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JE OUVEXEL TOU WC Gvw OXETKOU HNVURATtog NAEKTPOVIKOU Taxudpopeiov, oto omoio emouvdntetat
avtiypado g Epwrnong 6818/24.05.2021 tou k. K.BeAdmouAou pe Bépa «Katayyehia ya HOVOTIWALO oTa
“self-tests” SLayvwong TS voonong amd kopwvoid and kokAwpa oto onoio dpépetal va epumAékoviat o EOD
Kat n KuBépvnon pe eTalpeieg davrtdopata», oag ywpiloupe OtL Sev éxel MepLEABEL O yvwon NG Apxng
olabfmnote katayyehia oe oxéon pe Slaknpogelg yua v mpopnBela self-tests kau ewdikdtepa o€ OXEON ME TN
XPAON OPWV TOU EVOEXOUEVWG VAL TIEPLOPI{OUV TOV QVTAYWVLOHO.

se kaOe neplmrwon, dpwe, Ta KatayyeAGpeva and Tov k. BeAdmoudo nept Unap§ng povonwAiou otnv ayopd
Twv self-tests ekdevyoLV TwY appodlothTwy TG Apxig, n onoia, Baoel twv SiatdEewv tou dpbpou 2, map. 2
nep. { tou v. 40132011 (A’ 204), aokel SewypatoAnmuikoug eAEyxoug, avalnTwvtag QUTENAYYEATWE
nAnpodopiec kat otoixeia, oxetkd pe g ev_efelifel Swadkaoieq mpokrpuéng, avabeong kat EKTEAEONG
Snuooiwv oupBdoewv and Tig avaBETouoES apxEs Kat TOUG EUMAEKOUEVOUG SNHOCLOUG Kalt duwtikoUg dpopeis,
npokeévou va Slamotwoet v napaBioon f un Twv Siatagewv nepi Snuociwy oupuBAacEwy.

Téhog, cag SwPiBdloupe, ya evnpépwon oag, tnv Mpagn 109/2021 tou IT KAwpakiov tou EAgykTiKoO
suvedpiou, n omola éxeL MepEABeL oe yvion pag kal n omnoia adopd otov EAeyxo VOULUOTNTAG TNG
Suadikaciac avdBeonc névie (5) oxediwv oupBaocng yia tv npopnBewa and tnv Mevikr Mpappateia MoAtkig
Npootaciag Tou Yroupyeiou Npootaociag tou MoAitn, evvéa EKATOPUUPLWY TeTpakooiwv xAuddwv (9.400.000)
Taxtwv SLoyVWOTIKWY Tou Kopwvoiol SARS-CoV-2 teot pe tn Swadwacia tou self-testing (autoeAéyxou-
autodidyvwong).



Napapévoupe otn 51dBeor oag ya onowadrinote cupmAnpwpatikd Tnpodopia f Sieukpivion.
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EAAHNIKH AHMOKPATIA
TO EAEI'KTIKO LYNEAPIO

LT KAIMAKIO
IPAZEH 109/2021
Amnotehovpevo and v [pdedpd tov, Aéonowva Kafpadio — Kovotavidpa,
ZopPovdo, kot to pén Nucdhao Boyka kar Abavioio Kapakdida, [Mapédpouc.
ZuvihOe oe SrdikToaki| MAEddokeyn, HECH TNE VANPECIOKNG SUSIKTVOKNG
TAMTOppag e-presence.gov.gr, otig 31 Maptiov 2021, yu va eréyEet t vopupdtta
m¢ dwdikaciog avabeong kat tov mévie (5) oyediov copPacns ya v mpoundei
and v levicn Ipappateio Tolrucig Ipootasiag tov Yrovpyeiov [lpootaciog
tov TToiitm, evvéa exatoppvpiov tetpakooiov yadov (9.400.000) tayéwv
dyvootik®v Tov Kopwvoiod SARS-CoV-2 teot pe m dwdwaocia tov self-testing
(avtoghéyyov-avtodidyvmong), ot pakelot pe ta otoryein Twv omoinv vroPARONKaV
oto Eheyktikd Zuvédpro otig 29.3.2021 (ap. mpwt. EX 15448, 15449, 15451, 15452,
15454 kar 15455) xat copminpddnkav otig 30.3.2021 (ap. npwt. EX 15725).
Axovoe v ewonynon tov [apédpov AbBavaciov Kapakdida.

Lké@Onke katd TOV VOPO
KUl amo@aocioe Ta akélovOa:

1. Ta névte (5) oxédw ovpPaong kar n vrokeipevn dwdikacio avabeong yo
mv avatépm mpopndew, cuvolikng a&iag 30.155.000,00 evpd, mov dev emPapivetar
pe @ITA (BA. apbpo 73 tov v. 4764/2020, A" 256, xar E.2002/30.12.2020 gyxdxhio
¢ AveEapmmmng Apyng Anpociov Ecédmv) kat ypnpatodoteitar and idovg mdpovg
oV poimoroyopov e&d6dmv £rovg 2021 tov Ymovpyeiov Ilpootaciag tov TToiit,
dnhadn tov kpatikol mpotmoroyopod (BA. v 1504/24.3.2021 andgacn avdinymng
NG OYETIKNG SNOCIOVOIKNG vItoxpémang, mocol 40.000.000,00 gvpd, amd Tov ®g
avo I'evikd Tpoppatéa oe Papog tov motd@cemv tov Aoyapucpod 6% Pabpo
2410103001 tov Ewwov ®opéa EP1047-202-0000000 TI0A), mopadektde
glodyovtat oto Kipdiio ywo éheyyo vopupdmrag, coppmva pe to apbpo 324 nap. 1
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tov v. 4700/2020 «Evwio keipevo Awovopiog yw 1o Eleyktikd Zuvédpro,
oAokAnpopévo vopobetik6 mhaioto yw tov mpocvpfatikd Ereyyo ...» (A" 127).

