HOLOGIC® Panther Fusion™

SARS-CoV-2/Flu A/B/IRSV Assay (Panther Fusion™ System)
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Mevikég TTANPOQOPIES Panther Fusion" SARS-CoV-2/Flu A/B/RSV

evikég TTAnpoOQOpPiEg

Mpoopilépevn xprion
O Mpoaodiopioudg Panther Fusion™ SARS-CoV-2/Flu A/B/RSV givail pia TTAfpwWS QUTOUATOTTOINKEVN
TTOAUTTAEKTIKN €€éTaon RT-PCR trpayuaTtikod xpdvou, TTou TTpoopileTal yia TNV TTOIOTIKA avixveuan
kal diagopotroinon Tou RNA amé tov 16 SARS-CoV-2, Tov 16 TNG ypiTtng A, Tov 16 TnG ypitng B
KAl TOV QVATIVEUOTIKO OUYKUTIOKO 16 (RSV), TO oTToio £xel atropovwBei Kal kaBapioTei atrd
TTAPAOKEUAOUATA PIVOPAPUYYIKOU eTTIXpiopaTog (NP) TTou eAeBnoav atmd dropa TTou gugavi¢ouv
onMEia Kal UUTITWHATA AoidwéNG TNG avaTtveuoTIKAG 0doU. Ta KAIVIKG onueia Kal CUPTTITWUATA
TNG AVATIVEUOTIKNG 10yevoUg Aoipwéng Adyw SARS-CoV-2, ypiting kai RSV utropei va eivai
TTapouola. AuTOG 0 TTPOCdIoPIoHOS TTPoOopIeTal yia XprRon wg Bonénua otn diagopikn didyvwaon
AolpwEewv atmdé SARS-CoV-2, 16 TnG ypiting A, 16 TnG ypitrng B kai 16 RSV oToug avBpwTroug Kal
Oev TTPOoOPICeTAl YIa TNV avixveuon Aolhwgewyv atrd Tov 10 NG ypitrng C.

Ta apvnTikG atmoteAéopaTa Oev aTToKAgiouv To evdeXOHEVO Aoipwewyv atmd SARS-CoV-2, 16 Tng
ypIiTTNG A, 16 TnG ypiTNg B 1} 16 RSV, Kkai dev Ba mTpétrel va gival To Jovadiko KpIThpio 6oov agopd
ATTOPACEIG OXETIKA PE TN BepaTreia ) Tn dlaxeipion. AuToG 0 TTPOGdIoPIoHOG €XEl OXEDIOATEI YIa
XpAHon oto auoTtnua Panther Fusion.

MepiAnyn ka1 eTTEERYNON TNG £€€TAONG
O1 10i TOou avaTtrveuoTIKOU CUOTAUATOG €UBUVOVTaI YIa £va eupU QACHA OEEIV AOINWEEWY TNG
QVATIVEUCTIKAG 000U, GUUTTEPIAQUBAVOPEVWY TOU KOIVOU KPUOAOYAUATOG, TNG YPITTNG, TNS AOINwWENG
ammdé RSV, 1ng vocou COVID-19 kai TnG AapuyyoTpaxeioBpoyxiTidag Kal avTITTPOCWITEUOUV TN
ouxvoTepn aitia oégiag vooou oTi¢ Hvwpéveg MoMiTeieg TNG AuepIknG. OpIoPEéVa CUPTITWHPATA TNG
vooou COVID-19, Tng ypiting kai Tou RSV gival mapduoia, kabiotTwvTag mn didyvwon Pe Baon
MOVO Ta CUUTITWHOTA oXedov aduvarn.1.2

H coBapdétnta TG vocou 6oov agopd Tn ypitm kal Tov RSV utropei va eival 1idiaitepa augnuévn
OTOUG VEOUG, TOUG OVOOOKATEOTAAPEVOUG Kal TOUG NAIKIwPEvoug aoBeveig. H akpIBAg kal éykaipn
dIdyvwaon TNG aITiag Twv ACIHWEEWV TNG AVATTIVEUOTIKHG 000U €Xel TTOAA 0QEAN. AuTd TTEpIANOUBAvVOUV
BeAtiwon Tng Bepartreiag Tou acBevolg Pe TNV €gac@AAion KAaTtdAANANG avTiikAg Bepartreiag (1T.X.
ooeATapIBipn yia TN ypiTN),3 PEiwan Tou cuvoAIKoU KOOTOUG TTEPIBaAYNG, MEiwan TNG TTBavoTNTOg
TTEPAITEPW AVATITUENG AVTIMIKPORBIAKAS avToxrg Adyw UTTepPOAIKNG Kal akaTAAANANG Xpriong
avTIBIOTIKWYV,4 BonBwvTag TO TTPOCWTTIKO EAEyXOU AOINWEEWY va TTapEXEl KATAAANAG PETPA YO
TOV TTEPIOPIOUO TG VOOOKOUEIAKAG £CATTAWONG KOl VA TTAPEXEl TTOAUTIUES TTANPOYOPIEG OTIG
apx€éG dnUbOIAg uyeiag OXETIKA PE TOUG 10UG TTOU KUKAOQOPOUV OTNnV KovéTnTa.5

H ypitn €ival pia o&gia vOoOG TOU QvaTIVEUGTIKOU CUGTAMATOG TTOU TTPOKAAEITalI aTTd Aoipwén
atod Tov 10 TNG ypPITING, Kupiwg Toug TUTToug A Kkail B.e Oi 10i TnG ypiTing A KatnyoplioTroloUvTal
TTEPAITEPW O€ UTTOTUTTOUG HE Bdon Ta dUo KUpia avTiydva EMQAVEIKAG TTPWTEIVNG: AIJOCUYKOAANTIVN
(H) kai veupauividdon (N).7 Or 10i TnG ypitTrng B dev Katnyopliotrolouvtal o UttoTutroug.7 O1 10i TNG
YPITING UQIOTaVTAI OUVEXWS YEVETIKEG aAAaYEG, oupTTEpIAQUBavouévwy TNG attOkAIoNnG (TuXaia
METAAAQEN) Kal TNG TTapaAAayAg (Yovidlakh avakaTdragn), dnuioupywvTag véa oTeAEXN 10U KABE
XPOVO, a@rvovTag Tov avlpwITivo TTANBUGHS EUGAWTO O€ QUTEG TIG ETTOXIOKEG aAAayéG. O1 emdnpieg
eMgaviCovtal eTNCiwg (OUVABWC Tov XeEIdwva) Kal, JOAOVOTI KUKAO@opoUv oTov TTANBUcuO Kai ol
duo TuTTOI A Kai B, Kuplapxei ouvhBwg o Tutrog A. H petddoon Tng ypitrng yiveral Kupiwg péow
QEPOUETAPEPOPEVWV OTayoVIBIWV (BAXAS i @TépVIoUA). Ta CUPTITWHATA eupavifovTal KaTd PEoo
0po 1 €wg 2 Nuépeg WeTA TNV €KBean kal TTepIAaUBAavouV TTUPETO, piyn, KEQAAQAYia, Kakouxida,
Brxa kai képula.
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O1 emITTAOKEG TTOU o@EiAovTal GTN ypITTN TTEPIAAPBAVOUV TTVEUHOVIA, TTOU TTPOKOAEI augnuévn
voonpoTtNTa Kal BvnoigotnTa g€ TTaIdIaTpIKoUg, NAIKIWHPEVOUS KOl GVOOOKATECTAAUEVOUG
TTANBUGHOUGC. H ypiTin ep@avifeTal TTAYKOOUIWG YE €THOI0 TTOC0OTO TTPOCGROARG TToU UTToAoyileTal
o¢ 5%—10% oToug eviAikeg kal 20%—-30% oTa Tmauidid. O1 véool ptropei va odnyrfjoouv o€
voonAgia kal 8avaTto, Kupiwg oe opddeg uwnhou Kivdéuvou (TTOAU véol, nAIKIwPEVOL 1 Xpovia
TTAoXOVTEG). MMayKOOWiwG, QuTEG O ETAOIEG ETIONMIEG eKTIHATAI OTI 0ONYOUV O€ TTEPITTOU 3 £WG

5 ekatoppUpla TEPITITWOEIS coBapwy voowv Kal Trepirou 250.000 ¢wg 500.000 BavaToug.8

O avatrveuoTIKOG OUYKUTIOKOG 166G (RSV) gival n kKupia aitia AOIJWEEWY TOU QVATIVEUOTIKOU
ouoThpaTog o€ Bpépn kai TTadid. Ymrapxouv 2 TutTol RSV (A kai B) mmou Bacifovtal o€
TTAPAAAQYEG QVTIYOVIKWY KOl ETTIQAVEIOKWY TTPWTEIVWYV. O1 TTEPICOOTEPES ETATIEG ETTIONMIES
(ouvABwg Katd Tn dIAPKEIA TOU XEIMWVA) TTEPIEXOUV €va HEIYPa 1wV TUTTOU A Kal B, aAAd ptTopei
va Kuplapxei pia uttooudda Katd Tn dldpKela piag eToxns. H Aoipwén amd RSV utropei va
TTpokaAéoel cofapr) vOOO TOU QvATTVEUOTIKOU GUOTAMATOG O€ OAEG TIG NAIKIEG, aAAd ival
TTEPIOOOTEPO Bladedouévn O TTAIBIATPIKOUG, NAIKIWPEVOUG KOl AVOCOKATECTAANEVOUG
TTANBucpolg. ETnoiwg, oTigc Hvwuéveg MoAiTeieg, N Aoipwén atrd RSV €xel CUOKETIOTE e
Trepitrou 58.000 voonAeieg Kal 2,1 eEKATOUPUPIA ETTIOKEWYEIG EEWTEPIKWY aoBevwv o€ TTaIdId KATW
Twv 5 eTwv kal 177.000 voonAeieg kal 14.000 Bavdatoug o€ eVAAIKEG Avw Twv 65 eTWV.9

O1 kopovoioi atroTeAOUV pIa PeyAAN OIKOYEVEIQ 1OV TTOU PTTOPOUV VA TTPOKOAECOUV acBévela o€
{wa n avBpwTroug. ZToUg avBpwTToug, dIAPOPOI KOPOVOIOI gival yWwaTd OTI TTPOKAAOUV AOINWEEIG
TOU AVOTTVEUCTIKOU TTOU KUMaivovTal atrd TO KOIVO KPUOAOYNHA £wWG ooRapoTEPEG VOOOUG, OTTWG
TO avaTmveuoTIkd auvdpopo TG Méong AvatoAng (MERS) kai To coBapd ofU avatrveuoTiKo
oUvopouo (SARS). O kopovoidg TTou avakaAueenke TeAeutaia, o SARS-CoV-2, TTpokaAei TN
OXETIKA YE TOoV Kopovoid vooo COVID-19. Autdg o vEog 166 Kal n vOoog ATav dyvwaoTa TIpIv atrd
v £€apon Tou 10U otnv Ouxav Tng Kivag Tov AskéuBpio Tou 2019.°

Ta dropa pe COVID-19 cixav avagépel €va eupU @ACHA CUPTITWHATWY, TTOU KuPaivovTal atmo
ATTIa CUPTITWHATA €WG oofapr vooo. Ta CUPTITWHATA JTTOPEI va ePPavioTolV 2—14 nUEPEG META
TNV €kBeon otov 16. Ta droua pye COVID-19 utropei va gugpavioouv TTUpeTO A piyn, BAXA,
duoTivola fj dUCKOAia OTnv avatvor, KOTTwaor), YUIKOUG 1} CwHATIKOUG TTOVOUG, KEQAAaAyia, véa
ATTWAEIO YEUONG | 60QPNOoNG, TTOVOAQIUO, PIVIKA CUUPOPNON 1 KATappon, vauTia f ¢eTo r/kal
didppoia.1o 211 11 MapTtiou 2020, n £€apon NG vooou COVID-19 xapaktnpioTnke wg mravonuia
ato Tov Maykéouio Opyavioud Yyeiag (MOY).11

Apxég Tng diadikaoiag

O Mpoaodiopioudg Panther Fusion SARS-CoV-2/Flu A/B/RSV trepidapBdvel Ta akdAouBa Bruara:
AUon OcgiyyaTog, cUAANWN VOUKAEIKOU 0&éog Kal peTagopd ékAouang Kal TTOAUTTAEKTIKA RT-PCR
étav ol avaAuTeg evioxuovTal, avixvelovTal Kal dlapopoTTolouvTal Tautdéxpova. To Brua
OUANWNG VOUKAEIKOU 0&€0¢ Kkal éKAouang TTpayUaToTToIEiTal g€ €va HOvo owANnvAapIo aTo
ouoTtnpa Panther Fusion. To ékKAouopa PETOQEPETAI OTO CWANVAPIO AVTIOPAONSG TOU CUCTANATOG
Panther Fusion TTou TTePIEXEI TO AVTIOPACTHPIO TOU TTPOCOIOPICHOU. 2TN CUVEXEIQ, EKTEAEITAI
TTOAUTTAEKTIKI] RT-PCR yia 10 eKAOUOUEVO VOUKAEIKG 0gU oTo cuoTtnua Panther Fusion.

2UAANYN vouKAgikoU oéog kai ékAouon: lNpiv atrd Tnv emmegepyacia Kal Tn dlevépyela £&€Taong
o010 ouoTnua Panther Fusion, Ta TTapackeudopata TTOU CUAAEyOVTal O€ PECT PETAPOPAS YEVIKAG
xpnong (UTM) kai péoo petagopdg 1wv (VTM) petagépovtal o€ éva owAnvapio Along
TTAPOOKEUACUATOC TTOU TTEPIEXEI JECO PETAPOPAG TTAPACKEUAOUaTOS (STM). EvaAAakTikd, Ta
OciypaTta ummopouv va guAAexBouv pe To KIT oUuAoyr G RespDirect TTou TTepIéxel eviOXUUEva PECQ
peTagpopdcs Trapackeudoparog (eSTM). To STM kail To eSTM AUouv Ta KUTTAPA, ATTEAEUBEPLIVOUV
VOUKAEIKO 0EU-0TOXO Kal Ta TTpooTaTeUoUV atrd Tn dIdoTTacn KAtd Tnv amobnikeuon.
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MpoaoTiBeTal 0 ecwTePIKOS pdpTUpag S (IC-S) o€ KABe TTapackelaoua TNG €€ETa0NG Kal HAPTUPES
Méow Tou AvTidpaoTnpiou cUAANWnNG Panther Fusion S epyaciag (WFCR-S). To IC-S oT0
avTIOPACTIPIO TTAPAKOAOUBEI TNV €TTEEEPYOTia, TNV EviOXUON Kal TNV QViXVEUOT) TOU TTAPOACKEUAOUATOG.

ZUANauBavel oAiyovoukAeoTidla uBpIdoTToINUEVA O€ VOUKAEIKO 0EU OTO TTapacKeUaoua SOKIUNAG.
To uBpidoTroinuéVo VOUKAEIKO 0fU oTn cuvéxela diaxwpileTal atmd TO TTAPAOKEUOOUa O€ éva
payvnTiKO TTEdIO.

Ta BAuata KTTAUONG a@aipolV Ta TTEPITTA OToIXEia atmd To cwAnvépio avtidpaong. 10 BrAua
ékAouong yiveral ékAouaon Tou KaBapou VOUKAEIKoU o&éog. Katd n didpkeia Tou BripaTog
OUAMNWNG VOUKAEIKOU 0E€0og Kal €KAouong, TO OUVOAIKO VOUKAEIKO 0&U aTTopovwveTal atmod Ta
TTOPACKEUAOHUOTA.

