypota (N = 8) e&etdomray mapovcio kabe
ovoiog Yo va Tpocdloplotel 1 enidpacn oty anddoon Tov paptupa eneéepyaciog deiypatog (SPC). Oetikd delypota

(N = 8) g&etdotniav avd ovcia pe 100G ot 0roiot Tpootédnkay o€ TocdTo. 3 Popéc To LoD mov kabopiotnie yio kabe
otéleyos. Ta Oeticd deiypota mov e€etdotniay pe 1o Xpert Xpress CoV-2/Flu/RSV plus nepihapfovav éva otéleyog
SARS-CoV-2, éva otéleyog I'pinng A HINT, éva otéleyog I'pinng A H3N2, éva otéleyog I'pinng B kot dVo oteléyn RSV
(RSV A ka1 RSV B). Ot pdpropeg frav deiypato pe 1006 mov eiyav mpootedet oe 3X LoD og mpocopoiwpévn untpo NPS/

NS mov dev mepieiye kopio duvntikd mapepforiopevn ovoia. Tig ovoies, pe dpacTiKd GLETOTIKA, TOV a&loAoyNON KoY

nmapabétet o IMivokag 15.

Mivakag 15. AuvnTikd TTapeBalAOpeveg ouaieg TTou e§eTAOTNKAV

AvayvwpIoTIKO ouciag

Oucia/Karnyopia

Oucia/ApacTikdé CUCTATIKO

OclIkr) aABouTepOAn

Brita-adpevepyikd
BpoyxodiaaTaATIKO

Ocnkn aABoutepdAn (5 mg/mL)

Afrin

Piviké otrpél

O&upetaloAivn, 0,05%

evikG péoo petagpopds BD

Méoa petagpopdg

evikG péoo petagopds BD

Copan 3U045N.PH (MdkTpo
Cepheid/M)

Méoa petagpopdg

Copan 3U045N.PH (MdakTpo
Cepheid/M)

Aiua

Aiua

Aipa (avBpwTTivo)

Piviké oTrpél TTpoTTIovIKAG

PIviKd KOPTIKOOTEPOEIDEG

MpotTiovikr @AouTIkagdvn

@AouTIKaZoVNG
Tpoxiokol yia Tov Aaiuo,
MevOoAn OTOUOTIKO avaigOnTIKO Kal Bevlokaivn, MevBoAn
avaAynTikod
KaBapiopévn pwreivn BAgvvivng
BAevvivn BAevvivn (uttoyvaBiog adévag Booeidwy N

Xoipwv)

MouTripoaivn

AvTIBIOTIKO, PIVIKA aAoipn

Moummipoaivn (20 mg/g=2%)

PHNY

Pivikég oTayoveg

daivuleppivn, 1%

duaoiohoyikdg 0pog

Piviké o1rpél uaioAoyikoU opoU

XAwplouyo véarpio (0,65%)
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AvayvwpioTiké ougiag Oucia/Karnyopia Oucia/ApaoTIKO CUOTATIKO

Remel M4RT Méoa petagopdg Remel M4ART

Remel M5 Méaa peTagopag Remel M5

Tamiflu AvTI-IIK& @apuaKa ZavauiBipn

TopTtTpapukivn AvTIBakTnpIaKd, CUCTNUATIKS TouTTpapukivn
Luffa opperculata, Galphimia

Zicam PivikA yéAn glauca, Beikr udpoxXAWPIKN
ioTapivn (0,05%)

Weuddpyupog ZUPTTAfPWHO WPeudapyupou "Aukovik6g weuddpyupog

Ta anoteréopata g perétng (Ilivakog 16) deiyvouv 0tL, GTIC TEPIGGOTEPES TEPUTTMOGELS, 8 OTIC 8 emavaryels avépepay
Oetikd anoteréopata yio KaBe cLVIVAGLO 1OV Kol 0VGiNG TOL eEETAGTNKE Kot dgv TapatnpnOnke kapio wapepforn. Otav
10 Zicam g£ETAOTNKE 0pYIKG o€ cLYKEVTpLOT 15% w/v, Tapatnpndnke TapepuPforn otnv aviyvevon g ypinng B kot tov

RSV A. Qot6060, 6tav 10 Zicam ££eTdoTnKe 68 GLYKEVTIPOOT 7,5% W/V, dev mapotnpnonke kapio tapepfols.