2. O v. 4662/2020 «Ebvikég Mnyaviopog Awyeipiong Kpiceov ot
Avuetomiong Kwdovov, oavadidpbpoon g Ievikig I'pappateing TMolrukng
[pootaciag, ovaPaduon ocvothpotog €0ELOVIIONOD TOMTIKG  TPOCTUCIAG,
avadopydvoon tov [TupocPeoticod kar ahheg Swtateg» (A" 27) opiler oo Gpbpo
54 6t «(...) 3. E@dcov cuvipéyel katemeiyovoa avdaykn, n omoin emPaiher v
Gueon AMym Kat epappoyn pétpov ya Bépata (...) mpootaciog (...) TG vyeing Kot
e Long Tov ToMTAOV (...) Kot povo 610 péTpo mov eivon amolT®MS omaUpaitnTo Yo
v avTipeT®Omon ™¢ aviykne avtie, N Fevikn [pappateia Molrwg [Npootaciag
dOvatar v cuvdmter véeg ovpPaoels (...) mpopndeidy kotd my armdivt kpion mg
KOL TPOG (UECT] OVTILETMOMION TG avAYKNG VTG Katd mopékkiion kabe tpofieyng
tov v. 4412/2016 (A’ 147), dnwg exdotote wyveLy. Tlepautépw, o v. 4412/2016
«Anpooieg ZvpPaceg Epyov, Ilpopnbeudv kot Ymnpeowbdv (mpooappoyr oTig
Odnyieg 2014/24/EE xou 2014/25/EE)» (A" 147/8.8.2016 ko d16pbmwon cpoipdrov
A" 200/24.10.2016 xor A" 206/3.11.2016), opiler 10 apBpo 32 6tu «(...) 2. H
Swdikaoio pe Swmpaypdtevon ywpic mponyovpevn Odnpocicvon pmopsi  va
ypnowonoeitan yw dnuooieg ovpPdoels Epywv, mpoundeudv Kar VANPECIOV OE
OnOWdNAOTE GO TIC MUPUKAT® TEPIMTOCELS: (...) Y) XT0 HETPO TOL Eival ATOANTMS
anopaitro, £dv Aoy® Katenelyovoag avaykng opethopévng oe yeyovota anpdPrenta
v v avafétovoa Apyn. dev eivar dvvar n mipnon tov npobecpdv TOL
apoPrémovior yur TG avolktég, KAEloTEG 1M avioyoviotikés dwdwkaocies pe
Swmpaypdtevon (...)» kot oto Gpbpo 32A, mov mpooténke pe v map. 1 Tov v.
4605/2019 (A" 52), 6Tt «E&upovvtal tng vIoypemTikng EQappoyns tmv dpbpmv 22
napaypagot 1, 36, 72 napaypagog 1 nepintoon a’, 79 mapdypagot 1 £og 4, ko 221
napdypagpol 8 kat 9, ot ak6rovbeg mepmtdoeg tov apbpov 32: (...) P) Adyw Tov
EMETYOVTOG YUPAKTNPQ TNG avAfeong COPPOVA HE TV TTEPITOOT ¥ TG TUPayPAPOL
2 (...)». Emopévog, n Tevueq Tpoppateio TTotikng Ilpootaciag dvvator, g
avabérovoa Apyn. va avabéter ovpPacelg npounbeidv atiag fong N avdtepng tov
Katdtatov opiov tov apbpov 5 mep. ¢y tov v. 4412/2016 (209.000,00 gvpd ywpig
O®ITA), dnhadn cvpPhoeis mov diémovtar amd 1o eveooilokd nepi dnpociov copPdocwv
dixaro (Odnyia 2014/24/EE), ot onoieg amockomovv oty mpoctacio g vysiog Kat

mg Long tov ToMTdv, Katd TapékkAlon Tov ebvikdv povo dwtdfemv tov V.



4412/2016 ka1 61 AVTOV TOV EVOOUATAOVOLY TO VREPTEPT|G TNG Tap. 3 Tov GpBpouv 54
v v. 4662/2020 wydog evoowkd mepi dnpociov cvpPdcewv dikao (Odnyia
2014/24/EE), 6mog ta apbpa 32 kat 32A, OV EVEOUATOVOLV 6TO EAANVIKS dikawo To
apBpo 32 g Odnyiog 2014/24/EE. Abvatar, dnhadn, va avadéter, petald GAAov, Tig
avotépe ocvpfdoe pe ™ Swdwacia g dwmpoypdtevong xwpig dnpoocicvon
npokApuéng oto péTpo mov autd sivar amoAvtmg omapaitnro, £dv (a) Adyw
Katenetyovoug aviykng, (B) opehdpevng oe yeyovota anpdfrenta yi Ty du, dev
givan duvati n ThpNon tev TPoPAETOPEVOV TPOBECULOV Yo TIG BVOIKTEG 1] KAEIOTEG
Swdikuoisg avabeonc, ol de MEPICTAGES TOL CVTH EMKaAEiTAL Y1t TV TIOAOYNON
™G Kotenetyovoag avaykng dev amoppéovv and ik g gvddvn (apbpo 32 map. 2
nep. ¥ tov v. 4412/2016, npPh. Anogdoeg AEE g 2.8.1992, omy vndbeon C-
107/92, Emupony katd Itahiag, ok. 12, g 2.6.2005, otnv vndbeon C- 394/02,
Empory) katd EMGSac, ok. 40, EX Tu. Mel. Exnt. Zov. 1291/2019, 707/2013, VI
Tu. 1542/2019, 2345/2017, 3217, 3015/2012, ET" Khpdxwo 465, 434, 395,
385/2020). Katd v eEumpetiksy de avty Swdwkaocio avébeong dev voictaton
vroypémon EQappoyns tov dtaéemv tov v. 4412/2016 mepi t@v KavoveOv mOL
gQoppoloviat oTig katd T Swdikacio g avibeong emKowmvieg, mepl VIOXPEWTIKNG
ypriong tov  EXHAHE, mepi vmoypémong «katdbeong eyyonukig EmOTOAG
GUHHETOXNS 0O G60VG cLPUETEXOLY oTh ddkacia avddeong kot mepi anaitnong yu
vrofory amé avtodg Evisiov Evponaicod Evtomov XopPacmg (EEEX), g
TPOKOTOPKTIKNAG AMOSEENGS Yo TNV €K HEPOLG TOVG EKTANPMOT TV TPOBAEROHEVOV
kprmplov mOWTIKAG EMAOYNG Kol TN Un OLVIPOuR| ©T0 TPOCHORO TOVG TV
npofrendpevov Aoyov anokieopob (4pbpo 32A tov v. 4412/2016, PA. ZT" KApdko
385, 395, 434, 465/2020).

3. Ao to otoyein tov Qukélov TG VIdbeong mPOKLTTEL OTL pE TNV
11879/24.3.2021 mpdxinon exdnimong evdwgépovtog tov ['svikod ['poppatéia
Mohtikng Tpootaciag ekkivioe dwdikacio Swmpaypdrevong ywpis dnupocicvon
npokfpuéng, Kat' epappoyl tov Gpbpov 32 map. 2 mep. y' ko 32A tov v
4412/2016, yio Vv avdbeon g mpopnbewg £mg Kot Ofka  EKOTOMpLPimV
(10.000.000) tepayiov tayéov dryvooTik®@v tov kopavoiod SARS-CoV-2 teot pe
m Swdwacia tov self-testing (avtoerfyyov-avtodibyvoong), He T VO,
COUPOVA HE 660 £YIVAV GYETIKAG SEKTA OTNV TPONYOUUEVT OKEYT, 0LTlohoYin, OTL 1)
avotépe mpopundew sivar emPePrnuévn Aoyo katemetyovoag avayknmg, Kat,