MeTtagopd ékAouong kai RT-PCR: Kartda 1n didpkeia Tou BAPATog PETAPOPAs £KAouong, To
EKAOUOEVO VOUKAEIKO 0EU UeTa®EpETal O€ €va owAnvaplo avtidpaong Panther Fusion tTou
TTEPIEXEI NON AGDI KAl AVOCUCTAPEVO KUPIO HEiyUa.

H evioyuon otéxou mrpokUTITeEl néow RT-PCR. Mia avdoTtpo@n PeTaypagpacn Trapdyel éva
avtiypa@o DNA Tng oToxeudpevng aAAnAouxiag. 21n ouvéxela, €10IKoi avd oToxo Tpodobiol Kal
AvAOTPOYOI EKKIVNTEG KAl AVIXVEUTEG EVIOXUOUV TOUG OTOXOUG EVW TAUTOXPOVA aVIXVEUOUV KAl
dlakpivouv TTOAAQTTAOUG TUTTOUG OTOXWV PEoW TTOAUTTAEKTIKNG RT-PCR.

To ouaotnua Panther Fusion ouykpivel To ofpa @BopiouoU Pe Eva TTPoKABopIoUEVO 6pIo
QTTOKOTTAG, WOTE va TTapdyel £va TTOIOTIKA TTPOCBIOPIOUEVO OTTOTEAECUA yIia TNV TTapoUdia i Thv
artroudia Tou avaAuTn.

O1 avaAUTeG Kal To KavAAl TTou XpNOIKOTTIOIEITAI yIa TNV AviXVEUOT] TOUG OTO CUCTHUO
Panther Fusion ouvoyiCovTal oTov TTapakdaTw Trivoka.

AvaAuTtng Ztoxeuouevo yovidio KavdAl opydvou
166 ypiting A MnTpa FAM
AvaTTveuoTIKOG OUYKUTIAKOS 160G A/B MnTpa HEX

SARS-CoV-2 ORF1ab ROX

166 ypiting B MnTpa RED647
Eocwrtepikdg pdpTtupag Aegv 10 0¢l RED677

Mposg1doTroIRoeIg Kal TTPOQPUAGEEIS

A. Ta in vitro dlayvwoTIKA Xpron. AloBAoTe TTPOCEKTIKA OAOKANPO TO €VBETO CUCKEUOOIAG KAl TO
Panther/ Panther Fusion System Operator’'s Manual (Eyxeipidio A€IToupyiag Tou ZUuoTAPATOS
Panther/Panther Fusion).

B. la emayyeApaTikhg xprion.

C. To AvmidpaoTthpio evioxuong Panther Fusion S (FER-S) eival diappwTikd, emIBAaBEG o€
TTEPITITWON KATATTOONG KOl TTPOKAAEl coBapd depuaTIKG eykaupaTa Kal 0@OaAUIKEG BAGBEG.

D. O1 ouykekpipéveg dladikaoieg Ba TTPETTEl va eKTEAOUVTAI JOVO ATTO TTPOCWTTIKG ETTAPKWG
EKTTAIBEUPEVO OTN XPron Tou TTapOVToG TTPOCBIOPICHOU KAl OTOV XEIPIOKO duvnTIKA
MOAUCUATIKWYV UAIKWYV. Z€ TTEPITITWON dIAPPONAG, ATTOAUUAVETE APECWG KE TN XPHOoN
KATtaAAANAwWY d1adIkaoIwy.
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E. XepioTeite OAa Ta dgiyuarta oav va TTPOKEITAI VIO JOAUCUATIKA, XPNOIMOTIOIWVTAG QOQAAEIG
epyaoTnpiokég dladikaoies. AvaTpégTe oTo Eyypago Interim Laboratory Biosafety Guidelines
for Handling and Processing Specimens Associated with 2019-nCoV ([Mpocwpivég odnyieg
epyaoTnpioaknig BloacedAsiag Tou CDC yia Tov XEIPIOPS Kal TNV ETTECEPYATIO TTOPACKEUACUATWV
TTou oxeTifovtal pe Tov 2019-nCoV). https://www.cdc.gov/coronavirus/2019-ncov/lab/lab-
biosafety-guidelines.html.

F. Ta BioAoyikd deiypata Ptropei va €ival JOAUGHOTIKG. TnPEITe TIG YEVIKEG TTPOQUAAEEIC KATA TN
dlevEpyela auTAG TNG SOKIYaCIiag. Oa TTPETTEl va £Xouv BeaTTIOTEN KOTAANAEG p€BodOI XEIpIoUOU
Kal améppiyng atd Tov d1euBuvTh Tou gpyacTnpiou. AuTth n diayvwaoTikA diadikaoia TTPETTEl va
EKTEAEITAI HOVO ATTO TTPOCWTTIKO TTOU €ival ETTAPKWG EKTTAIOEUPEVO OTOV XEIPIOKO HOAUCUATIKWV
UAIKWV.”

Znueiwon: EAQv urdpyer utrowia Aoiuwéng amoé évav véo 16 Tn¢ ypitng A ue Baon ta tpéxovia
KAIVIKG Kal ETTIONUIOAOYIKA KPITApIA EAEYXOU TTOU CUVICTWVTAl ATTO TIC apxEC ONUOOIac UyEiag,
OUAAEETE TTapaokeuaouara ue 1IC OEOUTES TTPOPUAGEEIC yia Tov €Agyxo Twv Aoiuwéswy yia
vEoU¢ Aoiuoyovouc 100G TNS ypitTnG Kai OTEIAETE Ta OTO KPATIKO 1 TOTTIKO TURUA uyEiag yia
£€ETAAN. 2€ QUTEC TIC TTEQITITWOEIS, UNV ETTIXEIPNOETE KA KaAAIEpyeia KTOC v diartiBerai
eykaraoraon BSL 3+ yia Anwn kai KaAAIEpyeia TapaoKeuaoudTwy.

G. Av umtdpxel uttoyia Aoipwéng atod Tov 16 SARS-CoV-2 pe Bdon 1a TpEXovTa KpITHPIa KAIVIKOU
eAEyYXOU TTOU OUVIOTWVTAI OTTO TIG apXEG ONUOCIOG UYEIag, Ta TTAPOCKEUACHOTO Ba TTPETTEl va
OUAAEyovTal PE TIC BE0UOCEG TTPOPUAAEEIC YIa TOV EAEYXO TWV ACIHWEEWV.

H. Katd Tn guAAoyr Kal Tov XEIPICPO TTOPAOKEUAOUATWY aTTd ATOoNA YIa Ta OTToia UTTAPXEl UTToyia
Aoipwéng atmdé SARS-CoV-2, xpnoIWoTToINoTE T KATAAANAG PJECQ ATOMIKAG TTPOOTACIAg, OTTWG
TeplypdgovTal oTig Npoowpivég odnyieg epyaocTnpiakng Bioac@dAeiag Tou CDC yia Tov xeipiouo
Kal TNV ETTEEEPYATiIa TTOPACKEUACUATWY TTOU OXEeTICovTal e Tov vEO kKopovoio 2019 (SARS-CoV-2).

I.  XpnOIJOTIOIEITE JOVO TA TTAPEXOMEVA ] TA KABOPIOUEVA AVAAWCIPNA EpYyacTNPIOKE UAIKA.

J. ®opdte avaAwaoiya yavTia Xwpig Toudpa, TTPOCTATEUTIKA YUOAIA KOl EpyacTnpPIaKr pOuTTa
KATA TOV XEIPIOWO TWV TTOPACKEUAOUATWY Kal Twv avTidpacTnpiwy. MNMAEveTe oxoAaoTIKG Ta
XEPIA 0AG PETA TOV XEIPIOPO TWV TTAPACKEUACHATWY KAl TwV avTIdOPAOTNPIiwV. ATTOPPITITETE
OAa Ta UAIKG TToU £Xouv £pBel ge €TTA@N PE TA TTAPACKEUACUATA KAl Ta avTidpaoThipIa
oUPQWVa PE TOUG 1oXU0VTEG €BVIKOUG, BIEBVEIG Kal TTEPIPEPEIAKOUG KAVOVIOUOUG.

K. O1 nuepounvieg ANENng mou avaypd@ovtal oTo KIT cuAAoyr¢ RespDirect kai ota ZwAnvdpia
AUong Trapaokeudoparog Panther Fusion a@opouv mn petagopd Tou OEiyuaTog 0T0 CwANVApIo
Kal OxI Tnv €€€Taon Tou OciyuaTtog. Ta TTapacKeUAoUATA TTOU GUAAEyovVTal/JETAPEPOVTAI
OTTOIGONTIOTE OTIYUA TIPIV aTTd AUTEG TIG NUEPOMNViES ARENG cival Eykupa yia T dlevépyeia
e€€TaONG UTTO TNV TTPOUTTOBECN OTI HETAQEPOVTAI KOl aTToBNKeUOVTAl CUPQWVA HUE TO KATAAANAO
évBeTo ouoKeuaaiag, akOUN KAl av O CUYKEKPIPMEVEG nUEPOMNVIEG ANENG Exouv TTAPEABEL.

L. Alatnpeite TIG CWOTEG CUVONKEG PETAPOPAG KATA TNV ATTOOTOAN TWV TTAPACKEUACTUATWY Yia
va OI00QAAIOTEI N OKEPAIOTNTA TOU TTAPOACKEUACOHATOG. H 0TaBepdTNTa TOU TTOPACKEUAOHATOG
O¢ev €xel aflohoynBei oe ouvornkeg atTOOTOAAG BIAPOPETIKEG ATTO TIG CUVIOTWHEVEG.

M. Atro@uyete Tn dlaoTaupoUupevn POAuvon Katd Tn dIdpKEIa TWV PNUATWY XEIPIOUOU TOU
TTAPOCKEUAOPATOG. Ta TTOPAOKEUAOUATA PTTOPE VA TTEPIEXOUV £CAIPETIKA UWNAG eTTiTTedA 10V
N GAAWV opyaviopwy. AIGoQAANIOTE OTI Ol TTEPIEKTEG TWV TTAPOACKEUAOHATWY eV £pYXOVTAl OE
ETTOPNA METOEU TOUG KAl ATTOPPIYTE TA XPNOIKOTIOINBEVTA UAIKA XWPIG va Ta JETAPEPETE ETTAVW
atd avoixtoug TTEPIEKTEG. AANGETE YavTIa, dv €pOouv O€ TTAQA PE TA TTAPACTKEUAOUATA.

N. Mn xpnoIyoTTOINCETE TA AVTIOPACTAPIO KAl TOUG PAPTUPEG UETA TNV nUEPOMNVIa ARENG.

SARS-CoV-2/Flu A/B/RSV - X0ortnua Panther Fusion 5 AW-25328-1101 Rev. 003


https://www.cdc.gov/coronavirus/2019-ncov/lab/lab-biosafety-guidelines.html

Mevikég TTANPOQOPIES Panther Fusion" SARS-CoV-2/Flu A/B/RSV

0.

ATToBnKeUOTE Ta aTOIXEIQ TTPOCOIOPICHOU UTTO TIG CUVICTWHEVES OUVONRKeS atrobrikeuong. lMNa
TTEPIOTOTEPEG TTANPOPOPIEG, avaTPEETE OTNV evOTNTA ATTAITACEIC QTTOBAKEUTNS KAl XEIPICLOU
avridopaoTtnpiwy (cehida 8) kai otnv evotnta Aiadikagia e€étaong aro 2uartnua Panther Fusion
(oeAida 13).

Mn ouvduddlete avTidpaoTrpia 1 uypd TTPOCdIoPIoUOU. Mn CUPTTANPWVETE QVTIOPAOTAPIA 1)
uypd. To cuotnua Panther Fusion emmaAnBelel Ta emieda avTidpaoTnpiwy.

ATToQUYyETE TN MOAUVAON TWV AVTIOPACTNPIWY ATTO PIKPORIa Kal pIBOVOUKAEAoT.

O1 aTraIToeIG TTOIOTIKOU EAEyXOU TTPETTEI VA EKTEAOUVTAI CUPPWVA E TOUG TOTTIKOUG, TTOMITEIOKOUG
f)/Kal OJOCTIOVAIAKOUG KAVOVIOUOUG ) aTTAITACEIG DIATTIOTEUONG KAl TIG TUTTIKEG DIadIKATIEG
TTOIOTIKOU €AEYXOU TOU E£PYOOTNPIOU OOG.

Mn xpnoidoTroigite To QuUaiyylo TTpoodiopiopol €dv £xel TTapapiacTei n o@pdyion TG BAKNG
ammoBrikeuang i €dv dev gival dBIKTO To UAAO aAOUIVIOU TOUu QUOIyyiou TTpoadiopiouou. Edv
oupBei otroiodnTToTE ATTd Ta dUO, ETMIKOIVWVACTE PE TN Hologic.

Mn XpnOIMOTIOIEITE TIC CUOKEUAOTIEC UYpWV €AV UTTAPXEl dlappor atrd To QUAAO aAouuiviou.
Edv ouuBei autd, emkoivwvAhoTe pe Tn Hologic.

XEIPIOTEITE TTPOCEKTIKA TA QUOiYYIa TTPOCdIOPIoHOU. MnV TTPOKOAEITE TITWON 1 AVaOTPOPH
TWV QUaIYYiwv TTpoadiopicuoU. ATTOQPUYETE TNV TTOPATETANEVN €KOEON OTOV QWTIONO TOU
TTePIBAAAOVTOG.

Mn xpnoigotroieite 0T0 Opyavo UAIKG TTou evOEXETAI VA TTEPIEXOUV BEIOKUAVIKO youavidivio i
OTTOIAOATTOTE UAIKA TTOU TTEPIEXOUV youavidivn. EVOExeTal va oxnUaTIoTouV IBIAITEPA AVTIOPUWOEG
N/Kal TOEIKEG XNUIKEG EVWDOEIC O€ TTEPITITWON CUVOUACHOU HE UTTOXAWPIWOES VATPIO.

Opliopéva avTiIdpacThpIa OTO KIT QEPOUV ETIKETA PE TTANPOQPOPIES KIVOUVOU.

+  ToAvmidpacThpio evioxuong Panther Fusion S (FER-S) givail diaBpwTikd, emIRBAaBEG o€

TTEPITITWON KATATTOONG KAl TTPOKAAEI GoBapd depuaTIKA eyKAUUATA KAl OQOOAUIKES
BAGBeg.

Znueiwan: O1 TAnpogopies Koivorroinong Kivduvou avrikarorrTpifouv Tic raéivounoeis tou AgAtiou

Aedouévwy Aopalsias (AAA) n¢ EE. MNa mAnpogopies kKoivorroinang kivouvou &idIKG yia Tnv mePIoxn

oag, avarpéére aro €10IkO yia tnv trepioxn AAA (SDS) otn BiBAI0Bnkn AeAtiwv Agdouévwy Aopaleiac

(Safety Data Sheet Library) orn di08uvan www.hologicsds.com. lNa TepITOOTEPES TTANPOPOPIES

OXETIKG e Ta auuBoAa, avarpé€re oro umduvnua ouuBoiwy atn dietBuvon www.hologic.com/package-

inserts.
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MAnpo@opicg emikivouvoTnTag yia Tnv EE
AvtidpaoTtiipio cUAANYng Panther Fusion S (FCR-S)

AaoupuAobeiko aAag AiBiou 1-5%
HAgktpik6 o§u 1-5%

H402 - EmBAaBég yia Toug udpdBioug opyaviopoug.