Mivakag 16. Méoeg Tipég Ct yia Xpert Xpress CoV-2/FIu/RSV plus
OTOXOUG TTOU £EETAOTNKAV TTOPOUCia SUVNTIKA TTAPEPBAAOHEVWV OUCTIWV

Api1Bu6g opBwV aTTOTEAEOHATWV/APIBUOG EEETACEWV

ZuykévTpwon
Ougia TToU SARS- | Fpimn A/ | H3N2Tpimn A/ | Tpimn B/ | ooy Ay RSV
€EETAOTNKE CoV-2/ Idaho/07/ Hong Kong/ |Washington Australia/61 B/9320/
USA-WA-1 2018 45/2019 102/2019 MA/77

Mpocouoiwpévn

uritoa NPS/NS 100% (viv) 8/8 8/8 8/8 8/8 8/8 8/8
MapTUPO

(Xwpig ouaia)

Afrin 15% (v/v) 8/8 8/8 8/8 8/8 8/8 8/8
Oenky 0,83 mg/mL 8/8 8/8 8/8 8/8 8/8 8/8
aABouTepOAn

evikG péoo AE 8/8 8/8 8/8 8/8 8/8 8/8
peTagopag BD

Aiua 2% (vIv) 8/8 8/8 8/8 8/8 8/8 8/8
Mdkrtpo Copan M AE 8/8 8/8 8/8 8/8 8/8 8/8
Piviké otrpél

TTPOTTIOVIKAG 5 pg/mL 8/8 8/8 8/8 8/8 8/8 8/8
@AouTikadovng

MevBoAn 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
MouTmipoaivn 10 mg/mL 8/8 8/8 8/8 8/8 8/8 8/8
PHNY 15% (v/v) 8/8 8/8 8/8 8/8 8/8 8/8
Remel M4RT AE 8/8 8/8 8/8 8/8 8/8 8/8
Remel M5 AE 8/8 8/8 8/8 8/8 8/8 8/8
dugiotoyikog 15% (VIV) 8/8 8/8 8/8 8/8 8/8 8/8
0pO¢

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
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Oucia TToU SARS- | Mpitn A/ | H3N2 Ipimn A/ | Tpitn B/

Api1O0u6g opBwv atroTeAEOHATWV/APIBUOG £§eTATEWV
ZuykEVTpwOon

RSV
céerdomnke | CoV-2/ | Idaho/07/ | Hong Kong/ |Washington| oY A2 | B9320/

Australia/61
USA-WA-1| 2018 452019 | /0212019 MA/77

Zicam

15% (W/V) 8/8 8/8 8/8 5/82 7/8P 8/8

WeudAapYUPOC 0,1 pg/mL 8/8 8/8 8/8 8/8 8/8 8/8

a Mg Zicam o€ ouykévipwon 15% (w/v), TTapatnpriBnke oTaTIOTIKG onUavTikh dlagopd petagu Tou péoou Ct Tou pdpTupa Kal Tou
péoou Ct Tng e€étaong. H e§étaon emavaAn@Onke pe Zicam o€ ouykEvipwaon 7,5% (w/v) kal dev TTapaTnPRONKE KAIVIKG ONUAVTIKA
Slagpopd petagl Tou péoou Ct Ipitrng B Tou pdpTupa kai Tou péoou Ct Mpitrng B Tng e¢étaong.

b Mg Zicam og guykévipwon 15% (w/v), TTapatnpAdnke oTaTioTiKG onuavTiki diagopd petagl Tou péoou Ct Tou papTupa Kal TOU
péoou Ct Tng e&étaang. H e&€taon emavaAi@Onke e Zicam o€ ouykévipwan 7,5% (w/v) kal dev TTapaTnprRdnKe KAIVIKG OnUavTIKhA
dlagpopd petagl Tou péoou Ct RSV A Tou pdptupa Kai Tou péoou Ct RSV A Tng e&étaong.