eWBIKOTEPQ, Yia TNV eEumMPETNON TG CPVidg, GHEONG KL EMTAKTIKNG avayKNG TG



EVIOTIKOTOMGONG T0 CLVIOHOTEPO OLVOTOV TV SYVOOTIKOV EAEYYWV 7YoL TOV
kopwvoid SARS-CoV-2 (Covid-19) og 6ho tov eMnvikd mAnBuopd, did tov palikod
aviiyovikob  eAfyyov  pe )  Swdwaocic  tov  self-testing  (awtoeréyyov-
avTodulyvoong), dniadn dud e ¥pNoNg 1OV aveTéEP® PO TPoundela 10T urd
ToVg i810vg ToVg MOAiTES, T omoia B Srapotpdloviatl dwpedv oe kabévav €& avTdv
(mrohtdv) amd to eappakeio e Xopag avd éva (1) efdopadning, pe okond tov
neplopopd g mavdnuiog mov €xer mpokAnbel and tov avotépw 16. Avth de 1
Kateneiyovoa avaykn, mov 1o Kpdkio kpiver 611 npdypatt dev frav duvotdv va
wavorombei pe v avdbeon g eleyydpevng mpounbewag Kotdmy THPNONG TOV
eMiyotov npobespidv g avolktig 1| g kAswotg dwdikaciag avabeong (dnhadt
TOV TOKTIKOV Swdikaoidv avabeong), dedopévov kuping tov 61t M mpobecpio
nopadoong TV avetépe Tpog Tpoundewr Teot givar poévo emtd (7) nuépeg and my
vnoypagn TV oxetkdv cvpPaceny (PA. katotépw), opeileton oto anpdPrento
yeyovog g katd tov pivae Mdaptio tov 2021 owpvidog kKot ekpnkTikAg, 1oN
macidoning, apvnriknig e&€MENG ™G avotépo mavdnuiag, 1 onoic cuvdéeTar pe TV
anpoPfrentn Kot onpavoiky avEnon ™mg epeavionsg g «Ppetavikng HetdAlaEng»
00 avOTéP® 100 ot Xdpa pog Kat Yl 0¢ anotéheopa TV Wiaitepa peydln, ot
opukd mhfov onpeio, avtictoym emPapuvon tov EbBvikod Zvothuatog Yyesiog.
AMwote, viép g avaykng tov palkod avtyovikol SayveooTikod eAEyyov pe ™
dwdikacia tov self-testing (owtoeréyyov-avtoddyvmong), dmiadny tov dwpedv
Srepopoacpol evog (1) ek Tov avetépo teot efdopadiing and Ta Pappakein g
Xopag oe kabévav and tovg moliteg Kot TG xpNoNG amd Tovg iB10VG, HE KOO TOV
TEPLOPIGHO TG aveTépm movdnuing, yvopodomee 1 Ebviky) Emurponn INpostaciog
m™ms Anuoowg Yyeiog évavit tov kopovoiod Covid-19 kotd e 198/19.3.2021,
200/22.3.2021 ko 201/24.3.2021 ovvedpidoes me. H Emtponiy avtq €xet, emiomng,
ovvtaget kat Tig meprhapPavopeves oto Mapapmpa LT  ™mg avotépm npdoKAnong
TEYVIKEG TPOSYPAPEG TV avOTEP® TPog Tpounbewa teot (PA. ™ Yvopodotmon g
avatépo Emtpomng g 201/24.3.2021 cvvedpiaong, Oépa 1).

4. Zopgova pe v avotépon tpéckinomn, N onoila avaptifnke otig 24.3.2021
otov  wotétono g levikng  Ipappateiog  Iloltwng  I[pootaciog
(www.civilprotection.gr), cto KHMAHX (AAAM: 21PROC008336343) xat otov
ototono tov Ilpoyphpparog AIAYTEIA (AAA: EZAT46MTAB-AID),a) ot oxetikés
npooopés mpénel va vmofAnfovv péypr tig 27.3.2021 ko dpa 24:00 otnv
niextpovik dievBuvon gdoy.sp.proc@civilprotection.gr (IMapéptmuo A’ xar dpdpo




1.1 tov Tapaptipatog B™ «Zopminpopatikoi 'evikol Opow g mpdokinong),
Bemrpénetor  vroPoin] TPOGPOPMOV KL N KOTAKOPOOT OKOMO Kot Yt HEPOG TNG
avoOtép® oLVOMKNAG Cntodpevng moocdmrag Twv mpog mpoundewn WGV (Te0T)
(Mapapmpa A" ™¢ TPOOKANONG), Y)KPITAPIO KaTakdpmong g npopndewag eivar n
TAEOV CLHQEPOVTH TTPOCPOPE pe Baon povo v Tiun (xapnAdtepn tun, [apdptnuoe
[ g mpbdokinong),d) n napddoon Twv Tpog Tpopndein eddv (1e0T) Tpémet va yivel
70 apydtEPo eviog entd (7) mMuepdvV amd TV vmOypapr Tng OXETIKNG cLMPaong
(TMapapmpa A°, apbpo 1.6.1 mep. 2 tov Ilapaptiuatog B™ «Zopminpopatikoi
['evikoi Opow kar Gpbpo 2.2 tov [Moapaptiparog Z° «Zyédw ZopPacnsy g
npooKinong), n onoin Ba Aveton avtodikaing dtav Bo £xer ohokAnpwbel n extéleon
™me, nhadn aeod olokAnpwbel | mopddoon Kot 1 OPIOTIKY TOCOTIKY KOt TOLOTIKN
naparaf Tov copPoatikdv £8dV, yiver N TANpop Tov cupPaTikod TANATOG Kot
ekmAnpmboty 6Aeg o1 Aowmég CLUPATUCES VIOYPEDCE TV CLHBUALOHEVOV PEPDV
(TMapdappa A’, apBpo 7 tov Iapaptipatog B «Zvpminpopatkoi [Nevikol Opow
kot apBpo 6.2 tov Ilopoptipatog Z° «Zyédw Xopfaocne»y g mpOCKANONG).
[Tepotépw, n mpdokinon opiler 0Tt Tt oTAdwW OmMOCPPAYIONG, EAEYYOL Kai
a&l0AGYMoNG TOV SIKAOAOYNTIKOV CUUUETOXNS, TOV TEYVIKOV TPOCPOPOV Kol TOV
OLKOVOLIKDV TIPOSPopdV TV Tpoc@epdvimv Oa mpaypatoromboldv eviaing and mmy
Emtpony Amooepdayiong, Aevépyewng kan IMoosotucig IMapaiafis g dudikaciog
Kot Ta anoteréopatd toug Oa eykpBovv pe pio andeacn g avadétovous Apyme
(tov g aveo Tevikod [pappatéa, apbpo 1.7.3 tov Ilapaptipoatog B’
«Xopninpopotikoi I'evikol Opow g npdokinong). Télog, n mpéckAinon opilel 6t
1 OPIOTIKA KOTAKLP®OT| TG TPopnBeLag 6Tovg okeiovg avadoyovg Bu yiver petd and
Vv VoPoln €k PEPOLG TOVG, KATOMY GYETIKNG, EWIKNG TPOoKANGNG, Kol ToV EAEYX0
and v avabitovoa Apyf TV TPOPAEROPEVOV GTIV TPOCKANGT] SIKAOAOYNTIKMY
KOTOKOPMONG, TPOG amddEEn TG VOUIHOTOINGTG TOVG, TG KATUAANAOTNTAS TOVG,
TOV AMOSEIKVOETUL HE TNV EYYPAPT] TOVG OTU OWKEIR EMAYYEAHUTIKG pUNTpdO (KpLThplo
emhoyng Tov Gpbpov 75 map. 1 mep. a kot 2 tov v. 4412/2016) adhd kor g pn
GLVEPOPAE 6TO TPOCMNO TOVG TV TPoPAendevmv oto apbpo 73 map. 1 ka2 Tov v.
4412/2016 vroype®@TikOY AOYOV OTOKAEIGHOV TOVG omd TN OowdKacia, Kot TOL
npoPhendpevoy oty map. 4 mep. BT tov dov wg dve Gpbpov duvnTikod Adyou
anokAelopov tovg amnd 1 Swdwacio (apbpo 1.8 tov [Nopaptipatog B’
«Zopminpopotikoi levikol Opovr g Tpdokinong).