P273 - Na atogeUyeTal n eAeuBépwon oTo TeEPIBAAAOV.

P501 - AidBeon Tou TTEPIEXOUEVOU/TTEPIEKTN O EYKEKPIUEVO XWPO ATIOPPIYNG ATTORARTWV.
AvTidpaoTiipio evioxuong Panther Fusion S

Y&poéeidio Tou AiBiou, povoévudpo 5-10%

KINAYNOZ

H302 - EmBAaBég o€ TrepITTWON KATATTOONG

H314 - MNpokaAei coBapd depuaTikd eykauuata Kal opBaAUIKEG BAGRES

P264 - MAévete 10 TTPOOWTTO, TA XEPIA KAl OTTOIOOATIOTE EKTEBEINEVO ONUEIO TOU OEPUATOG OXOAAOTIKA UETA

TO XEIPIOYO.

P270 - Mnv TpWwrte, TTIVETE ] KATTVI(ETE, OTAV XPNOIUOTTOIEITE AUTO TO TTPOIOV.

P330 - ZemAUveTe TO OTOHO.

P501 - AiGBeon TOU TTEPIEXOMEVOU/TTEPIEKTN OE EYKEKPIPEVO XWPO OTTOPPIYNG ATTOBAATWV.

P260 - Mnv avarmvéete okovn/avabupidoeig/aépia/oTayovidia/aTuoUg/ekvePwUaTa.

P280 - Na @opdre TTPOCTATEUTIKA YAVTIQ/TTPOOTATEUTIKA £vOUUATO/PNETA ATOMIKAG TTPOCTACIAG YIO Ta MATIQ/TTPOCWTTO.
P301 + P330 + P331 - 2E MEPINTQXH KATAMNOXHZ: ZemAuvete 10 oTOPA. MHN TTpokaAéoeTe eETO.

P303 + P361 + P353 - XE NEPINTQXZH EMA®HZ ME TO AEPMA (i pe Ta paAhid): BydAte apéowg dAa Ta poAucpéva
pouxa. =eTTAUVETE TNV €mMOEPNida Pe vePO [ OTO vToug].

P304 + P340 - XE MNEPINTQXH EIZNNOHZ: Metagépare Tov TaBOvTa oTov KaBapd agpa Kal agproTe Tov va
gekoupaaTei o€ aTAGN TTOU BIEUKOAUVEI TNV QvaTIVON).

P305 + P351 + P338 - ZE MNEPINTQZH EMA®PHZ ME TA MATIA: ZeTTAUVETE TTPOCEKTIKA UE VEPS VI APKETA AETTTA. Av
UTTAPXOUV (POKOI ETTAPNG, APAIPECTE TOUG, €AV gival EUKOAO. ZUVEXIOTE va EETTAEVETE.

P310 - KaAéote apéowg 1o KENTPO AHAHTHPIAZEQN A éva yiatpd.

P321 - Xpeiddetar €101k aywyn (BAETTE CUPTTANPWUATIKEG 0dNYieg TTPWTWYV BonBeidv ato AAA).

P363 - MAUveTe Ta poAuopéva evoUpaTa TIPIV T EAVAXPNOIUOTIOINOETE.

P405 - duAdoacTal KAEIBWEVO.
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ATTaITAoEIg ATTOOKEUO NG KAl XEIPIOCUOU AvTIOPAOTNPIiWV

A. ZTOV TTOPAKATW TTivaKa, TTApEXOVTAl Ol ATTAITACEIS ATToBrKEUGNG Kal XEIPIOKOU yia auTdv Tov
TTPOCdIOPIoHO.

Ei Tou
, ATtroBnkeuon opydavou/ ATtroBnkeuon
AvTiISpacTipIO . P ;
pacTnp Xwpic va Zra0epoTNTA META TO
éxouv avoifel peTd TO dvolypa’ dvolypa
®uaiyyio Tpoadiopiopou Panther Fusion SARS- o 2 R , o o2
CoV-2/Flu A/B/RSY 2°Céwg8°C 60 nuépeg 2°Céwg8°C
AvmidpaoTipio cUMNnyng Panther Fusion S (FCR-S) 15 °C €wg 30 °C 30 nuépeg 15 °C éwg 30 °C
AvmidpaoTiplo evioxuong Panther Fusion S (FER-S) 15 °C €wg 30 °C 30 nuépeg 15 °C éwg 30 °C
Eowrtepikdg pdptupag Panther Fusion S (IC-S) 2°Céwg8°C (In wFCR-S) Agv 1oxU¢l
PuBuioTikd didAupa ékhouong Panther Fusion 15 °C éwg 30 °C 60 nuépeg 15 °C éwg 30 °C
N&d1 Panther Fusion 15 °C éwg 30 °C 60 nuépeg 15 °C éwg 30 °C
PuBuioTikd didAupa avacuoTaong Panther Fusion | 15 °C éwg 30 °C 60 nuépeg 15 °C éwg 30 °C
OeTIKOG papTupag Panther Fusion SARS-CoV-2/ 2°C éwe 8 °C diaAidIo piag Agv 10yUel - piag
Flu A/B/RSV s xpnong Xpnong
. . o 2 o PiaAidio piag Aev 10xUEl - piag
ApvnTikdg pdpTtupag Panther Fusion 2°Céwg8°C . .
PVITIKOS HAPTUPAS ° xenong xenong

Orav Ta avmidpacTrpia agaipolvTal atmé 1o guatnua Panther Fusion, emava@épeTé Ta auéowg OTIG BEPUOKPATIES
atroBikeuong TTou €ival KATAAANAEG yia QuTd.

TH oT10BePdTNTA ETTE TOU OPYAvVOU EeKIVA TN OTIYUH TTou To avTidpacTrplo ToTroBeTeiTal 6To gUoTnua Panther Fusion, yia 1o
Qduaiyyio Tpoadiopigpou Panther Fusion SARS-CoV-2/Flu A/B/RSV, 1o FCR-S, 10 FER-S kail 10 IC-S. H otaBepdtnTa €1Ti TOU
opydavou &ekiva yia 1o PuBuioTikd didAupa avacuoTtaong Panther Fusion |, To PuBuioTikd didAupa ékAouong Panther Fusion kai
10 AGdI Panther Fusion 6tav xpnoIyoTToIEiTal YIa TTPWTN QOPA TO TTOKETO AVTIOPACTNPIWY.

2 Eav apaipéoeTe To Puaiyyio TTpoadiopiopol amd 1o ouatnua Panther Fusion, amoBnkeloTe 1o o€ agpoaTeyég doxeio PE
aTTogNPAVTIKG YECO OTN CUVIOTWHEVN BEPUOKPATia aTToBrKEUONG.

B. To AvtidpaoTripio cUMNyYng Panther Fusion S kai 1o AvtidpaoTrplo evioxuong Panther Fusion S
epyaoiag gival otaBepd yia 60 nuépeg 6Tav emMTTWHATICOVTAI KOl aTTOBNKEUOVTAl O BEPPOKPATia
15 °C £€wg 30 °C. Na pnv atobnkeuovTal 0TO Wuyeio.

C. ATtroppiyTe TUXOV PN XPNOIMOTIOINKEVA QVTIOPACTAPIA TTOU £XOUV UTTEPREI TN oTaBEPATNTA
TOUG €TTi TOU OPYAVOU.

D. Or pdptupeg cival otaBepoi PEXPI TNV nUEPOMNVia TTou avaypdeeTtal oTta @laAidia.

E. Amo@uyete Tn diacTaupoupevn péAuvon Katd Tov XEIPIOPO KAl TNV ATToBrKeuon Twv
avTiIdpacTnpPiwv.

F. Mnv KatayuUxeTe Td AVTISPACTHPIA.
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ZuAAoyn Kal a1roBiRKeUo N TTAPAOKEVACUATWY

Mapaokeudopara - KAIviké UNKO TTou CUAAEYETAI aTTO TOV aaBevr) Kal TOTTOBETEITAI 0€ KATAAANAO
ouoTtnua petagopds. lNa Tov Mpoodiopicud Panther Fusion SARS-CoV-2/Flu A/B/RSV, auté
TTEPIANAMPBAVEI TTAPACKEUAOUATA PIVOPAPUYYIKOU eTTIXpiopaTtog (NP) oe péco PeTa@opds 1wV

(VTM), péoo petagopdg 1wV yevikng xpenong (UTM) A cuAAéyovtal o€ eSTM e 1o KIT GUAAOYNG
RespDirect.

Acgiypara - AvTiipoowTreUel évav TTIo YEVIKO 0p0 yia va TTepIypawel OTTolodNTTOTE UAIKO TTPOG
e¢éraon oto cuoTtnua Panther Fusion, cuptrepiAauBavouévy TTApAcKEUOOUATWY, TTAPACKEUOOUATWY
TToU pETagépBnkav o€ éva ZwAnvdpio Aiong Tmapackeudopartog Panther Fusion kai paptupwv.

Znueiwon: Merayeipileate 0Aa 1a mapackeudouara yvwpidoviag 011 UTTOPEI va TTEPIEXOUV &V
ouvauel poAuouarikoug apdyovres. XpnoiuoTtroieite MevikéS TPOoOQUAGEEIS.

Znueiwon: PpovrioTe va armoQeUyeTe TN SIAOTAUPOUNEVN UOAUVON KaBWS eKTEAEITE Ta Bruara
XEIPIOUOU TOoU TTapackeuaouaros. la mapddeiyua, amoppiwTe 10 XPNoIUoTToINGEV UAIKO XWwpic
Va TO UETAQEPETE ETTAVW QTTO AVOIXTA OCwWAnvVApIa.

2UuAAOYR TTOPACKEUAOHATOG
Znueiwon: 2UAEETe TTapaokeuaouara pivoeapuyyikou emixpiouaros (NP) oOupwva ue tnv
TTPOTUTTH TEXVIKN XPNOILOTTOIWVTAS OTEIAED aTTd TTOAUEDTEQPQ, palyIiOV i UE PUYXOS VAIAOV.
TorroBernote auéows 10 Mapackevaoua emxpiouaros o€ 3 mL VTM n UTM. To kit ouAAoyng
RespDirect tn¢ Hologic umopei va xpnaoiuotroin6ei yia 1 guAAoyn deiyudrwyv pivopapuyyikou
EMIXpiouarog.

Eme§epyacia TapaocKeudopaTog
Emsspyacia mapaoksudouarog e 1o 2wAnvdpio Auong mapaoksudouarog Panther Fusion

A. Tlpiv amé Tnv e€€taon o1o ouoTtnua Panther Fusion, petagépete 500 ub atrd 10 TTApACKEUAOUA
TTou GUAAéXBNKe oe UTM i VTM o€ éva ZwAnvdapio Auong TrapackeudouaTtog Panther Fusion.
*Tnusiwon: Kara v eE61aon KateWwuyuéVoU TTAPACKEUAOUATOC, APHOTE TO TTAPACKEUACUA
va @rdoel g€ Bepuokpacia dwuariou mmpiv arrd v emeéepyaaia.

Emeiepyaoia mapaocksudouarog UE TO eVIOXUNEVO OwAnvapio ausong eoprwong (Kir
ouAAoynic RespDirect)

A. Metd Tn cuA\oyr Tou TTOPAOKEUAOHUATOG GTO EVIOXUMEVO GwAnvapio dueong eéptwaong (KiT
ouMoyi¢ RespDirect), To TTapackeuaopa Ptropei va TotroBetnBei 010 cuoTnua Panther Fusion.

2nueiwon: Eav maparnponBoulv 6pduBol, ta deiyuara umopouv va mepIdIvioTouV yia 5—10 Astrrd
ora 1.800 rpm o€ mepidivnon moAAamAwv owAnvapiwy (i puBuion 5 orov ap. karaA. 102160G).

EvaAAakrika, ueuovwuéva owAnvapia umropoulv va 1mepIdIVIOTOUV e TO xépl yia 15 deutepOAsTTa
orn Yéyiotn TaxuTnTa o€ TUTTIKY TEPISivNON TTAYKOU £pyaoiag.

2¢& TTEPITITWanN 1Tou €xel TponynBei didTpnon, emavamwuariore Ta cwAnvapia ue éva véo
olarpnoiuo Twua meiv amé v 1TePIdivnon.

Edv AneBei amoréAsoua CLT kard tnv smavaAnyn tng dokiuaoiag, oUAAEETE éva véo Oeiyua.
Znueiwon: Kard tnv €€£1acn KareWwuyuévou TTapaoKEUAoUaTog, a@noTe 10 TTapaoKEUAoUa va
QTaoel o Bepuokpacia dwuartiou TPIV T0 YOPTWOETE OTO guaTtnua Panther Fusion.
Znueiwon: Eav 1o gpyaotripio AdBer éva evioxuuévo owAnvapio dueong eoprwaonc (Kir
ouAdoyng RespDirect) xwpic BauBako@dpo oTuAed h e 0o BauBakopopous oTeiAeols, To
TTAPACKEUAOUA TTPETTEI va QTTOPPIPOEI.

SARS-CoV-2/Flu A/B/RSV - X0ortnua Panther Fusion 9 AW-25328-1101 Rev. 003



Mevikég TTANPOQOPIES Panther Fusion" SARS-CoV-2/Flu A/B/RSV

ATTOBNKEUON TTAPACKEUATHATWV

A. AmoBnkeuon TTapackeuaoudtwy Pe To ZwAnvapio Auong Trapackeudopatog Panther Fusion

1.

Metd Tn ouAdoyr, Ta TTapackeudopaTa PYTTopouv va atmobnkeuTtolv o€ Bepuokpaaia 2 °C
€wg 8 °C £wg kal 96 wpeg TIpIV PJeTaPePBoUV 0TO ZWANVApPIO AUONG TTAPACKEUACUATWY
Panther Fusion. O1 uttéAoITTeg TTOOOTNTEG TTAPACKEUACUATWY UTTOPOUV va atroBnKeuTouv
o€ Bepuokpacia <-70°C.
Ta deiypata (010 ZwAnvdpio Auong Trapackeudopuatog Panther Fusion) ytropouv va
aTroOnKeUTOUV UTTO TIG OKOAOUBEC GUVONKEG:

* 15°C £wg 30 °C yia €w¢ 6 nuépeg N

+ 2°C£wg8°C,-20°C ka1 =70 °C yia £€wg 3 unveg
Ta deiypata TTou €xouv UTTOBANGEI OGN o€ €€étaon TTPETTEI va KOAUTITOVTOI PE HIa VEQ,
KaBapn TTAACTIKr) HEMBPAvVN A @UAAO aAoupiviou.
Edv amaitnBei kartdwuén i yetagopd Twy deiyudTwy TTou €xouv UTToBANBEl og TTPoadIopIGuO,
AQAIPECTE TO BIATTEPATO TTWHA KAl TOTTOBETAOTE VEO, un dIATTEPATO TTWHA OTA CWANvApIa
TTapackeudopaTog. Eav ammaitnBei peta@opd Twv SelyUATWY O€ DIAPOPETIKEG EYKATAOTATEIG
yia €g€raon, TpETTel va dilatnpnBei n cuvioTwuevn Beppokpaacia. MNpiv agaipéoeTe Ta
TTWHATa a1rd Ta cwAnvapia Twy delyudTwy TTou €xouv UTTOPRANBEI Adn oe e€€Taon Kai
QPEPOUV €K VEOU TTWMATA, UTTOPEI va TTPAyUATOTTOINBEI QUYOKEVTPION TWV CWwANVapiwy
HETOQOPAG TTapaoKEUAoUATOS YVia 5 AeTiTd o€ 420 RCF (oXeTIKA QuydkevTpog duvaun),
WOoTE va JeTapepBei 6Ao TO UypPO oToV TTUBPEVA TOU CWANVapiou. ATTOQEUYETE TOV
TTaPAACGUO Kal TN dIacTAUPOUNEVN ETTIMOAUVON.