18.8 EmipéAuvon Adyw petagpopdg deiypartog

[paypoatomomOnke pio pedétm yio va a&oroynel edv o avtdovoun evotyyo Xpert Xpress CoV-2/Flu/RSV plus piog
XPNONG OTOTPETEL TV LETAPOPE delyOTOG Kot ApmAtkoviov pe v eE€TA0N £VOG 0pVITIKOD SELYILOTOG OUEGMG LETA TV
e&étaom evog ToAD vynAd Betikov detypatog oty 0w vropovada GeneXpert. To apvntikd deiypa Tov ypnooromdnke
o€ aVTV TN HEAETN amotelovvTay omtd Tpocopolwpévo vtootpmpe POE/PE kot to Oetikd deiypa amotelovvtay omd
VYMAEG GLYKEVTPDOELG 100 Ypinng TOHTov B ko vyniég cuykevipdoeis 1ov SARS-CoV-2 (I'pinn B/Wisconsin/10/2016 og
ovykévipmon 1,0e6 TCIDsp/ml kot adpavorompuévov SARS-CoV-2 USA-WA1/2020 oe cuykévipoon led aviypdpov/
ml) evopBaipicpévoug oe apvntikd vootpope POE/PE. To apvntkd deiypa eéetdotnke o€ vropovada GeneXpert kot
mv évapén g perég. Metd v apyn e&€taon tov apvitikol delypatog, To vynid Oetikd deiypa vrofANOnke ce
enefepyacio otnv 010 vropovada GeneXpert Kot apéc®g HETE avaAvONKe Eva dAlo apvnTikd deiypa. Avtd exavolneonke
20 popéc oty idwa vropovada, pe amotédespo 20 Oetikd ko 21 apvntikd arnotelécpata yio Ty vropovadae. H pedém
emavoAneOnke pe  xpron g dedtepng vropovadag GeneXpert yio cuvoikd 40 Oetikd kot 42 apvnTIKG 0TOTEAEGHLATOL.
Ko ta 40 Ogtikd deiypota avaeépbnkav cootd og OETIKO NA SARS-CoV-2 (SARS-CoV-2 POSITIVE),
APNHTIKO yia ypitrn tU1moU A (Flu A NEGATIVE), OETIKO Yy1a ypitrn Td1T0U B (Flu B POSITIVE),
APNHTIKO yia RSV (RSV NEGATIVE). Kat ta 42 apvntikd deiypota avapépbnkav cootd og APNHTIKO yia
SARS-CoV-2 (SARS-CoV-2 NEGATIVE), APNHTIKO yia ypitrn 100U A (Flu A NEGATIVE), APNHTIKO yia
ypitrn 101T0U B (Flu B NEGATIVE), APNHTIKO yIia RSV (RSV NEGATIVE) pie v g&étaon Xpert Xpress CoV-2/
FIw/RSV plus. Aev mopoatnpnOnke empoéioven AOym HETAPOPAG SEIYLOTOG 1] OUTAIKOVIOV GE OLTNV T HEAETN.

18.9 AvatrapaywyigornTta

H avaropayoyipodmra mg e&étaong Xpert Xpress CoV-2/Flu/RSV plus kaBopictnke o€ Tpio KEVIPO YPNCLOTOUOVTAG
o opdda 9 peddv ovpmephapPavopévon evog apvntikod deiypratoc, teocopav acbevag Betikdv (~1,5x LoD) kot
1e060paV petping Oetikdv (~3x LoD) detypdtmv. To apvnticd deiypa amoteAobviay and TpocoUOIOpUEVO VTOCTPONLO
Kopig Tov pKkpoopyavicpd-otoxo 1 70 RNA-otoyo. Ta Oetid deiypota nTav texyntd Selyloto 6€ TPOGOUOULEVO
vooTpopa xpnoponotdvtag adpovorompuévo NATtrol SARS-CoV-2 (ZeptoMetrix), kadiiepynuévoug 1o0g ypinng thmov
A/ldaho/07/2018, ypinng tomov B/Wisconsin/10/2016 kot RSV B/Wash/18537/62.