5. Me mv 11873/24.3.2021 andépacn tov dov wg dve [evikod pappatéa,
ocvykpotnke n mpoavapepduevn tpyeing Emrponn Amoo@pdyiong, Avépyesiog
kot ITocotikig Maparafpnig mg dwdikaciag, mov amotedeitor and v Yroounvayod
kot Emkegodig g Opddag ..., g Ilpoedpo, v Ymohoyoyd ..., kot tov
AvObvromdoiapyo ..., kot pe v 11874/24.3.2021 opow amoégoon cvykpothOnke
tppeing Emrponty Teyvikng A&ordynong Ipospopiv kar IMootumg TMaporopig
m¢ Swdikaoing, mov amoteAeiton amd ™y Avaminpodtpie Kabnyftpue ..., og
[1pdedpo, my Avaminpdtp Kabnyftpu ... kot tov Enikovpo Kabnymr ....

6. Xtig 26.3.2021 avapmOnkav otov wtdétomo g evikng Ipoppateiog
Iohtucng INpootaciag (PA. avetépw) oto KHMAHE (AAAM: 21PROC008343394)
Kot otov totdtomo tov [lpoypappatog AIAYI'EIA (AAA: 911H46MTAB-ENN) ot
11899/26.3.2021 dievkpvicec-dopbdoelg tov wg dve levikod INpappatéa eni tov
OpOV KOl TOV TEYVIKOV TPOSIAYPAPOV NG vVOTEP® TPOCKANGNG, HE TIG OMOIES
Sopfmbnke, petadd dhov, kar n Tphypatt avorapktn Opa 24:00 g 27.3.2021,
mov iy op1oTeEL G 1 KATOANKTIKA Bpe VIOPOANG TV TPOSYOPGOV, STV 0pON Hpa
23:59:59 g drag g dvm nuepopnviag. Avtég ot dievkpvicelg exdoOnkay Phoet tov
1/2021 mpaxtikod g Emupomis Amocepdyiong, Awevépyswg kot IMoootikng
[MaporaPng g Odwdwaciag (PA. avotépw), 7mPOG amdvinon aviicTor®v
SEVKPIVICTIKOV EPOTNUATOV OV TEONKAV and EVOLPEPOUEVOUS VI GUUUETAGYOVY
ot dwdikacia avadeong owovopkois popeis. Xtig ée 28.3.2021 avaptibnke otov
wtotono g l'evicng Npappateioag [otuchg Ipootaciog kot otov 1w0t6TONO TOL
[lpoypappatog AIAYTEIA (AAA: QOOE46MTAB-STH kov dpa  aviptnong
10:36:27 ¢ 28.3.2021) n 11911/28.3.2021 oandpaon 100 ©¢ Gve [evikod
[poppatéa, pe v omoio 1 avoTépm KATaANKTIKN Npepounvia Kot dpa vioforig
TPOGPOPOV, Tapatadnke péxpt ko v dpo 11:00 g 28.3.2021, eéortiog texvikon
TPoBANHATOG OV TUPOVCIACTIKE OTNV OVOTEP® NAEKTPOVIKY d1evbuven vofoing
OV TPocPopmv, otig 23:48 g 27.3.2021, kar katéomoe adbvatn v vofoln Tev
TPOGPOPMmV.

7. Méxpt v avotépm KOToAKTIK npepopunvie kot dpa  vrofolng
npocpopdv (11:00 g 28.3.2021) ot Swdikacic vatfarav TpocEopéc ot
owovopukoi gopeis [A], [B], [I'], [A], [E], [ET], [Z], [H], [@], [1], [1A], [IB], [IT],
[1A], [IE], [IXT], [1Z], [IH], [1©], [K], [KA], [KB], [KT], [KA], [KE], [KXT], [KZ],
[KH], [K®], [A] kar [AA]. Me v 11913/29.3.2021 8¢ omdpaon 100 O Gvem
[levikov poppatéa, mov €hofe vmoéyn to 2/28.3.2021 mpaktikdé g Emrpomig



Amooc@payiong, Awvépyewng kat [Tocotikng Iaparafng g dwdikaciog kot to 1 g
28.3.2021 ko dpa 19:30 mpaxktkd ¢ Emupomig Teyvikig A&widoynong
[Tpoogopdv ko [lowtikng [MaparaPic g dwdwaciog (PA. avotépm), pe tov
CUVNUEEVO 67 awTd  Tivoka aveluTIKNG TeXVIKTG adloldymong Tov Tpocpopdv, Kat
avaptiinke otov wototono tov [lpoypappatog AIAYTEIA otig 29.3.2021 kot dpa
03:55:22 (AAA: Q8AH46MTAB-N7®):

o) ‘Eywvoav anodektd 1o SIKoioAoynNTikd GUHHETON|S OOV TGV TPOGPEPOVIQOV
owovopkdv  @opéwv (to Tumomomupévo ‘Evtomo  Yzehbuvng Afhmong, to
MOSEIKTIKG, VOUUNG EKTPOCORNONG KUl 1 MAsKTpoviKy vmevbuvn dMlwon mov
npoPriénovian oo apbpo 1.6 tov Mapapmipatog B e avotépeo npdéokinonc).

B) Amoppipnkav oto otddio g TeXVIKNG afoAdynong ot Tpoceopés tmv: 1)
[A], pe ™ vouun artoroyion 61t | perétn a&loddynong (avaivon), and Ty omoin
TPEMEL VO TPOKVATOVY Ol OTATOVUEVES, OmO TG TEXVIKEG MPOSWYPAPES TNG
TPOGKANCTG, OYETIKN gvauchnoio Kol OYETIKY EWOIKOTNTA TOV TPOCPEPOUEVOV TECT
(BL. mep. 9 tov TMapaptipatog ET° «Texvikés mpodioypapéc» G TPOoKANONG),
apevog €yl exteleoBel oto [lexivo, ko, emopévog, Oyt amd (og) @opéa G
Evponaiking Evoong (EE), kot agetépov dev mapéyer avaivon esvawobnoiag oe
oOykplon pe avtiotoyo teot PCR otov 330 kikho, Kotd tapafacn tov avtictoywmy
TEYVIKOV Tpoduypapdv g mpookinons (PA. mep. 9 tov [Napapmipatog T g
npookinong), 2) [B], pe m vopun amwoloyia 6t dev mapéxoviar odnyieg xpnong
TOV TPOCPEPOUEVOV TEOT OTA EAMNVIKA, Kot mopdPacn e avtioTtoyms TeXVIKAG
npodiaypapiig e dkipvéng (PA. mep. 6 Tov Mapaptipatog LT  mg tpdokinong),
3) [I], pe ™ vOpun awworoyie O6t1 dev mapéyoviar odnyieg ypnong Tov
TPOoPEPOUEVOL TECT oTa EMAnvikd, 611 dev etvan mpo@aveg av 1 cuvnupévn oyetikn
a&ordynon (n mpoavagepdpevn perétn — avaloon) £xel yiver oe popéa tng EE, odte
napéyetol availvon svootnoiag oe ovykpion pe avtictoyo teotr PCR otov 330
KOKAO, Katd mapafacn TV avTicToymV TEYVIKOV TPodaypapdv g TPOsKANoNG
(Br. mep. 6 ko 9 tov TMapaptipatog T g apdokinong), 4) [A], pe ™ vépypun
aitohoyio 611 dev givar capEG av TO TPOCPEPOPEVO TECT EKTEAsitan ot defypata
olEhov 7 pwikov emypiopatog, dedopévou kat to 6Tt To B0 180T dwetibeton Kat pe
EKTEAEON O  POQaPLYYIKO deiypa, dev  mopéxovtar odnyieg xpriong Tov
TPOCPEPOIEVOD TEGT OTA EAANVIKG, Sev eivar TPOPVES av 1) cuvnpupévn a&lohdynon
(M mpoavapepdpevn perétn — avdivon) €xel yiver oe gopéa g EE kot n oyxetuch