B. ®UAagn TTOpaoKEUAOUATWY UE TO EVIOXUMEVO OWANVAPIO Aueong @opTwong (KiIt auAAoyng
RespDirect)

1.

2.

3.

Ta deiypata ummopolv va atroBnkeuTouv UTTO TIG akOAOUBEG OUVONRKEG:
* 15°C £wg 30 °C yia €wg 6 nuépeg N
* 2°C£wg8°C,—-20 °C ka1 =70 °C yia €wg 3 prveg.

Ta deiypata TTou €xouv UTTOBANGEI OGN o€ e€étaon TTPETTEI va KAAUTTITOVTOI PE HIa VEQ,
Kabapr) TTAACTIKA PEPPBPAvVN 1] @UANO aAoupiviou.

Edv amaitnBei katdwuén A peTa@opd Twv BEIYUATWY TToU £Xouv UTToBANBEi o€
TTPOGOIOPIoHO, APaIPECTE TO DIATTEPATO TTWHA KAl TOTTOBETAOTE VEO, WUn OIATTEPATO TTWHA
oTa owAnvdpla TTapackeudouatog. EAv atraitnBei petapopd Twy dEIYUATWY O€
OIAPOPETIKEG EYKATAOTACEIG YIa €6€TAON, TTPETTEI va dIATNPNOEI N CUVIOTWHEVN
Bepuokpacia. Mpiv a@aipECETE TA TTWHATA ATTO Ta CwANVapIa Twv deyUdTWY, Ta OTToIa
éxouv AON uttoPBANnBei o€ €€éTaon Kal PEPOUV €K vEOU TTWHATA, Ba TTPETTEl va
TIPAYHMOTOTTOINGEI PUYOKEVTPION TWV CWANVOPIWY TTAPACKEUACHATOS YIa 5 AeTTTd o€

420 RCF, woTte va petagepbei Ao 10 uypd oTov TTuBpéva Tou cwAnvapiou. ATTOQeUYETE
TO TITOIANIOUA Kal Tn dlaoTAUPOUNEVN HOAUVON.

MeTa@opd TTaAPACKEUATHATWY

AlaTnpAoTE TIGC OUVONRKEG ATTOBAKEUONG TTAPACKEUOOHATWY TTOU TTEPIYPAPOVTAI OTNV £VOTNTA
2UAAoyn kai amoBnkeuan mapaockeuaoudTwy otn oelida 9.

Znueiwon: Ta mapaockeudouara TPETTEN va UETAPEPOVTAl OULUQWVA LIE TOUC ITXUOVTEC
£6vikoUg, OI1EOVEIC Kal TOTTIKOUS KAVOVIOUOUS UETAPOPAS.
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20oTnua Panther Fusion

To 2uoTtnua Panther Fusion atroTteAsi éva oAokAnpwuévo cUoTnUA yia TNV €£ETA0ON VOUKAETKOU
0&£0G, TO OTT0I0 AUTOPOTOTIOIEI TTARPWG OAQ Ta BAuATA TTOU ATTAITOUVTAI YIO TNV EKTEAEDN
Oldpopwyv TTpoodiopicuwy Panther Fusion, ammé tnv emeepyacia delyuATWY PEXPI TNV Evioxuon,

avixveuon kal peiwon 0ed0PEVWV.

AvTidpaoTipia Kal UAIKG TTou TTapéxovTal yia Tov lNpoodiopioud Panther Fusion SARS-

CoV-2/Flu A/B/IRSV

ZuoKeuaoia TpoodiopicoU

ZToIXEiOH Kwdikég £idoug  AtroBrikeuon

Quaoiyyia mpoodiopiopou Panther Fusion SARS-CoV-2/Flu A/B/RSV,
96 ggeTdoeig

duoiyyio Tpoodiopiopou Panther Fusion SARS-CoV-2/Flu A/B/RSV, PRD-07400 2°Cewg8°C
12 e€etdoeig, 8 ava kouti

EO‘(.UTSPIKOQ pqp'rupalg Planther Fusion S, 9§0 £§£Tac£,|g ' PRD-04332 2°C éwc 8 °C
ZwAnvdapio ecwTepikoU pdpTtupa Panther Fusion S, 4 avd kouri

Maprupeg Panther Fusion SARS-CoV-2/Flu A/B/RSV

ZwAnvapio BeTikwv papTipwv Panther Fusion SARS-CoV-2/Flu A/B/RSV, PRD-07401 2°C ¢we 8 °C

5 avd kouTi
2wAnvdpio apvnTikou pdptupa Panther Fusion, 5 avda kouTi

AvTidpaoTipia ekxUAiong Panther Fusion S, 960 e§eTdosig
®1adAn avTidpaoTnpiou cUANWNG Panther Fusion S, 240 e¢etdoeig, 4 ava kouti PRD-04331
®iGdAn avTidpaoTnpiou evioxuong Panther Fusion S, 240 eetaoeig, 4 avd kouTi

15 °C éwg 30 °C

PuBuioTiké SidAupa ékAouong Panther Fusion, 2400 e§etdoeig
MakéTo pubuioTiKoU dlaAUpaTog ékhouong Panther Fusion, 1200 egetdozeig, PRD-04334
2 avd kouTi

15°C €wg 30 °C

PuBuioTiké SidAupa avacluoTtaong Panther Fusion I, 1920 e&erdoeig
Makéto puBuioTIKOU SlaAUpaTog avacuaTaong Panther Fusion |, 960 e€etdoeig, PRD-04333
2 avd kouTi

15 °C éwg 30 °C

Aad1 Panther Fusion, 1920 e§etdoeig

Makéro Aadiou Panther Fusion, 960 e¢eTdoeig, 2 avd KouTi PRD-04335

15°C €wg 30 °C

1 Ta oToIyeia PTTOpoUV £TTiong va TapayyeABouv oTa akdAouBa TrakéTa:

To KiT yevikwv uypwv Panther Fusion, PRD-04430, trepiéxel 1 Aad1 Panther Fusion kai 1 PuBuioTikd didAupa ékdouong Panther Fusion.
Ta Yypd mpoadiopiopyou Panther Fusion I-S, PRD-04431, mrepiéxouv 2 AvtidpaoTripia ekxUAiong Panther Fusion S, 2 EowTepikoUg

uaptupeg Panther Fusion S kai 1 PuBuioTiké didAupa avacuotaong Panther Fusion 1.

ZTOIXEIO O ATOMIK] OUCKEUATIA

XToIxEia Kwdikog idoug
>wAnvdpia Auong Tmapackeudoparog Panther Fusion, 100 avd cuokeuacoia PRD-04339
KitT cuAoyrig RespDirect Hologic, 50 avd cuokeuacia PRD-07403
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XuoTtnua Panther Fusion

Panther Fusion™" SARS-CoV-2/Flu A/B/RSV

YAIKd 1TOU aTtraiTouvTal Kol diatifevral xwpiotda

Znueiwon: O1 apiBuoi karaAdyou twv uAikwv 1ou diatiBevrar amrd 1 Hologic mapariBevrai

oTnVv mapakarw Aiora, €KTO¢ eav kaBopilerar dIapopETIKA.

YAIkO Ap. KaTaA.
20otnua Pantherm 303095
>0oTnua Panther Fusion PRD-04172
AvaBdBuion povadag Panther Fusion PRD-04173
Panther System Continuous Fluid and Waste (Panther Plus) PRD-06067
Kit uypwyv TTpocdiopicuol Aptimam™ 303014

(AidAupa TTAUoNG Aptima, PuBpuioTiké didAupa yia 1o uypd adpavoTroinong Aptima kai
AvTidpacTripio Aadiou Aptima)

(1000 egetdoeig)

Movadeg TToAAaTTAwY cwAnvapiwv (MTU) 104772-02
KiT odkou 1TAUoNg Panther 902731
Ké&Auppa kddou atmopAfTwy Panther 504405

H Kit ektéAeang Panther System yia Trpoadiopiopolg Trpayuatikol xpovou trepiéxel MTU,  PRD-03455

0daKoug TTAUONG, KAAUppaTa Kadou atmoBARTwy Kal uypd TTpocdIopIooU

(5000 e&etdoeig)

H Kit ektéAeong Panther System

(kaTd TNV ekTéAeon TTpoadiopiopuwy TMA TTapdAAnAa pe TNV eKTEAEGN TTPOCGOIOPICUWYV
TMA tTpaypaTikou Xpévou)

mepiExel MTU, odkoug TTAUONG, KAAUPpaTa KAdou atroBARTwY, autdéuaTn avixveuon® Kai
uypd TTPocdlopIcoU

303096
(5000 egetdoeig)

Aiokol cwAnvapiwv Panther Fusion, 1008 eetdoeig, 18 diokol avd KouTi

PRD-04000

PUyxn, 1.000 pL, pe QiATpO, HE avixveuan uypou, aywylha Kal avaAwaoIiyua.

Acev diatiBevrar 6Aa Ta mpoidvra ae OAES TiC TTEPIOXES. ETTIKOIVWVACTE LIE TOV
avrimpOowITO UAg yia TTANPOPOPIES OXETIKA UE THV TTEPIOXH OAC.

901121 (10612513 Tecan)

903031 (10612513 Tecan)

MME-04134 (30180117 Tecan)

MME-04128

AlatpAoipa TwpaTa Aptima (TTpoaipeTIKG)

105668

AVTaAAGKTIKG pn SIATPACIUG TTIWHATA (TTPOIPETIKO)

103036A

AVTAAAGKTIKG TTWHATA QIGANG avTIOpaoTnpiou eKXUAIGNG

CL0040

>uoTtnua mrreTwv P1000 kai puyxn pe udpodgofa Buouara

NeukavTikd, didAupa utTToxAwpPIWwdoUg vaTpiou 5% éwg 8,25% (0,7 M éwg 1,16 M)
Znpeiwon: Avatpéfte ato Eyxeipidio Asitoupyiag Tou Zuartruarog Panther/
Panther Fusion yia 0dnyieg OXETIKA YE TNV TTPOETOINACIA apaliwPévou SIAAUUATOG
UTTOXAWPIWOOUG vaTpiou.

AvaAwaoiua yavTtia xwpig Toudpa

*ATTaiTeiTan povo yia mmpocdiopiopoug TMA Panther Aptima.

MpoaipeTIKA UAIKA

YAIkS

Ap. KaTaA.

Mepidivnon TToAAATTAWY CwANvapiwv

Mepidivnon Taykou epyaciag

102160G
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T0otnua Panther Fusion Panther Fusion " SARS-CoV-2/Flu A/B/RSV

Aiadikaoia g§étaong oto XuoTtnua Panther Fusion

Znueiwon: la emmmAéov TAnpoopics oxerikG pe 1n diadikacia, avarpéére aro Eyyeipidio
Aeiroupyiag rou Zuarnuarog Panther/Panther Fusion.

A. TpogToiyacia TNG TTEPIOXAS Epyaaiag

1. ZkouTrioTe TIg emQAveleg epyaoiag pe didAupa 2,5% £wg 3,5% (0,35 M éwg 0,5 M)
uTToXAWPIWdOUG vaTtpiou. AQHoTe To SIAAUPA UTTOXAWPIWAOUG VATPIOU va TTAPAMEIVEl O€
ETTAPNA ME TIG ETTIQPAVEIES YIA TOUAAXIOTOV 1 AETTTO KaIl, OTN CUVEXEIQ, EKTTAUVETE E
ammoviopévo vepd. Mnv aproete 1o SIGAUNA UTTOXAWPIWDOUG VATPIOU VO OTEYVWOEL.
KaAUyTe Tnv e€mi@dveia Tou TTAyKOU PE KaBapd, ammoppo@nTIKG KAAUPUATA, WE TTAACTIKA
ETTEVOUON VIO EPYACTNPIAKOUG TTAYKOUG.

2. KaoBapioTe pia ¢exwploTh em@Aavela epyaciag TTdvw oTnv oTroia 6a TTapACcKEUACTOUV TO
Ociypata pe ™ diadikacia Tou TTEPIypd@ETal oTo Bripa A.1.

B. lNpoectoipacia avridpaotnpiwyv

1. AgaipéoTte TIG QIdAeg IC-S, FCR-S kal FER-S amd mn povada ammobrikeuong.

2. Avoitte TIG @iaAeg IC-S, FCR-S kai FER-S kai amoppiwTte 10 Twpata. Avoitte Tn 8upa
TCR oT1ov dvw xwpo Tou cuctiuartog Panther Fusion.

3. TomoBetAoTE TIG QIAAEG IC-S, FCR-S kai FER-S 0TI KATGAANAEG BECEIG TNG TTEPIOTPOPIKNAG
onkng TCR.

4. KAegiote Tn Bupa TCR.

2nueiwon: To ouotnua Panther Fusion mpoc6érel 1o IC-S aro FCR-S. Mera thv mpoo6rkn
Tou IC-S oro FCR-S, avagépsrai w¢ wFCR-S (FCR-S ¢pyaciac). Eav 1a FCR-S kai FER-S
agaipebouv amd 10 oUCTNUA, XPNOILOTTOINOTE VEQ TTWUATA KAl aTToONKeUoTE aQuéows
ouuQwva UE TIC KATAAANAEC auvlnkes amoBnkeuong.

C. Xeipiopdg TapackeUaoPATWY

Znueiwon: lNposroiudoTe Ta TAPACKEUACUATA OULQWVA LE TIC 00nYies emeéspyaaciac
TAPACKEUAOUATWY TNS EvOTnNTas «2UAAoyn Kai armoBnkeuon TTAPACKEUACUATWYY TTPIV
QPOPTWOETE Ta TTapackeudouara oro ouotnua Panther Fusion.

EmBewpnoTte Ta cwAnvapia deiyuaTtog TTPOToU Ta POPTWCOETE OTOV OElyUaToPopéa. Av Eva
owANvApIo deiyuaTog TrEPIEXEl QUOANIDEG A €XEl MIKPATEPO OYKO ATTO TOV OUVNBIoUEVO, XTUTTAOTE
atraAd Tov TTUBUEVA TOU CWANVAPIoU YIa va JETAKIVNOEL TO TTEPIEXOUEVO OTOV TTUBUEVA TOU
owAnvapiou.

Znueiwon: MNa va amoeuyere opaAuara emeéepyaoiag, BeBaiwbeite 011 TTOOCTIOETAI ETTAPKAS
ToCOTNTA TAPACKEUGoUATo¢ aTo 2wAnvapio Auong mapackeudouaro¢ Panther Fusion. Orav
mpooTiBevrar 500 ul mapackeudouarog pivoeapuyyikou emixpiouaros (NP) oto ZwAnvapio
Auonc¢ mapaokeudouaro¢ Panther Fusion, uttadpxel apkeTo¢ OYKOS yia ThV TTPAyuaTorToinon
3 ek(UAITEWV VOUKAEIKOU 0&EOG.