H e&étaon npayporonomidnke og didotua £5L (6) nuepdv, ypnolonoldvog tpels (3) maptides puoilyywov Xpert Xpress
CoV-2/FIu/RSV plus ce tpin (3) cvppetéyovra kévipa kabéva pe 6vo (2) xeiptotés yo ) dnpovpyio cuvolkd 144
TapUTNPHoE®V avh LELOG opddag (3 kévipa X 2 xelptotés X 3 TapTides X 2 NUEPEG/TapTidn X 2 GEPEG AVAADGEDV X 2
emavoAnyelg = 144 nopatnproeis/pérog opddag). Ta amoterléopota g peréng cvvoyifovrat otov [Mivaxag 17.
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Mivakag 17. TOvoyn amoTEAECTHATWY AVATTOPAYWYIHOTNTAG - % CUMQWYVIA

Kévtpo 1 KévTtpo 2 Kévtpo 3 % OUuVvOAIKA
Aciypa CUHQWViIa
Xeip. 1 | Xeip. 2 | Kévrpo | Xeip. 1 | Xeip. 2 | Kévtpo | Xeip. 1 | Xeip. 2 | Kévipo [95% CI]
0,
povmca | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112% "
pvn 2a/24 | 24124 | asias | 24124 | 24124 | asjas | 24124 | 2424 | 48/a8
[97,4-100,0]
0,
SARS-CoV-2 | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112?1{: "
Aobevios Oct | 24124 | 2424 | 4848 | 2424 | 24124 | 4Bi8 | 2424 | 2424 | asias | OO
0,
SARS-CoV-2 | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112?1{4" "
Métpia Oer | 24/24 | 24/24 | 48/a8 | 24/24 | 24/24 | 48ia8 | 24124 | 24124 | 4848
[97,4-100,0]
0,
rpimA | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112%‘; "
AcBeviog Bet | 24124 | 24/24 | ag/a8 | 24124 | 24124 | asias | 24124 | 24124 | 4s/a8
[97,4-100,0]
0,
reimA | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112%‘; "
Métpia 8t | 24/24 | 2424 | 4sjas | 2424 | 24124 | agias | 24124 | 24124 | asia8
[97,4-100,0]
0,
reimn B | 100% | 100% | 100% | 95.8% | 95.8% | 96.8% | 100% | 100% | 100% | 1?182*/62 f4)
Aobevios Oct | 24124 | 2424 | 4gias | 2324 | 2324 | 468 | 24124 | 2424 | asias | (HHCEH
0,
rpimB | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 95:8% | 67.0% | 1392’/?; ﬁ’3)
MétpiaOer | 24124 | 24/24 | 4848 | 24124 | 24124 | 4Bis | 23123 | 2324 | a7 | (O
0,
RSV 100% | 100% | 100% | 95.8% | 100% | 97.9% | 100% | 100% | 100% | 13%’/3; ﬁ’4)
Aobevios Oct | 24124 | 2424 | 4848 | 2324 | 24124 | 47148 | 2424 | 24i24 | agias | (IO
0,
RSV 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 112?1{4" "
MétpiaOer | 24124 | 24/24 | 4848 | 24124 | 24124 | dsis | 2424 | 2424 | asias | OO
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20 TotroBeoia KevTpIkKwy ypageiwv TnG Cepheid

KevTpikd ypageia Tng eTaipeiog

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Ap. TnAepwvou: + 1 408 541 4191
Ap. @ag: + 1 408 541 4192
www.cepheid.com