eWWKOTNTO TOV TPOCPEPOUEVOL Te0T eivan pikpdtepn and 99%, aveldptnro and tov



TOMO  ToV  oYETKOV  deiypatog, katd mapdfacn TOV  avTioTOROV TEXVIKGOV
npoduypapdv g npdokinong (Br. mep. 2, 6 kot 9 tov IMapaptipatog T g
npockinong), 5) [E], pe m vopuun ertodoyia 61t dev mapéyovrar odnyieg xpHiong tov
TPOcPeEPOUEVOL TE0T oTa EAANVIKG Kat dev eival TpoQaveg av 1) CUVUUEVN GYETIKN
a&ordynon (n mpoavapepdpevn peAftn — avaivon) éxet yiver o gopéa g EE ovte
napéyetar avaivon gvaobnoiog oe cuykpon pe avtiotoyo teot PCR otov 330
KUKAO, Kotd mapdfacn Tov avtioToymv TEXVIKGOV TPodrypagdy TG TpOcKANoNS
(PA. mep. 6 xau 9 Tov MMapaptmipatog ZT g péokAinong), 6) [ET], pe ™ vopupun
atoroyion 6Tt dev mapéxoviar 0dnyieg YPAONG TOV TPOCPEPOUEVOV TECT OTO
EMnvikd kot dev eivar mpopavég av 1 cvuvnuuévn oyetikny afordymon (n
npoava@epduevn perétn — avaivon) €xet yiver oe gopéa ¢ EE olte mupéyetan
avalvon evacOnoiag twv 160t o cuykplon pe avtiotoyo tect PCR otov 330
KUKAO, Katd mopdfacn tov avticToymy TEXVIKOV Tpodlaypa@®V e TpOcKANOTS
(PA. mep. 6 xan 9 tov INapaptpatog XT” g npdokinong), g 7) [Z], pe ™ vopun
arroroyie 0T and TG oYeTKEG PEAETEG- avolDoELS amodeucviETal EBIKOTNTA TOV
npocPepopevoy teoT povo ot 185 detypata (6t 200 mov amaitovv o TEXVIKEG
npoduypapés) kat evarctnoia oe 30 deiypoata (ot 100 OV OAITOVY O1 TEYVIKEG
TpodwypaPés) Kat® amd tov 30° kKo, Katd Topdfacn TOV avTioTO®Y TEXVIKOV
npodwypapdv g mpdokinong (Pr. mep. 9 tov Ilapaptipatog ET ™ g
npdokAnong), 8) [H], pe m vopun artoroyic 611 ot oxetch) perén - avalvon £xet
xpnoporomBel pikpog apopdg derypdrov (0xt 200 kar 100 mov anatody ot TexVIKES
npoduypaés, PA. avotépw) ko dev mapéyetar avaivon svacbnoiog o cvykpion
pe avtiotoryo teot PCR otov 330 kikho, katd napdPacn Tmv avtioTtoyov TexVIKOV
npoduypadv g mpoéokinong (BA. mep. 9 tov Ilopaptipatog ET g
npdokinong), 9) [O], pe ™ vopun ctwoloyio 611 dev mapéyovtar odnyisg xprioms
TOL TPOCPEPOHEVOL TE0T oTar EMANVIKG, dev mapéyetar oyetikn perétn — avdivon oe
popéa g EE kot and ™ pelét nov mpookopiletal mpokdntel oyetiky edudnro
0V TPOCPEPOUEVOL TECT pKpOTEPN and 99%, katd mopdPoaocn TV avtictormy
TEQVIKOV Tpodraypapdv g pdokinons (PA. mep. 6 kar 9 tov INapaptipatog T
g mpdoxinong), 10) [I], pe ™ voppm amodoyie 611 1 oxetkn afordynon
(nerém-avaivon) £xel yiver oty Kiva, kat, emopévag, 6yt and (og) popéa g EE,
Kot dev mopEYETUL AVAADOT EVUIOONGING TOV TPOGPEPOREVOL TEGT GE GUYKPIOT ME
avtictoryo teot PCR otov 330 kdkho, katd mapdfacn 1oV aviictoywyv texvikdv