Znueiwon: MNa ro Evioyuuévo owAnvapio dueong edprwong (Kit ouAdoyric RespDirect),
UTTAPXEl APKETOC OYKOC yia TNV Tpayuarorroinon 4 ekxuldioswv voukAgikoU oééog.
D. MposToiyaoia oUCTAPATOG

Ma odnyieg oXeTIkA Ye TN puBion Tou cuoTApatog Panther Fusion, cuptrepihapBavopévng tng
POpTWONG dEIYPdTWY, aVTIdBPACTNPIWY, QUOIYYiWV TTPOGdIOPITUOU Kal UYPWV YEVIKAG XPHoNG,
avaTpécte ato Eyxelpidio Asitoupyiag rou 2uotnuaro¢ Panther/Panther Fusion.
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ZUoTtnpa Panther Fusion Panther Fusion" SARS-CoV-2/Flu A/B/RSV

2NMUEIWOEIG OXETIKA JE TN dladikaoia
A. MdépTupeg

1. O O¢etikdg pdptupag Panther Fusion SARS-CoV-2/Flu A/B/RSV kai 0 ApvnTiKOG HApTUPOG
Panther Fusion pmropouv va @optwBolv ge otroladATToTe B£0N Tou dElyhaToQopEéa i O€
OTTOIdNTTOTE CEIPA TOU XWPOU JeIYPNATWY Tou ocuoTAPaTog Panther Fusion.

2. MOAg Ta cwAnvdapia papTUpwV PETAPEPBOUV Pe TITTETA Kal UTTORANBoUV o¢ eTTeEepyaaia
yia Tov Npocdiopioud Panther Fusion SARS-CoV-2/Flu A/B/RSVY, cival evepyd yia £wg
30 nuépeg (ouyxvoTnTa XPnong MapTUpwyV TTou £xel diapop@wBei atrd dlaxelpioTh) eKTOG
€AV TO ATTOTEAECUATA TWV MOPTUPWY Eival PN EyKupa ) £Xel opTwOEi pia véa TTapTida
Puolyyiwv TTpocdiopiouoU.

3. KdaBe cwAnvapio pdptupa utropei va utroBAnBei oe e€étaon pia @opd.

4. H diavoun HE TTITTETA TWV TTOPACKEUAOUATWY TWV acBevwv Eekiva 6tav TAnpouTal pia
ato TIG akOAouUBeG dUO OUVONKEG:

a. YTTApYXouVv KATOXWPEICHEVA OTO oUCTNUA £YKUPQ ATTOTEAECHUATA VIO TOUG UAPTUPEG.

b. To oUoTtnua emeEepyadletal éva (eUyog HAPTUPWY TN CUYKEKPIYEVN OTIYUA.
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MoloTikGG EAEYXOG Panther Fusion " SARS-CoV-2/Flu A/B/RSV

MoloTIK6G EAeyXOGg

To atroTéAeOa PIag eKTEAEONG i VOGS TTAPACKEUAOUATOG UTTOPEI va akupwBei atmd 10 ouoTnua
Panther Fusion, av avakUyouv TTpoBAfuaTa Katé Tnv ekTEAECN TOU TTPOCdIopICHoU. Ta
TTAPOOKEUOOUA TTOU KATEANEQV O€ PN EyKupa aTTOTEAECHUOTA TTPETTEI VO EEETAOTOUV €K VEOU.

ApvnTikoi Kal BETIKOI HAPTUPES

MNa TV TTapaywyn €yKUpwyv OTTOTEAECUATWY, TTPETTEI VO EEETAOTEI éva OET JAPTUPWYV TTPOCBIOPIGHOU.
‘Eva avTiypa@o Tou apvnTikoU pdptupa TTpoadiopiouoU Kal Tou BETIKoU pudptupa TTpoadiopiouou
TIPETTEI Va eAEyXovTal KABE Qopd TTOU POPTWVETAI 0TO oUoTnua Panther Fusion pia véa traptida
PUOIYYiwV TTPOCBIOPIoHUOU ) OTaV ANEEl TO TPEXOV OET EYKUPWYV HOPTUPWV YIa Jia evepyr| TTapTida
QuUOlyYiwv.

To ouoTtnua Panther Fusion éxel Slapop@wBei £T01 WOTE VA ATTAITEITAI EKTEAECN PMAPTUPWV
TTpoadlopiouoU avd diacTApaTa £€wg 30 nuepwy TTou KaBopiovTal atmd Tov dlaxelipioTh. To
AoyIopIKO Tou cuoTAPATOG Panther Fusion trpogidoTtrolei Tov XeIpIoTH dTav atraITouvTal JAPTUPES
TTPOCOIoPIoUOU Kal Oev EekIva véeg eCeTAOEIC €W OTOU QOPTWOOUV Ol HAPTUPES TTPOCDIOPIGHOU
Kal EEKIVAOEI N €TTECEPYATIa TOUG.

Katd tn didpkela TnG megepyaaiag, Ta KPITAPIA YIG TNV ATTOod0XH TwV PapTUpWV TTPOCdIoPIGHOU
emaAnBevovTal autopata amdé 1o cuoTnua Panther Fusion. TNa tnv €mKUpwon Twv €yKupwv
ATTOTEAEOPATWY, Ol JAPTUPEG TTPOCDIOPICHOU TTPETTEI VO OAOKANPWOOUV [E ETTITUXIA UIa oEIpd
eAEYXWV eykKupdTNTOG TTOU dievepyouvTal atrd 1o cuoTnua Panther Fusion.

Av o1 JapTUPES TTPOCSIOPICHOU OAOKANPWOOUV [E ETTITUXIO OAOUG TOUG €AEYXOUG £YKUPATNTAG,
BewpolvTal €yKUPOI YIa TO XPOVIKO BIdoTnua TTou £xel kaBoplioTei atrd Tov dlaxelpioTi. Metd Tnv
TTAPEAEUCN TOU XPOVIKOU dIOCTANATOG, TO cuoTnua Panther Fusion opilel 0TI ol JapTUpPES
TTPoadIopIoUoU £xouv ARgel kal ¢nTd Tnv €€€Taon vEOU OET PAPTUPWY TTPOGOIOPICHOU TTPIV
cekiviioel TNV €EETaON OTTOIWVANTIOTE VEWV OEIYUATWV.

Edv o1101000ATTOTE ATTO TOUG MAPTUPES TTPOCDIOPICHUOU ATTOTUXEI OTOUG EAEYXOUG EYKUPOTNTAG, TO
ouoTtnua Panther Fusion akupwvel autOpata Ta OXETIKA OgiydaTa Kal aTraiTei TNV eEETacn véou
OET JAPTUPWY TTPOCBIOPICHUOU TIPIV EEKIVAOEI TNV €EETAON VEWY BEIYUATWY.

EowTepik6g pdpTupag

EowTeplkdg pdpTupag mmpooTiBeTal o KABe deiypa péow TnG diadikaoiag ekxUAong. Katd tn
OIApKEIa TNG £TTECEPYATiQG, TA KPITHPIA ATTOOOXNG TOU ECWTEPIKOU PApTUpa €TTAANBeUOVTAI
auTtépaTa atmd 1o Aoyiopiké Tou cuoTripatog Panther Fusion. Aegv atraiteital avixveuon tou
EOWTEPIKOU pApTUpa Yia Ociyuarta Ta otroia gival BeTiké yia SARS-CoV-2, Mpitrn A, Mpitrn B ry/kai
RSV. O sowTtepikdg HApTUPAG TTPETTEI VA AVIXVEUTE 0€ OAa Ta deiypaTa TTou gival apvnTiKa yia
SARS-CoV-2, I'pittn A, Ipittn B ka1 RSV. Ta &d¢iypata mou dev TANpoUv 1a £v AGyw KpITApIa
onAwvovTtal wg pn éykupa. KaBe deiyua pe pn £yKupo aTToTEAECHA TTPETTEI va eTTAVEEETAZETAI.

To ouotnua Panther Fusion eival oxedlacpévo va emaAnBelel Pe akpifeia tnv emegepyaaoia, étav
ol d1adIKaoieg eKTEAOUVTAI CUPQWYVA WE TIC 0dNYieg TTOU TTAPEXOVTAIl OTO TTAPOV EVOETO
ouokeuaaiag Kal ato Eyyeipidio Asitoupyiag¢ Tou auariuaro¢ Panther/Panther Fusion.

Epunveia Twv atroTeAECHATWYV

To ouoTtnua Panther Fusion mpoodiopiel autéuata Ta ammoTeAéopaTa EETaong SEIYUATWY Kal
MapTUpwv. Ta atmmoteAéopata yia Tnv avixveuon SARS-CoV-2, Ipittn A, Mpittn B kai RSV
avagépovtal EexwplioTd. ‘Eva ammotéAecua e€étaong utropei va gival apvnTikd, BeTIKG 1 Un €yKupo.
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Epunveia Twv aroTeAeCUATWV Panther Fusion" SARS-CoV-2/Flu A/B/RSV

Ztov livaka 1 TTapouaidfovTal Ta TBava ammoTeAéopaTa TTou ONAWvoVTal G€ I £yKupn
eKTEAEDN, Madi PE TIC EPUNVEIEC TWV ATTOTEAECUATWV.

lMivakac¢ 1: Epunveia amroreAéouarog

AtrotéAeopa AtrotéAeopa AmrotéAeopa  AmroTéAeopa ATroTéAeopa

SARS-CoV-2 Mpitng A Tpimng B RSV IC Epunveia

Aev avixveutnke SARS-CoV-2, pitrn A,
pitrn B kal RSV.

Avixveutnke Mpitn A. Agv avixveltnke SARS-
CoV-2, I'pitrn B ka1 RSV.

Avixveutnke Mpitrn B. Agv avixveltnke SARS-
CoV-2, I'pitrn A ka1 RSV.

Avixveutnke RSV. Aev avixveltnke SARS-
CoV-2, I'pitn A ka1 I"pitrn B.

Apv. Apv. Apv. Apv. ‘Eykupo

Apv. OeTIKO Apv. Apv. ‘Eykupo

Apv. Apv. O¢€TIKO Apv. ‘Eykupo

Apv. Apv. Apv. OeTiIkd ‘Eykupo

Avixveutnke SARS-CoV-2. Agv avixveuTnke
Ipitn A, I'pitin B kait RSV.

Avixveutnke Mpitn A kai [pitrn B. Aev
avixveuTnke SARS-CoV-2 kal RSV.
AvixveuTnke Mpitrn B kal RSV. Agv avixveltnke
SARS-CoV-2 kai [pittn A.

Avixveutnke pitrn Akal RSV. Agv avixvelTnke
SARS-CoV-2 kai Mpitrn B.

Avixveutnke SARS-CoV-2 kai pitrn A. Agv
avixveutnke Mpitrn B kar RSV

Avixveutnke SARS-CoV-2 kai pitrn B. Agv
avixveutnke Mpitn A kal RSV.

AvixveuTnke SARS-CoV-2 kal RSV. Aev
avixveutnke pitn A kai 'pitrn B.

O¢cTIkd Apv. Apv. Apv. ‘Eykupo

Apv. OEeTIKO OETIKO Apv. ‘Eykupo

Apv. Apv. OETIKO OeTIKO ‘Eykupo

Apv. OeTIKO Apv. OeTIKO ‘Eykupo

O¢€TIKO O¢eTiIkd Apv. Apv. ‘EyKupo

O¢cTIkd Apv. OcTIKd Apv. ‘EYKupo

O¢cTIKd Apv. Apv. OeTiIkd ‘Eykupo

AvixveuTnke pitn A, 'pitrn B kai RSV. Agv
avixveuTnke SARS-CoV-2

O1 1pITAég AolpwiEelg eival oTravieg. ETTavaAdfeTte
TNV €€€1A0N YIa va ETTRERAIUTETE TO ATTOTEAEGQ.

AvixveuTnke SARS-CoV-2, INpitrn B kai RSV.
Aev avixveuTtnke Mpitn A.

O1 TPITAEG AoIPWEEIG gival oTTavieS. ETravaAdBeTe
TNV €€€TA0N YIa va ETTRERAIITETE TO ATTOTEAEGQ.

Avixveutnke SARS-CoV-2, INpitrn A kal RSV.
Aev avixveutnke IMpitrn B.

O1 TpimAég hoipwéeig sivarl otravieg. ETravaldBere
TNV €€€TA0N YIa va £TTIREBAICETE TO ATTOTEAEO Q.

AvixveuTnke SARS-CoV-2, IMpitrn A kai

pitrn B. Aev avixveutnke RSV.

O1 TpimmAég hoipwiEelg gival otravieg. ETravaidBete
TNV €€€100N YIa va ETTIRERAIUTETE TO ATTOTEAEGQ.
AvixveuTtnke SARS-CoV-2, IMpitrn A, Npitrn B
kal RSV. O1 TeTpatrA£g AOIPWEEIS ival OTTAVIEG.
EmravaAaBere Tnv e€€Taan yia va emReRAINOETE
TO ATTOTEAETHA.

Apv. O¢eTiIkd O¢cTIkd [OIA{1) ‘Eykupo

O¢cTIKd Apv. O¢cTIkd O¢eTIkd ‘EYKupo

O¢€TIKO (OIA{16) Apv. O¢eTiIkd ‘Eykupo

OE€TIKO OeTIKO OETIKO Apv. ‘Eykupo

O¢€TIKO O¢eTiIkd O¢€TIKO O¢eTIkd ‘Eykupo

Mn é€ykupo. MapouaidoTnke cEAAPa Katd TNV
Mn éykupo  Mn éykupo  Mn éykupo Mn éykupo  Mn €ykupo TTAPAYWYr] TOU ATTOTEAEOUATOG. ATTaUTEITAI
emmavegETaon Tou deiypaTog.

>nueiwon: To BeTikd atmoTéAeoua Ba guvodeueTal atrd TIUEG KaTw@Aiou kKUkAou (Ct).
Tnueiwon: Agv aTTAITEITAI AVIXVEUOT) TOU ECWTEPIKOU PapTUpa yia deiydata Ta otroia gival BeTikd yia SARS-CoV-2, Ipitn A, 'pitn B,
f/kar RSV.
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Neplopiopoi Panther Fusion " SARS-CoV-2/Flu A/B/RSV

Meplopiopoi

A. Auté 10 TTpOoidV uTTOPEi Va XpnolyoTroinBei povo pe 1o ouoTtnua Panther Fusion.

B. O mapwv 1mpocdiopIoudg XPNOILOTTOIEITAlI ATTOKAEIOTIKA ATTO TTPOCWTTIKG EKTTAIOEUUEVO OTN
Oladikacia. H un epapuoyh auTwyv Twv odnyIwv UTToPEl va odnynoel ae e0@aAuéva
atroTeAéCUATA.

C. H aélomoTia Twv amoteAeopdtwy e¢apTtdtal amd TNV KATAAANAN cuAloyr, HETAQOPQ,
atmoBnKeuon Kal €TTECEPYATia TWV TTAPACKEUACTHATWY.

D. Amo@uUyete Tn pOAuvon €QappolovTag opBEG epyaoTnPIOKES TTPAKTIKEG Kal TIG BIAdIKACIEG TTOU
TTpoadlopifovTal 0TO TTaPOV £VOETO CUOKEUATIAG.

E. Ta apvnmikd atroteAéopata dev atmokAgiouv 10 evOexOUeVo Aolpwéewy ammd SARS-CoV-2, 16
NG YPITTNG A, 16 TNG ypiTiNG B 1 16 RSV, kai dev Ba Tpétrel va gival To yovadikd KpITrpio 6cov
agopd atroPdceig oxeTIKG We Tn Bepartreia i TN dlaxeipion.

