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OEMA: «Kowomoinon Siataéewv tou apBpou 73 tou v. 4764/2020 (A'256) avadopkd pe tnv edappoyn
undevikol ouvreheotry @.MN.A. ota epfola Kot ota invitro SLayvwoTikd LatpoTeXVOAOYLKA TTpoiodvTa yia tn
voogo COVID-19 kaBw¢ Kal oTLS UMNPEcieg mMou cuvdEovial otevd He ta v Adyw ayabd -Evowpdtwon
Oénylag (EE) 2020/2020 tou Zuppoudioun

Me Ttnv mapoUoa, KOLWOTIOLOULLE YLaL EVNEPWON Kal Edappoyr To dpBpo 73 Tou v.4764/2020 (A’ 256) , UE TG
Slatdgelg Tou onolou npootiBetal napaypadog 1A oto dpbpo 21 tou Kwdika @.MN.A. (kup. pe v.2859/2000
(A" 248), pe tnv omoia mpoPAénetal edappoyn pundevikol cuvteheots @.M.A. ota epBoia kal ota invitro
SlayvwoTikd LetpotexvoloyLkd poidvta yia tn vdéoo COVID-19.

Ol wg avw Satdtelg anmoteholv evowpdtwon tou apBpou 129a tng O&nyiac (EE)2020/2020 tou fuppouiiou
KO QIooKOToUV 0TV KATAMOAERNON TNG Tavdnuiag Kot tTnv avakornr tng Slaamopdg Tou WU We TN ueiwaon
TOU KOOTOUG ayopas Twv ev Aoyw ayabwy, SleukoAlvovtag HE Tov TPOTO auTo thv MpdaBacn oE autd Twv
dopewv UYElag Ko Tou YeVIKOTEPOUL TTANBUCUOU TNE XWPac.

Elbwotepa Slevkpvilovtal ta akdAouvba:

1. Me 1g Swatatelg tng mapaypadou 1 tou apbpou 73 tou v. 4764/2020, ue tic onolec mpootiDetal Hetd
v napaypado 1 tou apbpou 21 tou v.2859/2000 napdypadog 1A, mpoPAEneTal OTL 0 CUVIEAEOTAC TOU
®.MN.A. opiletal ge pndev toig ekato (0%) a) yio ta epPoAia Katd tng vooou COVID-19 rou gxouv eykplOel amd
v Eupwnaikn Enwpond f and to kpdtn péAn tng E.E. kol yua Ta invitro S10yvwoTiKa LaTpoTeXVOAOYLIKA
npoidvia tng vacou COVID-19 mou cuppopdwvovTal Je TIC LoXVoUoEeg amalthoslg thg Obnylag 98/79/EK
(L331) tou Eupwmaikoy KowofoulAiou katl tou ZupPBouliouv R tou Kavoviopou (EE)2017/746( L 117) tou
Eupwmnaikol KowoBouhilou kal tou ZupBouliou kat pe T Aoutr woxlouoa evwolakr) vopobeoia kabwg kat B)
YLa TLG UTINPEGLEG TTOU CUVSEOVTOL OTEVA LE T eV AGYw ayaBd.




2. Ie 6,1 adopd TG Saouoroyikég KAACELS Tw ayaBwv mou undyovtat oto pndevikd ouvteheotd @O.M.A.
napatifetal ouvnupévar  «Mapdptnpay He EVSEIKTIKO KaTdAoyo npoildviwv cuvobeudpeva and TV
avtiototxn Soopohoyikr kKAdon.

Emwonpaivetat ot n dacpoloyikr katdtafn twv ayabuv npaypotonoleitol anokAsloTikd ue Bdaon ta
nipoPAenopeva oto Kowo Aagpoldylo tng Eup. Evwong [Kavoviopse (EOK) 2658/87, 6mw¢ tpomonorOnke Kot
loXUel, Toug levikoug Kavéveg epunveiac autou KaBwg kot pe TG EMEEnynUOTIKEC INUELWOEL, TNG
Zuvduaaopuevng Ovopartodoyiag (2.0.) kal tou Maykdopiou Opyaviopod TeAwvelwy (N.0.T.).

3. H edappoyn undevikol ouvteheaty yia ta epBodlia katd Tne vosou COVID- 19, Tou €xouv gykplBel anod
v Evpwnaikr Emtpond f and ta kpdtn - pékn g E.E. , yia ta invitro SLaYVWOTIKA LOTPOTEXVOAOYIKA
npoiovra tng véoou COVID-19, kat Ti¢ unnpeoiec mou cuvSéovtal oTevd HE ta ayaBbd autd Sev otepel To
dikailwpa ékmtwong tou @.M.A. rmou kataPAibnke katd To nponyoUuevo otadlo ywa ta ayabd kat Tig
unnpecileg auTéc.

4. OLwg avw Slatdgels ebapuoloviat and Tig 23/12/2020 kat, cUpbwva e TIg Slatdgelg tng mapaypddou 2
Tou apBpou 73 Tou iSlou vopou, péxeL Kal Tig 31/12/2022.

