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Taxeia avixveuon yia Tnv roioTIKN avixveuon Tou avTiyovou KopwVvoioU
SARS-CoV-2 o¢ deiyua avBpwnivou giEAou (avoooxpwuaroypapia

< TO CUYKEKPLUEVO TPOIOV KOAUTITEL OAEG TIG amaUTAOELS yia aodaAr kat opbr Slakivnon tou cludwva pe tnv ur’ aplop.
Ala/r.N.ow. 7114 Andédaon tou YroupyoU Yyeiag (DEK B’ 362/01-02-2021) kaBwg KaAL e TO TPOKTLKO TNG 187n¢ Zuvedpioong

™¢ EBvikng Emutporng Mpootaciog tng Anudaotag Yyeiag £vavtl tou kopwvoiol COVID-19.

AnNaiTROEIG

SUHQPWVEI

Mapanopnn

MpoiovTa

AvixveUouv avTlyovo Tou SARS-CoV-2

EkTehoUvTal o€ deiypaTta pIvika, papuyyika f pivopapuyyika f os deiypa caliou

'Exouv &ykpion CE-IVD, n €ykpion FDA-EUA sival emBupunTr aAAG OXI UNOXPEWTIKN

Byalouv anoTéAeopa evtog TpiavTa (30) AenTwv

Eival emdeKkTIKA pakpoxpoviac UAagng Toug (NA£ov Tou 1 prva) os ouvenkec Bepuokpaaiag
dwpaTiou (5 pe 30 Babuoi KeAaiou)

H ekTéAeon kal N oAokARpwaon Tou test yiveTal anokAeioTika pe eEonAiopd nou diaTiBeTal oTo
kit woTe va pnopei To test va diaTeBei kal va yiveral onTIkn avayvwaon TwV dnoTEAECUATWV
XWPic auvodo €EonAIouO TauTOXpova o NOAAANAEG neploxEc oTnv EAANGda

MnopoUv va eKTEAECTOUV OUYXPOVWG Kal aveEdpTnTa noAAanAa dsiyyarta

Eival elkoAa otn Xpnon Toug otn Aoyikh Twv Point of Care Test, dev anaiTeital Npoowniko
€EEIDIKEUPEVO O€ NEIpANATa/eEETACEIC PoplaknG BioAoyiac. Mnopei va ekTeAeobei and
UYEIOVOHIKO Npoownikd (ONWG 1aTpoi, VOONAEUTIKO NPoCownikd). SUYKEKPIUEVA:

a) dev anaiTouvTal XEIPIOWOI yia TV KaTtavour dIaAUPAT®Y anod ninETeC UWNANG akpipelag
(0ykol pikpoTEPOI anod 0.1ml) o€ avTidpacTipia nou Xpelalovtdl KaTtd TNV €KTEAECN TNG
dokipaaoiag

B) ekTeAgiTAlI HE CUOKEUEC-AVAA®OIKUA NOU €ival piag Xpriong kal NARPwWS PpopnTEC,

y) 0ev anaiteital eninAEoV UAIKOTEXVIKOG €EONAIONOG dAAOG and auTov nou Ba napexel n
eTaipeia (Ye €Eaipeon XPOVOMUETPO KAl WETPA ATOMIKAG MNpooTaciag). SUuyKekpipéva Oev
anarrouvTal 8aiapol Bloacpaheiag 2

MNepigxouv deiypaTa BETIKOU KAl apvnTikoU HApTupa Ikava va eAéyEouv Tnv diadikaagia o€ 0Aa
Ta oradia. Ta deiypaTa BeTikoU Kal apvnTiKoU pdapTupa dev €ival anapaitnTo va anoteAouv
MEPOC TOU MPOOQPEPOPEVOU KIT, €v®w HMNopoUV va npogpxovral and Tov idlo 1 aAlo
KATAoOKEUAoTH anod OTI TO NMPOOQPEPOUEVO KIT. QoTd00 Ba npenel va anoteAolv PEPOG TNG
npoo@opPAc Kdl va avaypd@erdal o apifuoc Twv OslydaTwV TwV HapTUpwv nou Ba
npoo@épovTal. O apiBudc Twv deIyHATWV TwV HapTUpwyV Ba npEnel va ival ENapkng yia Tov
EAEYXO TWV MPOCPEPOUEVWV MOCOTATWV KIT KAl 8a npénel va undpxel aiTioAoynon Tng
ENAPKEIAG TOU NMPOOPEPOUEVOU apIBUOU JEIYHATWV EAEYXOU OE OXEON HE TIG NPOCPEPOUEVES
NoooTNTEG KIT. =Ta OIKAIOAOYNTIKA MEPIYPAPETAl OE HOPPI 0dNYyIwV avaAuTikd o TPOMnog
XPNONG TOUG ME TO NMPOOPEPOUEVO KIT, KOBWG KAl va ava@epeTal 0TI €xouv doKINaoBei anod
TNV €TAIPEia NOU UNOBAAEI TNV NPOCPOPA WAOTE VA €ival CUKBATA HE TO NPOCPEPOUEVO KIT.
(MPAKTIKO Tng 187ng Zuvedpiaong Tng EBviknG EniTponng MpooTaciag Tng Anpoaoiag Yyeiag
€vavTl Tou Kopwvoiou COVID-19).