F. Auti n €€€taon dev dlagopoTrolei Toug uttoTuTroug TNG ypittNg A (T1.x. H1N1, H3N2) fj Tig
uTTOoOuAdeS RSV (OnA., A 1l B). AtraitouvTal TTpdoBeTeg e€ETATEIC yIa T dIAQPOPOTIOINGN TUXOV
EIDIKWV UTTOTUTTWYV YPITTNG A 1] oTeAeXwyv 1 €18IKWV utToopddwyv RSV, oe ouvevvénon pe TIg
TOTTIKEG UTTNPEDieg dNUOCIOG UyEiag.

G. 'Eva BeTIKO aTTOTEAEOUA UTTODEIKVUEI QVIXVEUON VOUKAETKOU 0EEOG TOU OXETIKOU 10U. TO VOUKAEIKO
0o¢U uTTOPEl VO ouvexioel va UTTapxEl aKOPa Kal agoTou o 16¢ TTaucel va gival BIoIuog.
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Am65oon Tou Mpoadiopiocpuot SARS-CoV-2/Flu A/B/RSV Panther Fusion ™ SARS-CoV-2/Flu A/B/RSV

Atrédoon tou NMpoodiopiocpou SARS-CoV-2/Flu A/IB/RSV

AvaAuTiki evaioBnoia

H avaAuTikr) euaioBnaia (6pio avixveuong ) LoD) Tou Mpoodiopicpou Panther Fusion SARS-
CoV-2/Flu A/B/RSV 1rpocdiopioTnke péow e€étaong apaiwoewyv uATpag VTM/UTM emreEepyacuévwv
apvNTIKWYV KAIVIKWY PIVOQAPUYYIKWY eTTIXPIOHATWY (NP), evo@BaAuiouévwy e To AieBvég MpdTutro
Tou MOY yia SARS-CoV-2, NIBSC (20/146), ] he TiIg kKaANiépyeleg 1LV SARS-CoV-2 (1 oTéAexog),
Ipitrn A (2 oTeAéxn), Mpittn B (2 oTeAéxn), RSV A kai RSV B (1 otéAexog ékaoTo). TouAdyioTov
24 avTiypaga egetdoTnKav pe KaBepia atmd Tig TpeIg TTapTideg avTidpaoTnpiwv. To LoD yia kdbe
OTOX0 TTpoodiopicTnke Ye avaAuon Probit yia kdBe rapTida avridpacTtnpiou Kai emBeBaiwdnke
pE emITTAEOV 24 avTiypaga XpnOIKMOTTOIWVTAG Wia Jovo TTapTida avTidpacTtnpeiou. H avaAuTiki
euaioBnaoia opileTal WG N XaunAGTEPN CUYKEVTPWON OTnV oTroia 295% O0Awv Twv avtiypdewv
ATav BeTIKd, 6TTwG cuvoyiletal oTov lMivakag 2.

Mpayuatotroindnke etmiong egéraon LoD pe 10 KIT ouAoyr¢ RespDirect. H apvnTikr] KAIVIKA
pATPpa eSTM evo@BaAuioTnke pe 1o AlgBvég MpoTutro Tou MOY yia SARS-CoV-2 kal 1 oTéAEXOG
yia [pittn A, 'pitrn B, RSV A kai RSV B. TpidvTta avtiypaga eEETACTNKAV WE Wia JOVO TTAPTIOO
avTidpaoTtnpiou. H xaunAdTepn OUYKEVTPWAN OTNV OTToia TTAPATNPNBNKE avixveuon 295% nrav
98,6 IU/mL yia 1o Aigbvég MpdTutro Tou MNOY yia SARS-CoV-2, 0,11 TCIDg/mL yia I'pitin A/
Kansas/14/17 (H3N2), 0,03 TCIDgo/mL yia I'pitrn B/Washington/02/19 (Zeipd Victoria),

0,03 TCIDgp/mL yia RSV A kai 0,05 TCIDsp/mL yia RSV B.

2nusiwon: Ta avagepdusva LoD apopouv TIC CUYKEVTPWOEIS OTa OWANVApIa TToU EXOUV QOPTWOE]
oro dpyavo. la dsiyuara mou ouMéyovral o VTM/UTM, auth gival n ouykEVTOwWON OTO ETTEEEPYAOIIEVO
ociyua o€ éva SLT. MNa beiyuara mou ourAéyovrar ue xpron tou kit ouAdoyn¢ RespDirect, auth
givar n ouykévipwaon aTo eVioxUuuévo owAnvapio dueonc @oéprwong (Kit ouAdoyric RespDirect).
Mivakag 2: AvaAutikn euaiobnoia

Zuykévipwon LoD oTo

liké oTéAexog/MpoTUTTO emegepyaopuévo deiypa* Movddes
AigBvéc MpoTuTro Tou MOY yia SARS-CoV-2, NIBSC (20/146) 47,20 IU/mL
SARS-CoV-2 USA-WA1/2020 0,03 TCIDso/mL
[pitrn A/Brisbane/02/18 (H1N1) 0,06 TCIDso/mL
[pitrn A/Kansas/14/17 (H3N2) 0,10 TCID5o/mL
[piTin B/Washington/02/19 (Z&ipd Victoria) 0,03 TCID5o/mL
[pitrn B/Phuket/3073/13 (Zeipd Yamagata) 0,003 TCIDso/mL
RSV A 0,03 TCIDgo/mL
RSV B 0,03 TCIDg/mL

*Emegepyacpévo deiypa: 0,50 mL VTM/UTM kipio kAiviké deiypa + 0,71 mL STM og éva SLT
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AvTidpaoTikOTNTA-YYpP SOKINA

H avnidpaoTikétnta Tou MNMpoadiopiopou Panther Fusion SARS-CoV-2/Flu A/B/RSV T1rpoadiopioTnke
Me €€€Taon kwv oTeAexwyv o€ unTpa VTM/UTM emre€epyacuévov apvnTIKWV KAIVIKWV PIVOQAPUYYIKWV
emypiohdTwy (NP). KdBe oTéAexog dOKIUAOTNKE €1G TPITTAOUV o€ ~3x LoD pe pia mapTida
avTidpaoTnpiou. INa oteAéxn mou dev avixveutnkav og 3x LoD, dievepynOnkav eTTITTAéOV €CeTATEIG
o€ uPnAAGTEPEG OUYKEVTPWOEIG £wg dTou TTapatnpronke 100% BetikdtnTa. 210V MNivakag 3 gugavieTal
N XauNAGTEPN OUYKEVTPWON KABE oTeAéxoug oTo oTroio TTapatnprenke 100% BeTikdTnTa.

lMivakag 3: 20vown avaAutikic avridpaoTiKOTNTac yia oteAéxn SARS-CoV-2, Ipittn A, Ipittn B kai RSV

Meprypaen

YmoéTtutrog

Zuykévipwon SARS-CoV-2 r

pittn [pimn
A B RSV

USA-WA1/2020*
USA-CA1/2020
USA-AZ1/2020

USA-WI1/2020

USA/OR-OHSU-PHL00037/
2021|B.1.1.7

Uganda/MUWRP-20200195568/
2020]A.231

USA/PHC658/2021|B.1.617.2

USA/MD-HP05285/
2021|B.1.617.2

USA/CA/VRLC009/2021|B.1.427
USA/CA/VRLC012/2021|P.2

USA/MD-HP03056/2021|B.1.525

USA/CA-Stanford-16_S02/
2021|B.1.617.1

Peru/un-CDC-2-4069945/
2021|C.37

USA/MD-HP20874/2021|B.1.1.529

USA/GA-EHC-2811C/
2021|B.1.1.529

A/Brisbane/02/18*
A/Michigan/45/2015
A/Christ Church/16/2010
A/Kentucky/2/06
A/Solomon Islands/03/06

A/Guangdong-maonan/1536/2019

A/Taiwan/42/2006

SARS-CoV-2
SARS-CoV-2
SARS-CoV-2
SARS-CoV-2

SARS-CoV-2

SARS-CoV-2

SARS-CoV-2

SARS-CoV-2
SARS-CoV-2
SARS-CoV-2
SARS-CoV-2

SARS-CoV-2

SARS-CoV-2

SARS-CoV-2

SARS-CoV-2

Ipittn A (H1N1)
Mpitn A (H1N1)
Mpitn A (H1N1)
Ipitn A (H1N1)
Ipitn A (H1N1)
Ipitn A (H1N1)
Ipitn A (H1N1)

0,09 TCIDso/mL
0,09 TCIDso/mL
0,09 TCIDso/mL

0,09 TCIDsg/mL

0,09 TCIDso/mL

0,09 TCIDso/mL

0,09 TCIDgg/mL

0,09 TCIDso/mL
0,09 TCIDso/mL
0,30 TCIDsg/mL

0,30 TCIDs/mL

0,09 TCIDso/mL

0,09 TCIDso/mL
0,09 TCIDso/mL
0,09 TCIDso/mL
0,18 TCIDso/mL

0,18 TCIDso/mL

180" TCIDgo/mL
0,60 TCID50/mL

0,60 TCIDgg/mL

180" TCID5o/mL

0,60 TCIDg/mL
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Mivakag 3: 20vown avaAutikng avridpaoTikotntag yia ateAéxn SARS-CoV-2, Ipittn A, Ipittn B kai RSV (Zuvéxeia)

NMeprypaen
A/Henan/8/05

A/Hawaii/15/01
A/California/07/2009
A/Hawaii/66/2019

A/Indiana/02/2020

16¢ A/Michigan/45/2015 1Tou
poiader ye pdmQ09

A/Kansas/14/17*
AJArizona/45/2018
A/New York/21/2020
A/Hong Kong/45/2019

A/Singapore/INFIMH-16-0019/2016

A/Hong Kong/2671/2019
A/Hiroshima/52/05

A/Costa Rica/07/99
A/Port Chalmers/1/73
A/Brazil/113/99
A/Perth/16/2009
A/Texas/50/2012
A/Hong Kong/4801/2014

A/Indiana/08/2011
A/Hong Kong/486/97

B/Washington/02/2019*
B/Colorado/06/2017
B/Florida/78/2015
B/Alabama/2/17

B/Ohio/1/2005

B/Michigan/09/2011

B/Hawaii/01/2018 (NA D197N)

B/Brisbane/33/08

Ytrértutrog

Mpittn A (H1N1)
Mpittn A (H1N1)
Ipittn A (H1N1)
Ipittn A (H1N1)
Ipin A (H1N1)

Ipin A (H1N1)
Ipittn A (H3N2)
Ipittn A (H3N2)
Ipittn A (H3N2)
Ipittn A (H3N2)
Ipitrn A (H3N2)
Ipitn A (H3N2)
Ipitrn A (H3N2)
Ipitrn A (H3N2)
Ipitrn A (H3N2)
Ipitn A (H3N2)
Ipitn A (H3N2)
Ipittn A (H3N2)
Ipittn A (H3N2)
Ipitn A (H3N2)
Ipitn A (H5N1)
I"pitrn B (Victoria)
pitn B (Victoria)
pitn B (Victoria)
I"pitrn B (Victoria)
I"pitrn B (Victoria)
pitn B (Victoria)
pitn B (Victoria)

pitn B (Victoria)

Tuykévipwon SARS-CoV-2 FPA"'I rpllaﬂn RSV

0,60 TCID5o/mL

183 TCID5o/mL
0,18 TCID5o/mL
180 CEIDgq/mL

60 CEIDgg/mL

0,60 TCID5o/mL
0,33 TCID5o/mL
3,3 FFU/mL
3,3 FFU/mL
3,3 FFU/mL
110 CEID5o/mL
112 TCID5o/mL

1,1 TCIDsg/mL

113 TCID5o/mL
1,1 TCIDgo/mL
1,1 TCIDso/mL
0,33 TCID5o/mL
0,33 TCID5o/mL
1,1 TCIDso/mL
1,1 TCIDso/mL
0,01 ng/mL
0,09 TCID5o/mL
0,09 TCID5o/mL
0,30 TCIDgo/mL
0,09 TCID5o/mL

0,30 TCIDgo/mL
33 TCIDge/mL

0,90 TCIDso/mL

0,09 TCIDso/mL
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lMivakag 3: 20vown avaAuTikng avnidpacTikotntag yia oteAéxn SARS-CoV-2, I'pitin A, I'pitin B kai RSV (Zuvéxeia)

Meprypagn Ymétumoc  Zuykévipwon SARS-CoV-2 FPL"“ rPng RSV
B/Phuket/3073/2013* Ipitm B (Yamagata) 0,006 TCIDso/mL - - + -
B/Wisconsin/1/2010 Mpimn B (Yamagata) ~ 2' TCIDsg/mL - - + -
B/Utah/9/14 Ipitm B (Yamagata) 0,006 TCID5o/mL - - + -
B/St. Petersburg/04/06 Ipitm B (Yamagata) 0,06 TCID5o/mL - - + -
B/Texas/81/2016 Fpitm B (Yamagata) 2 TCIDgo/mL - - + -
B/Indiana/17/2017 pitn B (Yamagata) 0,60 TCIDg/mL - - + -
B/Oklahoma/10/2018 Fpitn B (Yamagata) 2" TCIDso/mL - - + .
B/Massachusetts/02/2012 [pimn B (Yamagata) 0,22 TCIDso/mL - - + -
B/Lee/40 Mpitn B 0,09 TCID5o/mL - - + -
RSV-A/2006 atropovwuévo

OTEAEXOG* RSVA 0,06 TCIDgg/mL - . . +

RSV A/4/2015 atropovwpuévo
oTéAexog ap. 1 RSVA 0,06 TCIDgo/mL - - - +
RSV A/A2 RSVA 0,06 TCIDgp/mL - - - +

RSV A/12/2014 atropovwuévo
oTéAexog ap. 2 RSVA 0,06 TCIDgo/mL - - . +

RSV A/Peru/LIM-UPCH-4624/
2024 RSVA 0,64 TCIDso/mL - - - +
RSV A/USA/LA-EVTL23380/2024 RSVA 0,6° TCIDso/mL - - - +
RSV-B/CH93(18)-18* RSVB 0,30 TCID5o/mL - - - +

RSV B/3/2015 atropovwuévo
oTéAexog ap. 1 RSVB 0,09 TCIDgo/mL - - . +
RSV B/9320 RSVB 0,09 TCID5o/mL - - . +

*2TEAEXOG TTOU XPNOIPOTIOIEITAI YIa TOV KaBopiopd Tou LoD.
H avaAuaon in silico é6e1Ee 100% opoAoyia pe Tnv Teployr evioxuong. H urofaduion TG TTapakaTabnkng Iwv A To o@dApa otnv
troootikotroinan TCIDgg/mL evdéxeTal va €xel eTTnpedaoel Tn ouykévipwon oe avixveuon 100%.

2ZTr]v avdAuaon in silico, TpoodiopioTnke pia povadikr) avavTioToixia aToug opBOGdpopoUs Kal avadpopoug EKKIVNTEG yia To A/Hong
Kong/2671/2019 kai pia povadikr avavTigTolxia oTov avadpopo ekkivnTtr) Tou B/Massachusetts/02/2012. Adyw Tng 8éong Twv
QAVOVTIOTOIXIWY, OEV AVANEVETAI VA ETTNPEACTOUV N evioxuan Kai n avixveuon. H uttoB&Buion Tng Tapakatadnkng 10V i TO GEAAUa
otnv TroooTtikotoinon TCIDgo/mL eviéxeTal va £xel eTTNPEAOE! T CUYKEVTPWON o€ avixveuon 100%.

3H aAAnAouyia Tou oTEAEXOUG O€ GTOXEUPEVEG TTEPIOXEG evioxuong Oev eival S1aBéaiun aTig Bdaoeig dedopévwv NCBI kai GISAID yia
TEPAITEPW agloAdYNON TNG euaiodnaiag.