21 Texvikn BoRdeia
[Tpotov emkowvovioete pe v Texvikn vrootpén g Cepheid, cuykevipdote TG akdLovbeg TAnpopopies:

Ovopa mpoidvrog

Ap1Opog maptidag

Ap1Bpdg oe1pdg Tov avaAvTh

Mnvoporte 6QaALaTog (av VIEaPYOVV)

"Exdoon Aoytopko? kat, eqv givar dtabéoio, aptBudg etikétag 6EpPig Tov vroloylot

Texvikn urooTAPIgn yia Tig Hvwpéveg MoAiteieg Tng ApepIkAg
Ap. TnAgpwvou: + 1 888 838 3222 Email: techsupport@cepheid.com

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

[TAnpogopieg emkovaviog yio 6Aa ta ypapeio teyvikng vrootpEng g Cepheid diotiBeviotl oty 16T0GEAIdO HoG:

www.cepheid.com/en/support/contact-us.
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22 Mivakag cupBoAwyv

ZUupoAo
REF ApIBOS KATAAGYOU
c € 2Apavon CE — Zupudépowon e Ta Eupwtaikd TrpéTutra
IVD laTpoTeXVOAOYIKS TTPOIOV YIa in Vitro SiayvwaoTKA Xpron
@ Mnv €TTOVaXPNOIPOTTOIEITE
LOT Kw3IK¢ TrapTidag

>upBouAeurteite TIG 00nYieg XpAong

Mpoooxn

KataokeuooThg

Xwpa KATaOoKEUNG

MepiexOUEVO ETTAPKEG YA N EEETATEIG

CONTROL | | M&pTupag
g Huepopnvia Angng
J/ Mepiopiopdg Bepuokpaciag

0

BioAoyikoi kivduvol

1&only

Ma xprion gévo pe cuvtayr) 1IaTpou

EC |REP

E€ouciodotnuévog avTtirpéowTrog otnv Eupwrraikn Kovotnta

CH |REP

E¢ouaiodotnuévog avTirpdéowTrog otnv EABeTia

®

Eicaywyéag

Country of Origin: Sweden

Xwpa mmpoéAeuong: oundia
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Z0upoAo Inuacia
Xwpa poéAeuong: Hvwpéveg MoNiTeieg ApepIKng
Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089

USA

TnAépwvo: + 1 408 541 4191
@ag: + 1408 541 4192

EC |REP

Cepheid AB
Roéntgenvagen 5
SE-171 54 Solna
Sweden

CH |REP

Cepheid Switzerland GmbH

Zurcherstrasse 66

Postfach 124, Thalwil

CH-8800
Switzerland

Cepheid Switzerland GmbH

Zircherstrasse 66

Postfach 124, Thalwil

CH-8800
Switzerland

C€[vo
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23 loTOPIKO avafewpnoewyv

Heprypaen array®v: 302-7967, Rev. B o Rev. C

Evérnta Mepiypagn Tng aAAayng
6 AIEUKpIViO‘Tm’(E n qwiknA jeoé)\suon TOU OTOBEPOTTOINTH TTPWTEIVWV TTOU
XPNOILOTIOIEITAI OTO TTPOIGV.
15 Aigukpiviotnkav Ta amroteAéopata INVALID (AKYPO) kai n dnAwon emmaveAéyyou.
16.1 Amrocagnviotnkav Ta ammoteAéagparta INVALID (AKYPO). NpooTédnke ouoTaon.
17 MpooTéBnke mBavh evepyotroinon ammoteAeopdtwy INVALID (AKYPO).
19 EmkaipotroinBnkav o1 avagopég otn BiAloypagia.
20 Agaipébnke n £€6pa Tng EE.
MpooTéBbnkav oUpBola xwpag TTpoéAeuons. EmkaipotroiiBnkav ta cUuBoAa
22 (oUpewva pe 1o TpoTuTro EN I1ISO 15223-1:2021) kai n dietBuvon Tou

e¢ouaiodoTnuévou avTITTpoowTTou aTnv Eupwaikh KoivétnTa.
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