>TIG evdei&elg anoTeAeopaTog undapxel evOeign eykupdTNTAG TNG EKTEAEONG TNG dokipaaciag
€KTOG and Tnv &vdelgn yia BeTIKO f apvnTikod.




Ta 1aTPOTEXVOAOYIKA MPOIOVTA TaXEWV EAEYXWV avTiyOvwyv SARS-CoV-2 (rapid test), yia Tn
JlevEpyela EAEYXWV vVOONONG anod ToV KOPWVOoIio TNG NPonyoUuevng napaypd@ou npenel va
€xouv nepdoel anod enapkn a&ioAoynon guaiobnoia — €1d1kOTNTAG Yia SARS- CoV-2.

Qg enapkng agloAoynaon opideTal n akdAoudn:

a) cupdnepiAapBavovTal otnv avTioToixn Aiota Tou WHO (WHO Emergency Use Listing for
Invitro diagnostics (IVDs) Detecting

SARS-CoV-2) R

B) oupnepiAapBavovTtal oTnv Aiota a&loAoynong Tng FIND (https://www.finddx.org/covid-
19-old/sarscov2-eval-antigen/) pe diabéoipa anoteAéoparta agloAoynong n

Y) va €xel dnuoaoisubei n a&loAdynar) Toug o€ NePIOdIKO HE KPITEC TO OMoio kKaTtaloyoypaeiTal
otnv PubMed kai £€xel Impact Factor ano Tnv Clarivate Analytics peyaAuTepo r) ico and 2 (To
2019 1} To 2020).

3TNV oUyKekpigevn dnuoaoieuon n agloAoynan Tng euaiodnaoiag Tng dokiaaciag yia avixveuon
SARS-CoV-2 Ba npénel va éxel yivel oe oUykpion e real-time PCR Kal OUYKEKPIYEVA ME
TouAdyioTov €katd (100) deiypaTta and acBeveic Ta onoia €xouv eAeyxBei wg BeTIKA PEXP!
Kdl ToV TpIakooTo TpiTo (330) KUKAO TNG avTidpaconc.

>Tn dnuoaoicuon,n a&loAdynon Tng €10IKOTNTAG TNG dokipaoiag Ba npénel va €xel yivel o€
ouykpion He real-time PCR kal Ouykekpipgéva o TouldxioTov dlakooia capavta (240)
deiypaTa and aoBeveic, Ta onoia £€xouv e\eyxBei he real-time PCR wg apvnTika.

H euaiobnoia Tng dokipaciag yia avixveuon SARS-CoV-2, dnwg auTr npokUunTel anod Tnv
KaTd Ta avwTépw enapkn a&loAoynon (WHO, FIND 1} dnuoagicuon o NePIOdIKO PE KPITEG,
OnWc NEPIYPAPETAl NApaAnavw), npénel va ival ion n peyaAutepn and 85% (uéon n didpeon
TIUR) o€ deiypaTa nou €xouv Byel Pe real-time PCR kabwg kal OTI gival BETIKA PEXPI Kal TOV
330 KUKAoO.

H 181kdéTNTa TNC dokipaaiag yia avixveuon SARS-CoV-2 B6a npénel va npokunTtel and Tnv
enapkn a&loAdynon wg ion n yeyaAuTtepn and 98% (p€on n didueon TiPn) o deiypaTta nou
£€xouv Byel apvnTika We real -time PCR

Eidikd oTnv nepinTtwon nou n pEBodog dev BpiokeTal otn Aiota Tou WHO 1 otn Aiota Tng
FIND, yia Tnv anodsi&n TnG enapkolc a&ioAdynonG TG CUYKEKPIPEVNC doKiyaaiag, anod Toug
(PopEic nou Tn xpnoiponoiolv 1 Tn dIaBETOUV Npog SIEVEPYEIa EAEYXWV POPEIAG Kopwvoiou,
anaitoUvTal anodeikTIKA &yypa®a TwV EAAXIOTWV avayKaiwv XapakTnpIoTIKOV TwV
OOKINACIWV:

a) nAnpeg avTtiypa@o Tng dnuocisuong, onwg gival dnPoacisupévn ano 1aTpiko nepiodiko,
B)d1aB£aiun npoc €nidei&n nepiAnwn Tou apBpou otnv PubMed Tnv oTiypn Tng a&loAdynong
(ekTUNWON nNepiAnwng ano 1oTooeAida TnG PubMed),

y) diaBgaoiyo npog enidel€n avtiypago ano 1o JCR Tng Clarivate nou va ¢aiveral To impact
factor Tou nepiodikoU,

0) uneuBuvn dnAwon 6Tl oTnV ONUOCIEUON NOU KATATEBNKE NANPoUVTaAl Ta KPITrpia noidTNTAg
TNG a&loAoynonG Kal ouykekpipgéva OTI N guaioBnoia €xel eheyxBei pe TouAayxiotov 100
avegaptnTta OsiypdaTta nou €xouv PeTpnBei wg BeTikd e real-time PCR peéxpl kai Tov 33°
KUKAO, ev® N €I0IKOTNTA €XEl eAeyxOei he TouAaxioTov 240 aveEapTnTa d€iydaTa nou £Xouv
METPNOEI apvnTika pe real-time PCR.

AvTinpocwnog oTnv Eupwnn (EU Rep) av n napaywyn €ival oe XWPeG ekTog EE

ZrMavon ouokeuaaoiag kal odnyieg oTnv eAANVIKR YAwaooa