4H in silico avdAuon eviémae pia SITTAR avavTIoTolxia oTov EUTTPOCBI0 eKKIVNTH. AUT) N aAAnAouxia avTITTPOoWTTEUEl hia EAGoCTOVa
TapaAAayn Tou RSV. EAéyxBnke RNA TTou PJeTaypA@nKe in vitro Kol avTIOTOIXEl O AUTH TNV TTaPOAAayr).

5H in silico avaAuon evroTToE pia TPITTAR avavTioTolxia oTov oTTiaBio ekkivnTh. AuTr N aAAnAouxia avTITTpoowTTeVEl Jia EAdooOvVa
TrapaAAayn Tou RSV. EAéyxBnke RNA TTou peTaypd@nKe in vitro Kol avTIOTOIXE O€ AuTH TNV TTaPaAAay.
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AvTidpaoTikéTnTa-In silico avdAuon

H ocuptrepAnyipdéTnTa Tou TTpoodiopicpou Panther Fusion SARS-CoV-2/Flu A/B/RSV agiohoyhnonke
ME Xprion avaAuong in silico Twv opBOdPOPWY EKKIVNTWY, AVAOPOUWY EKKIVNTWY KAl AVIXVEUTWVY
yla Ta ouoTAuata otéxoug SARS-CoV-2, INpittn A, pittn B ka1 RSV o¢ oxéon pe aAAnAouyieg
TTou gival d1a8éoiueg oTig Bdoelg dedopsvwy yovidiwv NCBI kai GISAID. OTtroiadAtrote aAAnAouyia
He TTAnpogopieg aAAnhouyiag TTou Acitrouv 1y gival diIQopoUuEveS aPaipédnke aTTd TNV avaAuon
yia autrv Thv TTEPIoX OoToXO.

Me Bdaon tnv avaiuon in silico Twv akoAouBiwv GISAID kai NCBI TTou €ival d1aB£01ueg €wg TIG
25 louviou 2022 yia SARS-CoV-2 (10% Tuxaia derypatoAnyia > 9,3 ekaTodpupiwv aAAnAouxiwv),
0 TTpocdiopiouog Panther Fusion SARS-CoV-2/Flu A/B/RSV 1TpoBAETTeTal VO aviXveUTEl KAl TIG
934.493 aAAnAouyiegc SARS-CoV-2 1Tou agloAoyrbnkav.

O1 aAAnAouxieg TTou agloAoyrBnkav TrepieAdUBavav oeIpEG Kal TTapaAAayEéG TTOU TTPOKAAOUV
avnouyia (VOC)  mapahAayég utrd digpetvnaon (VUI) TTou ptmopei va £€Xouv GNUAVTIKES
EMONMIOAOYIKES, avOOOAOYIKEG I TTaBoyOVEG 1010TNTEG GO0V agopd Tn dnudoia uyeia, OTTwS ol
TraparAayég AéATa kal Opikpov. MpoBAETTETAI va avIXVEUTOUV OAEG Ol OEIPEG Kal TTAPAAAAYEG
evlIaQEéPOVTOG yia TN dnuooia uyeia TTou TTpoodiopioTnkav atod TIG 25 louviou 2022. O1 véeg
aAAnAouyieg kal TTapaAAayég Ba cuvexioouv va TTapakoAouBouvTal yia OPACEIS OTNV
avixveuon péow Tou TTpoodiopicpol Panther Fusion SARS-CoV-2/Flu A/B/RSV.

Me Bdon tnv avdAuon in silico 6Awv Twv aAAnAouxiwyv TTou diaTtiBevtal atmd 01 lavouapiou 2015
€wg 15 PePBpouapiou 2022 oTig Baoelg dedopévwy GISAID kai NCBI, o rpoodiopiouog
Panther Fusion SARS-CoV-2/Flu A/B/RSV trpoBAémeTal va avixveuoel = 99,998% amo 88.128
Ipitng A, 299,94% amod 31.801 pitrng B, = 98,12% até 1.599 RSV A kai = 98,23% amd
1.240 RSV B aAAnAouxieg Tou afloAoyrbnkav.

AvaAuTIKA €181KOTNTA KOl JIKPORBIOKN TTapeUBOAR

H avaAuTikr] €181kdTNTA (dlaoTAUPOUPEVN avTIDPACTIKOTATA) KAl N HIKPOPIAKK TTAPEUPOAA PE TOoV
Mpoodiopiopd Panther Fusion SARS-CoV-2/Flu A/B/RSV aglohoynBnkav Trapoudia otevd
OXETICOMEVWV KOl [N OTOXEUOUEVWY OPYAVIOUWYV. ZEIPA OEIYUATWY TTOU ATTOTEAOUVTAV ATTO

41 opyaviopoug (Mivakag 4) e€etdotnkav o€ uATPpa VTIM/UTM emme€epyacpévwv apvnTiKWV
KAIVIKWV pIvoQapuyyikwy emixpiogdtwy (NP) atroucia ) mapoucia 3x LoD SARS-CoV-2,
Ipitng A, Tpiting B kai RSV. Ta BakTApIa EETACTNKAV O CUYKEVTPWON 108 CFU/mL kot o1 10
O€ OUYKEVTPWON 10° TCIDgo/mL, ektdg €av emonuaiveTal d1aPOPETIKA. Agv TTAPATNPRONKE
dlacTaupolevn avTidpacTIKOTNTA i HIKPORIOKY TTAPEUPOAR yia Kavévay attd ToUg

41 opyaviopoUg TTou e€eTdoTnkav aTov TTpocadiopioud Panther Fusion SARS-CoV-2/Flu A/B/RSV
OTIG aKOAOUBEG CUYKEVTPWOEIG.

In silico avdAuon diacTaupoUluevng avTidPACTIKOTNTAG 143 avATIVEUCTIKWY OPYAVICHWY

(545 apiBuoi Tpooxwpnons GenBank) dev TpoERAewe diaoTaupolpevn avTidPAoTIKOTATA 1
MIKpoBiakr) TTapePPBoAn, pe €€aipeon 10 S. marcescens TTou gixe mOavOTNTA XAUNANG £vioxuong
Xwpig avixveuon. H uypn dokiun oe uAtTpa VTM/UTM eTTe€epyacpévwy apvnTIKWV KAIVIKWV
PIVOQAPUYYIKWY ETTIXPICUATWY KABe aToXou o 3X LoD trapoucia autoU Tou opyavicGuoUu oTa
108 CFU/mL KaTédelEe OTI dev TTAPATNPNONKE TTAPEUPBOAN.

SARS-CoV-2/Flu A/B/RSV - X0ortnua Panther Fusion 22 AW-25328-1101 Rev. 003



Atr65oaon Tou Mpoadiopiopuot SARS-CoV-2/Flu A/BIRSV Panther Fusion ™ SARS-CoV-2/Flu A/B/RSV

lMivakag 4: Mikpoopyaviouoi diacTaupoUuevns avridpaaTiKOTNTAS Kail WIKPOBIAKAS TTApEUBOANRS

Mikpoopyaviouog

Zuykévrpwon'

Mikpoopyaviouog

Zuykévrpwon'

Adevoidg 1
Adevoiog 7a
CMV, otéAexog AD 169
AvBpwTTIVOG Kopovoiog 229E
AvBpwTTIvOG Kopovoidg NLE3
AvBpwTTIVOG KOpovoidg OC43

166 Epstein-Barr (EBV)

EvTtepoiog (1m.x. EV68)
AvBpWTIVOC Kopovoidg HKU12

AvBpWTTEIOG JETATTVEUUOVOIOG
(hMPV)

HPIV-1

HPIV-2

HPIV-3

HPIV-4

IAap&
Kopovoiog MERS
16¢ TapwrTimdag

Pivoiog 1A
Kopovoiog SARS 12

166 avepeuoyidg LwoThpa

1x10° TCID5q/mL
1x10° TCIDg/mL
1x10% TCIDgo/mL
1x10% TCIDgo/mL
1x10* TCID5o/mL

1x10° TCID5/mL

1x108 avtiypaga/mL

1x10° TCID5/mL

1x108 avtiypapa/mL

1x10° TCID5q/mL
1x10° TCID5q/mL
1x10° TCIDg/mL
1x10° TCIDgg/mL
1x10% TCIDgo/mL
1x10* TCID5o/mL
5x10* TCID5o/mL
1x10% TCID5q/mL

1x10* TCID5/mL

1x108 avtiypagpa/mL

1x10% TCID5q/mL

Bordetella pertussis
Candida albicans
Chlamydophila pneumoniae
Corynebacterium diphtheriae
Escherichia coli

Haemophilus influenzae

Lactobacillus plantarum

NeyiovéAda lMNveupoviag
(Legionella pneumophila)

Moraxella catarrhalis

MukoBakrnpidio puuariwong
(Mycobacterium tuberculosis)

Mycoplasma pneumoniae
Neisseria spp
Neisseria meningitides
Neisseria mucosa
Pneumocystis jirovecii
Pseudomonas aeruginosa
Staphylococcus aureus

Staphylococcus epidermidis

Streptococcus pneumoniae

Streptococcus pyogenes

Streptococcus salivarius

1x108 CFU/mL
1x108 CFU/mL
1x108 IFU/mL
1x108 CFU/mL
1x108 CFU/mL

1x10% CFU/mL

1x10% CFU/mL

1x10% CFU/mL

1x10% CFU/mL

1x10° rRNA avtiypaga/mL

1x10° rRNA avtiypaga/mL

1x10% CFU/mL
1x10% CFU/mL
1x10% CFU/mL
1x10% CFU/mL
1x10% CFU/mL
1x10% CFU/mL
1x10% CFU/mL
1x10% CFU/mL
1x10% CFU/mL

1x10% CFU/mL

CFU = povVAdeg oxnuaTiopou arroikiag, IFU = povadeg diaudppwong éviagng, TCIDgg = didueon poAucuaTtikr) 86on KaANEPYEIag 1I0ToU
2Nev UTTapXEl AUECT BIOBECINOG KAAAIEPYNUEVOG 160G KOl KEKOBaPUEVO VOUKAEIKS 0&U TTARpoUG yoviSIwpaTog yia Tov avBpwrivo HKU1
Kal Tov Kopovoid SARS. lNa tTnv agloAdynon Tng dlacTaupoUpevng avTidpaoTIKOTNTAG Kal TNG MIKPORIOKAG TTapePBOAAG, XPNOIKOTIOINBNKE
in vitro petaypaen (IVT) Twv kopovoiwv HKU1 kai SARS 1ou avTtiaToixouv oTig Teplox€g yovidiwv ORF1a o1 otroieg atmoteAolv oTOX0
TOU TTPOCdIoPICHOU.
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AvTaywvIoTIKA TTapEUBOAN

H avraywvioTikr) TTapepBoAn otov MNMpoodiopioud Panther Fusion SARS-CoV-2/Flu A/B/

RSV a&lohoynbnke €1¢ TpITTAOUV Pe XpAON (EUYWYV OTOXEUOUEVWYV 1WV O XAPNAEG/UPNAEG
ouyKkevTpwoelg, o PATPA VTM/UTM eTTe€epyaopéVwV apvnTIKWY KAIVIKWV PIVOQOPUYYIKWY
emypiopdrwy (NP). H xapnAi ouykévipwon egetaotnke o€ 3x LoD, evwy 0 166 uwnAig
ouykevTpwaong egetaotnke o 1000x LoD. Ta atroteAéopara TnNG YEAETNG TTapoucidlovTal oTov
Mivaka 5. H TTapouadia duo 1V oE dIAYOPESG CUYKEVTPWOEIG OEV €iXE Kauia eTTidpacn oTnv
AvOAUTIKA €uaioBnoia evog GTOXOU TTAPOUTia UWPNAWVY CUYKEVTPUWOEWY TOU AAAOU GTOXOU.

lMivakac¢ 5: AvraywvioTikh TapeuBoAn

XapunAoég o106 YynAo6g oTéxog SARS-CoV-2 Fpin A Fpitn B RSV
(aviXvedTnke)  (avixveUtnke)  (aviXveUTnKe)
loc 3x LoD log 1000x LoD  (aviXVveUTnKe)
(TCIDgo/mL) (TCIDgo/mL)

SARS-CoV-2 0,09 Ipitn A 110 + + - -
SARS-CoV-2 0,09 Ipin B 30 + - + -
SARS-CoV-2 0,09 RSV 30 + - - +
Mpitn A 0,33 SARS-CoV-2 30 + + R i}
Ipitn A 0,33 [pitn B 30 - + + -
[pittn A 0,33 RSV 30 - + - +
Mpitn B 0,09 SARS-CoV-2 30 + - + -
Ipitn B 0,09 [pin A 110 - + + -
pin B 0,09 RSV 30 - - + +
RSV 0,09 SARS-CoV-2 30 + - - +
RSV 0,09 Ipitin A 110 - + - +
RSV 0,09 pitn B 30 - - + +

MapeppoAn

O1 TrTapepBarAOueveg evdoyeveig Kal egwyeveig ouaieg (BAevvivn, oAIKO aipa, dAAa TBava @apuaka
KAl Yn ouvTayoypa@oupeva TTPoIOVTa) TTOU UTTOPED va UTTAPYXOUV O€ éva TTOPAOKEUAO A
aglohoynBnkav otov mpoodiopioud Panther Fusion SARS-CoV-2/Flu A/B/RSV. KAIVIKG OXETIKEG
OUYKEVTPWOEIG duvNTIKA TTapePBarAOuevwy ouciwv TTpoaTédnkav o uRTpa VTM/UTM
ETTECEPYATHEVWV APVNTIKWYV KAIVIKWV PIVOQOPUYYIKWY eTTIXpIoUdTwy (NP) kal e€etdoTnkav
arroucia kal Trapoudia KaANiepynuévwy 1wy SARS-CoV-2, piting A, pittng B ka1 RSV orTig
avTtioToixeg ouykevtpwoelg Toug 3X LoD. O1 dokipég TrpaypaToTroimenkav €ig TpimmAouv. O ouaieg
KAl Ol CUYKEVTPWOEIG gaivovTal aTov [livaka 6.