npoduypapdv g wpookinong (BA. mep. 9 tov Iepoptiuatog ET g



npockinong), 11) [IB], pe ™ voppun artoroyia 6t dev mapéyovrar odnyieg xpHong
T0V TPOcPEPOUEVOL TE0T oto. EAANVIKG Kot 6Tt 1 OXETIKN HEASTN TOPEYETUL PE TIG
odnyiec xpnong, pe cuvérew va unv eivar Tpo@aveis ot texvikég g, kKatd mopdoaon
TV avtictoywy TexvViKdV mpoduypapdv g mpodokinons (PA. mep. 6 ko 9 tov
[Mapapmipatog XT g mpdoxinong).12) [IA], pe tq vopupun atoroyie 611 dev
napéyovial odnyieg ¥pNomNg Tov TPOcPEPOuEVOL TeoT ota EAMAnvikd kot 611 dev
TOPEXETOL OYETIKT HEAETN a&loAdyNoNG, Katd TapdPfacn TV avTicToymy TEXVIKOV
npoduypapdv g mpdokinong (Pr. mep. 6 kar 9 tov Iapapripatog ET g
npdokinong),13) [IE], pe m vopun artoroyio 61t dev mapéxetal oxetiky HeALTn
afordmong, katd mapdPacn NG AVTIOTOYNG TEXVIKAG MPOSWYPOONS NG
npéoxkinong (PA. nep. 9 tov MMapapmipatog T  me npdokinong), 14) [IZT], pe ™
vopun otodoyio OTL ava@EPETAL MG TO TPOCPEPOUEVO TECT EKTEAEiTUl OF
pvoapuyywkd detypa [Oxt o deiypata oiéhov N pwvikod emyypicpotog], 6Tt dev
apExovior anAés odnyieg YpNoNg Tov TPOSPePOUEVOL TE0T ote EAMNviKG kot 611
OYETIKY] pEAETN a&oAoynons agopd oe pvogapuyyikd deiypata kol ¢° autn £xet
petpnbel n evacbnoia Tov TPooPepopEVOL TEGT o€ 97 SelypaTa Kol TPOKVTTEL
oyxetikn ewwdémre avtov 98.95%, katd mapdfacn Tev aviictoymv TEXVIKOV
mpodwypapdv g mpodokinong (Pr. mep. 2, 6 ko 9 tov TMapaptiuatog T g
npéokinong. H mep. 9 opilet 611 otn oxetuch peré npénet va £xovv ypnoiporomel
tovAdyotov 100 Oetikd deiypata péypr tov 33° wdkho kot tovAdywotov 200
apvnuikd Sefypate koar OTL M OYeTIKN eWKOTNTO. TOL TECT TMPEMEL vo eivan
tovhdyotov 99%), 15) [IZ], pe ™ vopyun outworoyia 611 n perén afordynong yu
mv evawotnoia Tov Tpocepduevov teot Paciletoan oe pkpd delypa (70 deiypata)
Kat yw v ewwdmta eniong oe pkpd Oeiypo (92 delypota), evd 1 GYETIKA
eWIKOTTA TOV 10T eivar yapmii (97.8%), chpgova pe ™ oyetuk peAET mov £xet
emovvoelel, ou howmég de oyetikés avardoels mov mpooxopilovion agevdg dev
a@opolv oTnv gvaictnoio Kat TV e181KOTNTA TOL TECT KoL APETEPOL EYOLV YIVEL OTO
Hvopévo Baoiiewo, ftor oe gopéo ektog EE, xatd moapdfaon tov avtictorymv
TEVIKOV TTpoduypapdv e mpdokinong (PA. mep. 9 tov [lapapmpatog T g
npdokinone, mov opiler 6t 0N OYETIKN HEALTN TPEmEL va £x0vV ypnotonomel
tovhdywotov 100 Oetikd deiypata péypr tov 33° kdkho xar tovAdywotov 200
apynukd Selypata ko 6Tt M OYETIKA €WKOTNTA TOL TECT TMPEMEL Vo Eival
tovAdyotov 99%).16) [IH], pe ™ vopun artioroyio 6T1 Topéxetan GYETIK HEAETN
aklohdynong mov avagépet éva. test SIENNA, o 8e apiBpoi derypdtov g perémg,
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OTOVG OMOoioVg £xovv yivel o TeOT etvan pukpoi (Aydtepo amd 100 xor 200 mwov
npoPrémovy o1 TeYVIKEG TPoduaypagés), Katd mapafacn tov avticTtoyev TeEXVIKOV
apoduypagdv g mpdokinong (Pr. mep. 9 tov [lapaptipatog XET" 1ng
npdorinong), 17) [10], pe ™ vopun arrwohoyia 61t dev mapéyoviat odnyieg ypnong
0V TPOCPEPOUEVOL Te0T ota EAANVIKG, Katd mapdfacn ¢ avtiotouymns Texvikng
npodiaypapng e npdokinong (PA. mep. 6 tov IMapaptipatog ZT e Tpdokinong),
18) [K], pe ™ vopyn amwodoyin 6t dev mopéyoviar odnyieg ypfiong Tov
npoopepdpevoy te0t ote EMnvikd, xatd mapdPacn g avtictoyme teXVIKNG
npodypapng g npdckinong (BA. mep. 6 tov apaptipatog T ng npdokineng),
19) [KA], pe ™ voppn atoroyin O0tL dev mopéxoviar odnyieg yprong Tov
TPOCPEPOUEVOV TECT OTOL EAANVIKG Kot Sev £ivaL TPOPAVESG AV 1] GUVIUUEVT GYETIKT
pedétn adohoynong €yl yiver oe @opéa g EE oUte mapéyetor avdivon
gvaobnoiag Tov te0t o ohykpion pe avtiotoyyo teot PCR otov 330 kdkho, katd
nopafacn TV avTioToywy TEXVIKOV Tpodypapdv g dtukipuéng (PA. mep. 6 kot
9 tov lapaptipatog T g mpdokinong), 20) [KI'], pe m voppun artioroyio 61Ti N
cuvnuuévn oxetky] peAftn afloddynong dev €xer yiver oe @opéa g EE ovte
napéyetal avéivon evatcnoiog Tov 180T oe cOykpion pe avtiotoyo teot PCR otov
330 wOxho, katd moapdPoon tov avtictoywv TEXVIKOV TPOSWYPAPDOV TNG
Swxnpvéng (Pr. mep. 9 tov Tapaptiparog T g npdoxineng), 21) [KE], pe m
VO artoloyic 0Tt TO TPOCPEPOUEVO TECT EKTEAEITUL GE PVOPAPLYYIKE delypata,
Kai, emopévmg Oyt o deiypata oiélov 1 pwvikod emyypiopatos, 611 otig 0d1yieg
XPNONG TOV TECT UVAPEPETAL O DWOPACHOG pLOOTIKOD SLHADHATOC, HE CUVETEL
Vo pnv eivol QKT 1 oTopky) Tov Yphomn and un emayyehpoatio vyelog yopig
XEWPIoROVG S1potpacpov SwAvpdtov, 6Tt | oxetikny perém aohdynong éxet yivel
Ge PVOQUPLYYIKG delypata, 6TL N oxeTch gvatotnoia tov teot Eyet petpndei oe 97
povo deiypato kor 6TL 1 oxeTK £W8KOTNTA TOL eival pikpdtepn and 98,95%, katd
Tapafacn 1OV avTicToy®Y TEXVIKOV Tpodiaypapdv g mpdckinong (BA. nep. 2, 5,
6 xa1 9 tov Mapaptipatog T g mpdokinong. H mep. 9 opilel 6Tt ot oyetich
pelétn mpéner vo. xovv ypnoonomOei tovidyotov 100 Oetikd detypato péypt Tov
33° xiKho kat TovAdyoTov 200 apvnrikd Setypata kot 4TL N GYETIKH EWBIKOTNTA TOV
te0T mpénel va. eivar TovAdyiotov 99%), 22) [KET], pe ™ vouun artwoloyio 6t n
peAéTn aSlohdymong Tov mPocPepOHEVOL TEOT £xEl eKteleotel oto [lexivo, ko,
emopévog, Oyt oe @oped g EE, katd mopdPoon g avriotoymg texvikig
npodiaypaghg g mpdokinong (PA. mep. 9 tov Iapapmpatog XT mg mpdokinong),
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23) [KZ], pe ™ vOpun ortoloyioe OTL QvAQEPETHL OGS TO TPOSPEPOUEVO TECT
EKTEALITAL OF PVOQUPLYYIKA/CTOHOTOPUPVYYIKG OElypata, KOl EMOPEVMS Ol OF
deiypata oéhov N pvikol emyPiopaTog, OTL dev TAPEYOVTUL OONYIEG YPNOTG TOL
TPOCPEPOLEVOL Te0T ot EMvikd kot 61t Sev mapéxetar OYETIKN  HEAETN
aflohdynong, kotd mapdfacn TOV  OVTICTOWMV TEVIKOV TPOSIypapdV NG
npdoxinone (PA. mep. 2, 6 ka1 9 tov [Mopapriparog T g mpdokinong), 24) [KH],
pe ™ vouuyn awworoyio 6tTL 1 cuvmppévn oxetik perftn afohdymong dev eivan
npopaveg av £xel yivel oe gopéa g EE olte mapéxetan avaivon gvaictnciog tov
10T 68 ovykpion pe avtiotoyo teot PCR otov 330 kvkho, katd mapdPoaon twv
avTioTo®V TEXVIKGOY Tpodaypapdv g tpdokinons (PA. mep. 9 tov Iapaptipatog
LT g mpéokinong), 25) [K®], pe ) vopyun artworoyio 6T otig 0dnyieg ypriong
TOV TECT OVAPEPETAL O SWUOPACHOS PLOGTIKOD SWADHATOG, HE CUVERELL VOl PV
eival EQIKTA M GTOWIKA TOL XpRon ond pn erayyehpatio VYElng yopPic YEPLGHONS
Sapolpacpod dkvpdtov, 6t dev mapéyoviar 0dnyieg YPoNG TOV TPOCPEPOUEVOV
180T oto. EMnvikd, 6t i oxetuc perét a&ordynong dev eivor mpopaveg av €xet
yiver og gopéa e EE ovte mapéystar avdaivon svaicbnoiag tov teot oe cUYKpIon
pe avtiotoryo teat PCR otov 330 kdKho, 1 de edikétnra tov te0t eivar 97,8%, katd
TapaPacn TOV avtioToy®V TEXVIKOV Tpodwypapdv g npoéokinong (PA. mep. 5, 6
kat 9 tov TMapaptipatog ET g npdoxinong. H mep. 9 opiler 611 ot opetikn
perétn mpémet vo. £xovv ypnooromBei tovidyistov 100 Betikd detypata puéypt tov
33° kbxho kot tovidyotov 200 apvnikd Seiypata Kot 0Tt 1| GXETIKY E101KOTNTO TOV
180T Tpénel va sivar Tovddyiotov 99%), kat 26) [AA], pe ) vouun aitoroyio dtin
oyetikn peAétn aordynong éxet yiver omy Kiva, ko, emopévag, 0xt oe @opéa g
EE, ka1 611 dev mapéyetor avdivon evachnoiag Tov 1€0T 68 6OYKpLon pe avtictoyo
teotr PCR otov 330 «kOkho, xatd mapdfoacn tov aviiotoywv TEVIKOV
npodlaypapdv g dxfApvéne (BA. tep. 9 Tov IMopapthpatog T g Tpdokinong).

