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QEMA: «Kowornoinen Siatdfewv tou dpBpou 73 tou v. 4764/2020 (A'256) avadopikd pe v epappoyr
unéeakol auvteheot @.MN.A. ota epfoAia Kat ota invitro SLayvwotiké latpotexvoloyiké poidvia yia
véoo COVID-19 kabwg kat ot unnpeoiec mou ouvséovtal otevd HE T eV Aoyw ayaBd —Evowpdtwon
Odnying (EE) 2020/2020 tou SupPouiou»

Me th napoloa, KOWOTOLOUHE yla EVAEPWON Kal edappoyr 1o dpbBpo 73 tou v.4764/2020 (A’ 256) , He TIC
blotdelg Tou onolou mpootiBetal napdypagoc 1A oto GpBpo 21 tou Kwbika O.1.A. (kup. ME v.2859/2000
(A" 243), pe v onola npoPAénetan epappoyn undevikol cuviedeatr M.M.A. ota epPoAie kol ota invitro
blayvioTikd LatpotexvoAoyikd npoidvra yla th végo COVID-19,

Ot wg dvw dlatdlelc aroteholv evowpdtwon tou apBpou 129a g Odnylac (EE)2020/2020 tou JupBovAiov
KaL aogkomolv oty katamoAépnen e navdnuiac kat TNV aAVaKor tng Slaonopdg Tou WU pe T pelwon
TOU K3OTOUG ayopds Twv ev Adyw ayabibv, Sleukohlvovtag pe Tov Tpdmo autd v npocfaon oe autd twv
dopéwv uyeiag KatL Tou yevikdtepou mAnBuopoU g xwpac.

Ewdikérepa Sievkpvilovral ta akdAouOa:

1. Me ug duatdéelg tng napaypédou 1 tou &pBpou 73 tou v. 4764/2020, pe Tig onolec npootiBetal META
v napdypado 1 tou dpbpou 21 tou v.2859/2000 napdypadog 1A, mpoPAéneral 61l o OUVTIEAEOTHC TOU
©.N.A opietar ge undeév toig ekatd (0%) a) yia ta euPolia kazd g vooou COVID-19 mou éxouv eykpibel and
v Evpwnaiky Empont f and ta kpdn MEAN tng E.E. kat yia ta invitro Stayvwotikd LATPOTEXVOAOYLKA
npoldrta e vosou COVID-19 rou OUHHOPGWVOVTAL HE TG LOXUOUGES QMALTHOELS TNG OSnylog 98/79/EK
(L331) tou Euvpwnaikol KowoPouliou kai tou Zuppoudiou 1 tou Kavoviopol (ZE)2017/746( L 117) tou
Eupwmaikou KowvoBouAiou kat tou SupBouliou kat pe ™ Aot woxvouoa evwolakn vopoBeaio kaBie kat B)
YLOLTIG JTtNPEGieg tou cuvEEovTal oTevd e Ta ev Adyw ayadd.



2. Ie 0,1t adopd ti Saopoloyikéq KAAOELS Twy ayaBwv Tou undyovtat oto pndevikd ouvtedeotr O.MLA.
noapotiBetal ouvnupéva  «Mapdptnpay Pe EVBEIKTIKG KATAAOYO MPOIBVTWY OuVObEUOMEVO QMmO TV
avtlztowxn Saopodoyikd kKAéon.

Eronpaivetar 6t n doaopoloyikr kardragn twv ayabiv mpaypatonoleital amokAeloTikd pe Bdon ta
npoPAenopeva oto Kowd Aacpododyio g Eup. Evwong [Kavovioude (EOK) 2658/87, drwe Tporonotndnke kot
LoYUEL, Toug [evikolg Kavoveq eppnvelac autol kablc Kai ME TG EMEENVNHATIKEG INUEWWOELS TNG
Zuvéuaopévng Ovopatoloytag (£.0.) kat tou Maykdopiou Opyaviopot TeAwvelwy (M.0.7.).

3. F edappoyn undevikod ouvteheot yia ta epfohia katd e véoou COVID- 9, rou £xouv eykplBel ano
mv Eupwraiky Erutpond f and ta kpdtn - péAn g E.E. , yia T invitro Stayvwotikd LATPOTEYVOAOYIKGL
Tpoiovta e vosou COVID-19, kal Tig unnpeoieg mouv cuvéovtal otevd pe ta oyadd autd Sev oTEpEL TO
Sikadwpa éknrwong tou O.N.A. mou kataPAidnke katd to nponyoUpevo otddlo yia ta ayaBd Kot Tig
UTtNPEGLEG QUTEC.

4. O wg dvw Slatdéels epapuolovrar and Tig 23/12/2020 ka, cUpdwva pe Tig Slatdfels t1¢ napaypddou 2
Tou @pBpou 73 tou (Slou vopou, péxpt kat tig 31/ 12/ 2022,

Zuvnupéva: To apBpo 73 tou v. 4764/2020, drwc SnuoolevBnke oto MEK 256 A’/22-12-202C.
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NAPAPTHMA, Q¢ ripog tn Sacuoloyikn katdroln

Ebedtepa, n Saapoloyikr katdragn kol evbewTiké mapadsiypuata Twv und efétaon elbwyv (epPoiia kot
INVitro SLoyvwotikd aTpotexvoloyikd npoidvta katd e véoou COVID-19) éxouv we akoloUBwc:

1) EuPoha katd twy oxetlopevwy pe o SARS Kkopovoitv (eiog SARS-CoV) (Kwbikde £.0. 3002 20 00, o
omnolog and 1/1/2021 efelbikebetal oe 3002 20 10).