Aegv Tapatnpnbnke emidpacn atnv amoédoon Tou MNMpoaodiopicpyou Panther Fusion SARS-CoV-2/
Flu A/B/RSV yia kapia atrd TIG OUCIEG OTIG CUYKEVTPWOEIG TTOU £EETACTNKAV.
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livakag 6: Auvnrika mapeuBarAdueves ouoies

TU1OG OUCTIiag ‘Ovopa ouaciag Evepyo6(-d) ouoTaTiko(-4) Zuykévipwon'
BAevvivn KekaBappuévn pwreivn BAevvivng 60 pg/mL
Evdoyevrig
Aiua (avBpwTivo) Al 2% viv
Neo-Synephrine® daivuheppivn 15% viv
Anefrin O&upetaloAivn 15% viv
Pivika ekve@wparta /| oTayoveg
Ahatouyo didAupa XAwpiouxo varpio 15% viv
Ventolin HFA? AABouTEPOAN 45 ng/mL
QVAR® Beconase AQ?2 BekAopebalovn 15 ng/mL
Dexacort? Aegapebalovn 12 ug/mL
Nasacort TpiapkivoAdvn 5% viv
Pivika KOpTIKOOTEPOEION Flonase ®dAouTikadvn 5% viv
Rhinocort Boudeoovidn 5% viv
Nasonex? MopeTalovn 0,5 ng/mL
AEROSPAN®2 ®AouvIcoAidN 10 pg/mL

Luffa opperculata, Galphimia,
Pivikn) yéAn Zicam® (Allergy Relief) Glauca, Histaminum 5% viv
hydrochloricum, B¢io

MaoTihieg yia Tov Aaipd Cepacol Extra Strength Bevlokaivn, uevboAn 0,7 mg/mL
Relenza®2 ZavapiBipn 3,3 mg/mL

AvTiikG @dppako TamiFIu? OoehtapiBipn 400 ug/mL
Virazole? PiutraBipivn 10,5 pg/mL

AvTIBIOTIKN, PIVIKA aAoipn Bactroban cream? MouTipoagivn 1,6 yg/mL
AvTIBIOTIKO, CUCTNUIKO Tobramycin TouTTpauuKivn 33,1 ug/mL

T vIv: 6ykog Kat' GyKo

2 Evepyd cuoTaTikd TTOU €EETACTNKAV
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Akpifeia rpoodiopiouoU

H evdoepyaotnpiakn akpiBeia Tou MNpoodiopiouou Panther Fusion SARS-CoV-2/Flu A/B/RSV aloAoynbnke We pia ocipd
OelypaTwy 5 oToixeiwv TTou armrotehouvtav aTréd 16 o€ puATPa VTM/UTM apvnTIKWVY KAIVIKWV PIVOQAPUYYIKWY ETTIXPIOUATWY
(NP). H ceipa deryudtwy 5 atoixeiwv mepieAdupave éva apvnrikd Kai TEcoepa OITTAG pEAN TTou ATav BeTIKA. H ocipd delyudaTwy
e€eTdoTnKe aTTd dUO XEIPIOTEG O€ BUO EKTEAEDEIC avA NUEPD, XPNOILOTTOIWVTAG TPEIG TTAPTIOEG avTIdpacTnpiwy ot Tpia
ouaTtiuata Panther Fusion o€ diGoTnUa dWOEKA NUEPWV.

Ta oToIxEia TNG oeIpdg delypATWY TTEPIYPpAPovTal oTov MNivaka 7, pyadi he pia ouvown TNG CUMQWVIOG HE TA AVAUEVOUEVO
atmoTeAéopaTa Kal TNV avaluon péong TINAG Kal HeTaBAntétTnTag Ct peTaglu mapTidwyv avTidpacTnpiwy, XEIPIOTWY, opyavwy,
METAEU Kal evTOC eKTEAECEWV Kal OUVOAIKG (OUVOAO).

MMivakag 7: MeraBAntérnta anuarog tou lNpoadiopiouot Panther Fusion SARS-CoV-2/Flu A/B/RSV ava artoixeio aeipd¢ deryuarwy

§ MeTago MeTago MeTagu MeTago MeTagu Evtég SUvoAo
5 9 - i ; i d 3 éAeo
8 5 2 5 mMApPTiIdWV opydavwv XEIPIOTWV nUeEPLV EKTEAETEWV EKT! ng
> s 3 ] =
3 g £ s 3 2
5 s 2 3 3 pa cv cv cv cv cv cv cv
s g g = 2 8 S0 @w S0 w SO ow S SPw SPwm P
W = < W W =
Apv. Eowrepikog 99 337 019 057 008 023 000 000 000 000 0,21 062 029 086 042 123
1 MépTtupag 95/96
SARS- Tpitn A 96/96 100 351 033 093 006 017 000 000 000 000 030 085 056 1,59 072 204
CoV-2/
2 Ipitn A
XounAd Berké  SARS-CoV-2  ggigs 100 359 0,00 000 013 036 000 000 000 000 000 000 060 1,67 0,61 1,71
Fpim B/ Fpitn B 96/96 100 36,0 014 040 009 025 000 000 000 000 000 000 036 099 039 1,09
3 RSV
XapnAd BeTiko RSV 96/96 100 361 012 033 028 077 000 000 000 000 037 104 053 146 0,71 1,97
SARS- Fpitm A 96/96 100 33,9 023 066 000 000 000 000 019 056 000 000 047 1,37 055 163
4 CoV-2/
[pittn A
Merpiwg BeTké~ SARS-CoV-2  ggigg 100 347 021 062 016 045 006 017 000 000 000 000 045 1,30 052 151
Foitm B/ Mpitn B 96/96 100 34,7 015 044 000 000 000 000 000 000 006 018 028 080 032 093
5 RSV Metpiwg
BeTIKG RSV 96/96 100 345 0110 030 0,18 0,51 0,00 000 000 000 000 000 040 115 044 1,29

*ZUP@WVia OTO avapevOuEVo aTroTEAECUA BETIKOTNTAG OEIPAG DEIYUATWY.

XaunAd BeTikd = XaunAd Betikd 2X LoD.

MeTpiwg BeTikG = MeTpiwg BeTiKO 5X LoD.

Inueiwon: H petaBANTOTNTO ATTO OPICUEVOUG TTAPAYOVTEG UTTOPE Va gival apIBuNTIKG apvnTIKH, YEYOVOG TTOU PTTOPEI va TTPOKUWEI €AV N HETABANTOTNTA TTOU OQEIAETAI € AUTOUG TOUG TTAPAYOVTEG gival
TIOAU HIKPR. Z€ auTrAv TV TTepiTTwan, SD=0 ka1 CV=0%.

SARS-CoV-2/Flu A/B/RSV - 2uortnua Panther Fusion 26 AW-25328-1101 Rev. 003



Atr65oaon Tou Mpoadiopiopuot SARS-CoV-2/Flu A/BIRSV Panther Fusion ™ SARS-CoV-2/Flu A/B/RSV

MéAuvon amrd petagpopd

To TTooooTO PuéAuvong atrd PETAPOPA TOU TTPOCDIOPIoHOU KATADEIXTNKE WE XPrON TOU
evioxupévou owAnvapiou aueong eopTwaong (Kit ouAhoyrig RespDirect) xpnoipgotroiwvtag ox£dio
OKOKIEPAG, ME OEIpd DEIYPNATWY KATOOKEUOOUEVA ATTO evoTToINUEVN KAIVIKY) uATpa. EgeTdoTnkav
ouvoAikd 300 apvnTikd diaotrapta pe 301 BeTika deiypata (evo@BaAuiopéva e pitn A og

1 x 104 TCIDgo/mL 1y 90.909X LoD) oe 5 avaAuoeig, oe duo opyava Panther Fusion. O
TTpoodiopiopdg Panther Fusion SARS-CoV-2/Flu A/B/RSV gp@dvioe Tooootd etmipdAuvong 0%.

looduvapia cuokeung cuAAoyng

H 1coduvayia YeTallu TTapaOKEUAOUATWY PIVOPAPUYYIKOU ETTIXPICUATOG TTOU CUAAEXONKav o€
VTM/UTM kai eSTM agloAoyABnke Péow €6ETAONG HENOVWHEVWY APVNTIKWY TTAPACKEUAOUATWY
KAl KOTOOKEUQOHEVWY BETIKWY OPAdWY TTOU TTAPACKEUGOTNKAY aTTd CeUyn ApvNTIKWY KAIVIKWV
TTAPOAOKEUOOUATWY PIVOPAPUYYIKOU ETTIXPICHOTOS TTOU CUAAEXBNKav atmd acBeveig e
CUPTITWHATA avaTTveEUOTIKAG AoipwEng. O1 KATAOKEUAOUEVES OEIPEG OEIYUATWY TTAPACKEUACTNKAY
ME TOV eVOPOAAUICHS (EUYyWV TTAPACKEUAOHUATWY PIVOPAPUYYIKOU ETTIXPICHATOG MENOVWHEVWYV
ooTwv pe SARS-CoV-2, Ipitrn A, Tpitin B kar RSV og 2X kar 5X LoD.

Ta atroTEAEOPOTA TWV APVNTIKWY KAl KATAOKEUAOUEVWY OEIpWV JEIYUATWY KaTEDEIEQV TTApOUOIa
oupoewvia PeTagl Twv dUo cuokeuwyv cuAloyng (Mivakag 8).

Mivakag 8: AtroteAéouara apvnTIKWVY KAl KATAOKEUAOUEVWVY TEIPWV OEIYUATWY TTOU arroTeAouvral armrd
{elyn KAIVIKWVY TTAPACKEUAOUATWY PIVOPAPUYYIKOU ETTIXPICUATOC UELOVWHEVWY OOTWYV, TTOU GUAAEXBnKav
HE KGBe auokeun auAdoync, evopBaiuicuéva ue SARS-CoV-2, pittn A, ity B kar RSV

AvaAuTng Zuykévipwon  Ap. avd cuokeug VTM/UTM % RespDirect %
deiyparog ouAMloyng OeTIKO OeTIKO
Kavevag 0 181 0 0
(apvnTikO deiypa)
2X LoD 50 100 98
SARS-CoV-2
5X LoD 50 100 100
2X LoD 25 100 100
Ipittn A
5X LoD 25 100 100
2X LoD 25 100 100
Ipittn B
5X LoD 25 100 100
2X LoD 25 100 100
RSV
5X LoD 25 100 100

SARS-CoV-2/Flu A/B/RSV - X0ortnua Panther Fusion 27 AW-25328-1101 Rev. 003



KAIviki atrédoon

Panther Fusion™" SARS-CoV-2/Flu A/B/RSV

KAivikj atrédoon

H kAivikr) atrédoon Tou Mpoodiopicpou Panther Fusion SARS-CoV-2/Flu A/B/RSV aglohoyndnke
o¢ olykpion Pe évav TTpoadIopIoud evioxuong voukAgikou o&éog (NAAT), ue Adeia Xpriong ‘EkTaktng
Avaykng (EUA) tou FDA, kai évav Tpoadiopiond NAAT IMpiting/RSV, eykekpiuévo atmd Ttov FDA,
XPNOIMOTTOIWVTAG MEMOVWHEVA UTTOAEIMMATA KAIVIKWV TTAPACKEUAOUATWY PIVOQPAPUYYIKOU
emypioparog (NP) oe VTM/UTM, 110U OUAAEXBNKAV aTTO 00BEVEIG e ONnUEia Kal CUPTITWHOTA
Aoipwéng Tou avatveuoTikoU cuoTAuaTog. MNa Tnv agloAdynon, Pe KABE TTPOCdIOPIoHS
e€eTdoTNKE £vag ouvouaoudg apvnTiIkwy, BeTIKWY yia SARS-CoV-2, BeTikwyv yia [pitrn A, BeTIKwv
yia [pittn B kai BeTikwyv yia RSV mmapackeuaopdrwy.

H BeTikr) TTocooTIaia cupgwvia (PPA) kal n apvnTikr TTocooTiaia cupguwvia (NPA) yia SARS-CoV-2
uttoAoyioTnkav og oxéon pe Tov TTpoadiopiod NAAT ue éykpion EUA atmé Tov FDA, wg atrotéAeoua
avaopdg, 6TTwg tTrapoucidletal otov lMivaka 9. MNa Tov SARS-CoV-2, o mrpoadiopioudg €ixe
BETIKA KAl apvNTIK TTOoOOTIAIO cUpQwvia TNG Tagns Tou 98,1% kai 98,5% avtioToixa.

MNa tn Mpitrn A, ™ Mpitn B kai Tov RSV, 10 PPA kai To NPA uttoloyioTnkav o€ oxéon Ye Tov
mpocdiopioud NAAT Ipittng/RSV ue €ykpion ammd Tov FDA, wg atTroTéAsoua ava@opdg, OTTwg
Tapoucidletal otov lNivaka 10 yia tn Ipitrn A, Tov lMivaka 11 yia Tn pittn B kai Tov lNivaka 12
yia Tov RSV. O mpoodiopioudg cixe BETIKA Kal apvnTIKA TTOOOOTIAIa ouu@wyvia Tng Ta¢ng Tou
100,0% kai 99,6% avrioToixa, yia 'pitn A, 98,1% kai 99,6% yia 'pittn B ka1 98,1% kar 100,0%
yia RSV.

Mivakag 9: KAivikr) arrédoon yia SARS-CoV-2

Mpoodiopioudg NAAT e Eykpion

SARS-CoV-2 EUA amé Tov FDA
O¢eTIKO ApvnTiKO Z0volo
Mpocdiopiopég O€TIKO 52 4 56
Panther Fusion ]
SARS/Flu A/B/RSV Apvnriko 1 256 257
Zuvoho 53 260 313
OeTiKA cup@wvia (AE 95%) 98,1% (90,1%-99,7%)
ApvnTtiki cupewvia (AE 95%) 98,5% (96,1%—99,4%)
Mivakac 10: KAivikn arrédoon yia Ipitrn A
Fpitn A Mpoodiopiopdg ue éykpion FDA
OeTIKO ApvnTiKO Zdgvolo
Mpocdiopiopég O€TIKO 52 1 53
Panther Fusion ]
SARS/Flu A/B/RSV Apvnriko 0 260 260
Z0volo 52 261 313
OeTikA oup@wvia (AE 95%) 100,0% (93,1%-100,0%)
ApvnTikA cupgwvia (AE 95%) 99,6% (97,9%-99,9%)
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MMivakag 11: KAivikn) arrédoon yia pittn B

Fpimn B Mpoodiopiopog pe éykpion FDA
OeTIKO ApvnTIKO Z0volo
Mpocdiopioudg O€TIKO 52 1 53
Panther Fusion -

SARS/Flu A/B/RSV ApvnTiké L 259 260
Zuvolo 53 260 313

OeTik) oupwvia (AE 95%) 98,1% (90,1%—99,7%)

ApvnTikA cupwvia (AE 95%) 99,6% (97,9%-99,9%)

lMivakag 12: KAivikny arrédoon yia RSV

RSV Mpoodiopiopog pe éykpion FDA
O¢eTIKO ApvnTiké 20voAo
Mpoodiopiopog O¢€TIKO 52 0 52
Panther Fusion ]

SARS/Flu A/B/RSV Apvnrike L 260 261
Zuvolo 53 260 313

OeTik) oupwvia (AE 95%) 98,1% (90,1%—99,7%)

ApvnTikA cupwvia (AE 95%) 100,0% (98,5%-100,0%)
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NMAnpo@opitcg emiKoIvwviag
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Hologic BV
Da Vincilaan 5
1930 Zaventem
Belgium

Hologic, Inc.
10210 Genetic Center Drive
San Diego, CA 92121 USA

MNa ™ d1etBuvon email kal Tov apiBud TNAEPWVOU TNG TEXVIKAG UTTOOTHPIENG KAl TNG £EUTTNPETNONG
TTEAATWYV TTOU I0XUOUV YIa KABe Xwpa, TIOKEQPTEITE TN d1EUBUvVOn www.hologic.com/support.

O1 ovopuagieg Hologic, Aptima, Panther ka1 Panther Fusion atmoteAoUv eutropikd orfuoTa r/kal eUTTopIKA
onuata karatreBevta g etaipeiag Hologic, Inc. A/kal Twv Buyatpikwv NG oTig Hvwuéveg MoAiTeieg R/kal o€
AAAeg xwpes. OAa Ta GAAa gutropikd ofjuaTa AatroTeAOUV IBIOKTNOIA TwWV AVTIOTOIXWY KATOXWV TOUG.

AuTO TO TTPOIGV UTTOPEI VO KAAUTITETAI ATTO £va 1) TTEPICOOTEPA BITTAWMOTA gupeaiTexviag oTig HIMA, Ta otroia
Tapatifevral otn dietbuvon www.hologic.com/patents.

©2022-2026 Hologic, Inc. Mg tTnv em@UAagn TTavtog OIKAIWUOTOG.
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