) Kpinkav napadextés o texvikég npoopopés tov [KA], [KB], [IA], [IT7] [A],
pe v ariohoyioe OtL avTég MANPOVV TIG TEXVIKEG TPOSWYPAPEG TG TPOCKANOIG,
edikd 8¢ avtég Tav tecopov (4) tedevtainv e TNV AITIOAOYNUEVT TEXVIKT) Kpion
6t dev mapéyetar pev avaivon evactnciug TV TPOCPEPOPEVHV TECT GE GUYKPIOT
pe avtiotoyo teot PCR otov 330 k0klo, OpOG amd TOV OVEADTIKG TivoKe TGV
OMOTEAEOUATOV TG OYETKAG peATng afoddynong ava acbevn tekpaipetar Ot
mAnpodviar ot oyeTikég texVikEg mpodwrypapés (BA. mep. 9 tov INapaptipatog XT
™M¢ MPOGKANGNG), Kot THY EMONHHAVOT OTL Ot 0dNYiES XPAONG TOV TPOSPEPOUEVOV
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TECT MPEMEL QPEVOS VA TOPEYOVTIAL KOl GE CUVIOUT KoL KATAvonty Hopen (m.y.
EIKOVOYPAPNHUEVEG) Kot GPETEPOV va cuvodevovv KkGbe Eva Eexwpiotd mpog
npopndewr dryvootikd teot, dNradn va unv vadpyet povo éva (1) avtiypagd toug
avd kabe ovokevaocio (kovti) tov teot. To Khpdxwo, dlmote, dwmotdver
OYETIKDOG OTL OTIG TEXVIKEG TPodypaés g mpdokinong dev meptapfavotay n
VIOYPEMOT 0L 0ONYIES YPNONG TV TPOCPEPOUEVMOV TECT VO TALPEYOVTUL VG LTOLIKN
ovokevaoio kabe 10T, OTL N évvoln NG anAdtnTag Twv odnyudv dev eéedikevdtay
TEPUITEP® OTIG TEXVIKEG AVTEG TPOSILYPAPES, Tapd HOVO pe TNV avagopd ot drapén
swovidimv, yopig dpmg va npocdopilovtat to £idog, N modTNTA Kot 1) TOGOHTNTE TOLG
(PA. mep. 6 tov TMapapripatog XT g mpdorkinong), kar 6TL 6T 0d1yieg ypPNoNS
TOV TECT MOV TPOCEPEPAY 01 G v Ttéooepels (4) etapeieg mepthapPdavovtot Tpia
(3) ewovida mov apopodv 6T GLALOYN TOV SelyHdTOV PWVIKOD ERLYPICHOTOC, OTO
onoioe ta. teot autd exktelovviar. To Khwdkio emonpaiver, emiong 6t to and
26.1.2021 €yypago tov Ymovpyeiov g Avotpiag otov Topéa g Yyeiag, pe to
onoilo smrpénetat 1, katd napékkion tov dwdikacidv e Odnyiag 98/79/EK tov
Evponaikod KowoPoviiov kat tov Zvpfoviiov yww v motonoinon pe CE twv
W0 TPOTEYVOLOYIKGOV TIPpoidvTmV in Vitro mpog kukhogopio. tovg otnv ayopd g EE
(BA. apBpo 9 map. 12 g Odnyiag), 14Heon-kKukAo@opio. TOL TPOSPEPOLEVOL Urd TIG
téooepelg TedevTaieg eTapeieg 60T WG CVTOSWYVOGTIKOD EWIKA 0TV AVOTPIOKN
Emkpdrew, ko n and 10.3.2021 andégaon tov Yrovpyeiov Yyeiog g Toeyiog yio
mv oOpowr kot mopékkAon Sudbeon kot Aswwovpyi tov idov TEOT ©C
avtodwyvootikod oty Togyw) Emkpdtew, mov mpookopcay ot técoepei (4)
avtég etapeieg (n [KB] pévo myv togyiky) and@aon) mg oToeio Tmv TEYVIKGOV T0VG
TPOCPOPAY, TPOG EKTANP®ON NG TEXVIKAG Tpodypagic g mep. 9 tov
[apaptipoatog ET" g avotépo tpéokinong v arddeltn mg Kataydpiong tmv
TPOCPEPOUEVOV TECT MG CVTOJAYVOCTIKOV OF OXETIK Alota apuodiov @opéo
aMov kpatovg pélovg g EE, sivan arlodand dnpdow Eyypaoa, Kai, EOpEVEG,
énpene va Qépovv v emonpeioon g LopPaocns g Xayng (APOSTILLE), oty
omoio £youvv Tpocympnoetl T6co N Avotpio 6oo kot 1 Toeyia, yo va arodekvietal
yvnowdmta toug (PA. apbpa 3, 4 xar 5 tov v. 1497 g 26/27.11.1984 «Kdpwon
ZopPaong mov katapyel v vroypémon emkipwons tov ahlodandv Snpéciov
eyypaowvy, A’ 108) chppmva pe to apbpo 1.6.5 tng npdokinons. Ev tovroig n
mANppéds oot dev eival, £V TPOKEWEV®, 0VoUbdNG, kuboTL To Khpdkio neifston