2) Mzpovwyévol otukeol SetypatoAniac (kKAdon 3005)

3) ZwAnvapla untodoxrg oTuAeol pe LAKS petadopdc (kAdon 3821)

4) Xev bewypatohniag (ouokevaoia nou ouvdudlet ta 2 kol 3 napandvw) (kAdon 3821)

5) Mepovwpeva owlnvapla detypatoAniag ya éAeyxo COVID-19 (kA&oewg 3923, 3926 kau 7010, avéloya pe
v uAn touc).

6) Avtidpaotripla PCR yia COVID-19 (kAéon 3822)

7) Avtidpaotiipla Extraction (aropévwong) RNA yia PCR npooSiopiopé COVID-19 (xAdon 3822)

8) Avtidpaotripla yia tayl npoodloplopd avtiowpdtwy ("rapid aviiowpara) (kAdon 3822)

9) Avtibpactrpla yla taxd npoadloplopd avtyovwy ("rapid avtiyova) (kAdon 3822)

10) Avtibpactiipla yia epyactnplakd npoobloplopd avtiowpdtwy e avalutég (ELISA R YnuelobwravyeLa)
(kAdion 3822)

11) Avubpactipla ya EPYQOTNPLAKO TPOOSLOPLOUO avTLyOVWV oF avahuteg (ZLISA ) ynuelodwralyeia)
(kAo 3822)

12) Thotomompéve  vAMKd ovagopdg  (controls, calibrators), mou APMOOTOOOVTOL Yo TN
Padpovépmon pag svekeunic, tv abohdynon peg pebddov pétpnong 1 TNV EKYOPNON TIUOV OE Eva.
VALKO (Khdon 3822).

13) Avadutég (unxavipata) nou Xpnotpornolouvtal yia Ty ektéAeon Slayvwotikiv efetdoewy COVID-19 kat
v efaywyr)  anoteAeopdtwy, onwg Extractors (avaAutéc anopévwong DNA/RNA),  kukhomountéc PCR,
KAeloTEG ouokevég PCR (POC PCR), autdpatol avoooloyikol avaAutég mou exteAolv efetdoelg COVID-19,
autdpatol avalutéq ELISA, popnotikd ouoThpata autoparonoinong PCR yia COVID-19 (kAdon 9027).

14) Opyava Kat 6uoKeUEG LATPLKKC Ttou BUvaTaL va XpnotponownBolv ota mAadowa ivitro Stayvwong katd e
vooow COVID-19 (kAéon 9018)

15) Aoywopikd nou Suvatal va XpnotpornonOet ota malowa invitro Sidyvwonc oe avaAutEe, opyava kal
CUGKEDEG LATPLKKG KaTtd ThE vdoou COVID-19 (kAdion 8523).
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ApbBpo 73

E¢pappoyr pndevikod ouvteheotd ®.M.A. o epuBoAia kat invitro Stayvwotikd
LtpotexvoloyLkd mpoiovra yia tv mpdAngn kat tn Siéyvwon tne véoou Covid-19
KoL og guvadeic unnpecieg - MpooBrikn rap. 1A oto dpbpo 21 tou v. 2859/200C
(Evowpdrwon 08nyiag (EE) 2020/2020 tou SupBouiiou)

1. Metd v map. 1 tou pBpou 21 tou Kwdka O.M.A.,0 omolog kupwBNKe e tov v. 2859/2000 (A
248), npootiBetal map. 1A, wg efic:

«1A. O cuvteeotiig Tou $opou opiletatl oe Pndév Tolg ekatd (0%) yio o ePPOAL KaTd the vogou
COVID- 19, rmou éxouv eykpOei arnd v Eupwnaikr Erurpons f and to kpdrn - HEAN g E.E. kot y.o
TALINVitro SLayVIWoTIKE LATPOTEXVOAOYIKE TTPOTOVTE TS VOTOU COVID-19, rtou

GUHHOPPWVOVTAL HE TIG LoXVOUOES amaLTAOELS TN o6nyiac 98/79/EK (L 331) tou Eupwrnaikol
kowoBouliov kat tou ZupBouliou rj Tou kavoviopo (EE) 2017/746 (L 117) tou Eupwraikcy
kowoBouAiou kat tou ZupBouliou kat pe T Aout LoxUouoa evwatakh vopoBeoia. O 5lo¢ ou-
VTEAECTH G EhapOTETAL KA OTLG UTINPEGLEC TIOU TUVEEOVTAL OTEVH HE ta ayaBd tou nponyclpevo s
=badiou.»

2. O batdelg tng map. 1 edappdlovrol Péxpt kol tie 31.12.2022.