Zuvnupéva: To dpBpo 73 tou v. 4764/2020, dnwg SnpootelBnke oto GEK 256 A’/23-12-2020.
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NAPAPTHMA, Q¢ itpog tn Sacporoyikd kardtafn

Eldwotepa, n Sacpoloyikr katdtagn kat sv8siktikd mapadeiypara Twy unéd e€€taan ebwv (epPfola kal
invitro SLayvwaTikd LatpoTexvoAoyLkd poidvta Katd thg véoou COVID-19) £xouv we akoAoVBwC:

1) EpBoAia katd Twv oXeTWOMEVWY pe To SARS Kopovoiwy (eiboc SARS-CoV) (Kwdikég 2.0. 3002 20 00, o
onoiog and 1/1/2021 e€ebikevetal oe 3002 20 10).

2) Mepovwpévol otuleol Setypatohniag (kAdon 3005)

3) ZwAnvdpla umoSoxrg oTUAEOU pe UAKG petadopdc (kAdon 3821)
4) Zet deypartoAniag (cuokevaocia ou cuvSudet Ta 2 kal 3 mapadvw) (kAdon 3821)

5) Mepovwuéva cwAnvapia Setypatodnbiog yia éheyxo COVID-19 (kAdoerg 3923, 3926 kat 7010, avdloya pE
v UAn Touc).

6) Avtidpaotripta PCR yia COVID-19 (kAdon 3822)

7) Avuspaotripia Extraction (amopévwong) RNA yia PCR npooSioplopd COVID-19 (kAédon 3822)
8) Avtidpaotripla yia Taxl mpoodioplopd avilowpdtwy ("rapid avtiowuata”) (kKAdon 3822)

9) AvtidpaotripLa yia taxl mpoodloplopd aviydvwy ("rapid aviydva) (kKAdon 3822)

10) AvtiSpactripla ylo EpyaatnpLakd TPOoSLOPLOUS OVTIOWHATWY OF aVAAUTEC (ELISA 1} xnuelodwradyela)
(kAdon 3822)

11) Avudpaotripla yla pyactnplakd mpoadloplopd aviyévwy oe avahuté (ELISA A XnHedwrTalyela)
(kAdon 3822)

12) Thotomomuéve vAikd ovagopdg (controls, calibrators), mov ypnowomoIOVVTAL Yy
Pabpovopmen piog cuokeviic, v agohoynon pog pedddov pétpnong 1 TV exydpnon TdV oE éva
VMK (khaon 3822).

13) AVOAUTEG (UNYQVIHATE) TIOU XPNOLHOMOLoUVTAL yia TV extéleon Slayvwotikwy efetdaewy COVID-19 kal
v eaywyr) anoteAeopdtwy, Onwg Extractors (avaAutéc anopovwong DNA/RNA),  kukhomointég PCR,
kAewgteg ouokevég PCR (POC PCR), autdpatol avooohoyikol avaAuTéc mou ekTeAolV ggetdoelg COVID-19,
autopatot avalutég ELISA, poumnotikd cuotApata autopatonoinong PCR yia COVID-19 (kAdon 9027).

14) Opyava kot OUCKEUEG LOTPLKAG Tou Svartal va xpnopuonotnBolv ota mhaiota invitro SLayvwong Katd tng
vooou COVID-19 (kAdon 9018)

15) Aoylopkd mou SUvatal va xpnotuomnown®el ota mAaioia invitro dlayvwong oe avoAUTEG, Opyava Kot
OUOKEUEG LATPLIKAG KaTd Tng vooou COVID-19 (kAdon 8523).
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ApbBpo 73

Edappoyn undevikol guvteheotri A.N.A. og epBoALa ko invitro StayvwoTikd
LatpotexvoAoytkd poidvra yia thv mpoAnydn kat t Swdyvwon tng vécou Covid-19
Kol g€ guvadeig unnpeoieg - NpooBrikn map. 1A oto &pbpo 21 tou v. 2859/2000
(Evowpdtwan 08nyiag (EE) 2020/2020 tou ZupBoudiou)

1. Metd v nap. 1 tou apBpou 21 tou Kobika ®.N.A.,0 onoiog kupwOnke pe Tov v. 2859/2000 (A’
248), mpootifetau map. 1A, we e€AC:

«1A. O cuvteAeotrig Tou dhdpou opiletal og UnbEv Tolg eKato (0%) yia Ta uPoALa katd tne vooou
COVID- 19, mou £xouv eykpLBei ard v Evpwnaikn Emtpornd i and ta kpdtn - péAn g E.E. kat yia
Ta invitro dLayvwotikd Latpotexvoloyikd npoiovia tng vooou COVID-19, nou

OUPLOPpWYOVTOL HE Ti§ LoXUOoUOESG AMALTAOELS TG 08nyiac 98/79/EK (L 331) Tou EupwnaikoU
KowoBouAiou kat tou ZupPouliou 1 tou kavoviopoU (EE) 2017/746 (L 117) tou Eupwnaikol
KowopouAiou kat tou ZupPoudiou kat e tn Ao woybouoa evwaotakr vopoBeaia. O 5log gu-
VTEAEOTAG epappOETaL KOL OTLG UTINPECLEG TOU ouvdEovTal oTevd pe Ta ayabé Tou ponyoUHEVOU
edadiou.»

2. Ou dlatdtelg tng nap. 1 edappolovrat HEXpL kal Tig 31.12.2022.