YW 1 YVHOIOTNTIA TOV EYYPAP®V avT®V, apevog amd To yeyovog 0Tt | yvnolotnia
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TPOCKOMGHEVTOV QOTOAVTIYPAY®MV TOUG OE OYECT] HE TO MPOTOTUMO CLTOV EYEL
motomowmBei, g1dkd oto mhaicwo tov tpocpopdv g [IA], g [II'] kar g [KB]
(ov televtoia TEPITTOON HOVO ©G TTPOG TNV MG AV TOEYIKN amdPAcT)) HE TNV
VIOYPAPT) AVTICTOY®V SIKNYOPMV, Kot AQETEPOL and TO YeYovog 0Tt eivar akpidg
0V 1Biov TEPEYOUEVOL, Exouv £kdOBEL amd to b dpyava Ekdoong Kot PEPOVV TIG
01 VoY POPES, TAPOTL EXOVV TPOCKOMIOTEL and Téooepels (4) dwpopetikés (3 otnv
nepintoon ™G toeyKng andeaocng), aviayoviotpieg ot Swdwkacia avabeong
etapeieg.

d) AvaxknpOybnkav mpocwpwvoi peoddtes, apod kpidnkav mopadektéc ot
OIKOVOHIKES TOVG TPOoPopéc, 1) N [KA] yua tqv mpopnbera 1.900.000 teot, mov avti
TPOCEPEPE, OvTL TPOoPepPOpeEVNS TNG 4 eupd ava teot, kar 7.600.000,00 gvpd
ocvvolikd, ii) i [KB] yw tyv mpopifei 2.500.000 teot, avti TpocpepOpevns TG
2,29 gupd ava teot kat 5.725.000,00 evpd cvvohkd, iii) 1 [IA] yw v npopnfew
1.000.000 teot, avti mpoopepouevnc tiung 3,45 gvpd ava teot kot 3.450.000,00
eupd ocvvolikd, iv) N [II'] yiw v wpounBewe 1.000.000 teot, avii mpocpepduevng
nung 3,30 evpd ava teot kar 3.300.000,00 gvpd cvvohikd, kar v) n [A] yw v
apopnBewr 3.000.000 teot, pe mpooeepdpevn tyn 3,36 gvpd avd TEOT Kai
10.080.000,00 gvp®d cuvolKa.

8. Zmv oavotépo amdQuom TPOCMOPIVIG KATAKVPMONG KPIVOVIoL ¢
CUUQEPOVOES OL AVOTEPM TIEG HOVAdAG, PE TIG OToieg KaTaKvpdOnKay 1o avoTépm
TPOG TPOUNBELX TECT, PE TV AUTIOAOYiN OTL AVTEG Eivar evTdg NG Tpobmoloyiobeicog
damavng (40.000.000 gvpd avdinym onpooctovopikng vroxpémong + 10.000.000
1e0T = 4 gupd avd teot, PA. kor Spowr artwoloyin otV KATOTEP® andeaon
oploTikfg KotakOpwong s npopndewg). H atoloyia de avth cvprdinpdvetat
apevog pe to 11935/29.3.2021 éyypago tov g dve I'evikod [Mpappatéa, mov
AVOQEPEL OXETIKDOG OTL 01 TWEG aUTEG Kpivovianl oLU@EPOVOES, KaBOTL Kotd TNV
avotépom  Swdkacia avabeong avartiybnke emapkic avitayoviopods (pe
ovppetoyn 31 owovopkdv @Qopéwv), Mrav avaykaic T katd to Svvatdv
copnipmon tov aptBpod tov ntodpevev teot (Eng 10.000.000 tepdyn) adid kat
N Gueon mapddoon] tovg (evrodg 7 NUEPDOV amd TV LROYPAPT TOV CVUPACE®V), Kal
agetépov pe 1o 55/29.3.2021 éyypago tov Ymovpyod Emkpateiag, mov avagépel
OYETIKOG OTL TVYOV KaBuotEépnon otnv oAoKApmoN TG TPOURDES TOV AVOTEP®D
10T Qo opawe aPevog Tov Kivouvo g Hn mapddootg TOvg, Kot GPETEPOL TNV

YEOUETPIKY aOENON TG TNG TOVG, COUPOVE [E TO CYETIKA TPOPAERTIKG HOVTELLL,
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ka0oTL pe andivtn PePadtnra emikertar evidg oV emdpevov efdopddov okinpdg
EUTOPIKOS avTaYOVISHOS Hetald Ohmv Tmv Kpatdv peddv ™ E.E alld kot diiov
KPAT@OV Y1t TNV TPOUiOEr TGOV TOV TECT EVOYEL TMV PEYAAOV TTPOpUNDELdY TETOWOV
10T OT15 onoieg T Kpdtn avtd B Tpofodv TPOKEWEVOL VL OVIIUETORICOVY TO
TETOPTO GPOoOPO KOpA TG mavdnuiag Tov kopwvoiod SARS-CoV-2 (Covid-19), and
10 omoio NoN doxpdlovran (avapépeton OTL eWKbg ot [eppavia, 6mov T te0T
avtd Swtibetat evpéwe oTo EUIOPLO, NON TapaTHPOVLVTUL EAAEIYELS TOVG).

9. Me v 11914/29.3.2021 andgaon tov idov og ave ['evikov ['pappatéa,
mov £hafe vmoéym to 3/29.3.2021 mpoktké g Emurpomig Amocepdayiong,
Awvépyewns ko Tloootwkng TMapadaPic e Swdwaoiog mepli ehéyyov g
TAnpoTTOC, 0pBO™TAS KAl VOHIOTNTOS TOV SIKAOAOYNTIKOV KATAKVPWOONG OV
vrEfoAoV Ol aVOTEP® TPOCWPIVES HEWOOTPIEG eTaupeieg kol avoptibnke otov
ototono tov Ipoypappatog AIAYT'EIA otig 29.3.2021 ko dpa 04:21:08 (AAA:
QEQY46MTAB-YPII), xatakvupdbnke 6” avTég OPIOTIKE, COUPOVA PE TI AVOTEP®
TPOGPOPES TOVG, N Tpopbew TV avetépom aviictoymy yur kabepin eddv (1e0T).
AxohovBog de cvvtdybnkav kot ta avtiotoya ereyydueva oyédia copPaons petaty
m¢ levicng Dpappateiog TMoitwig Tpootaciag kot kabepids and 115 avadoyovg
UTEG ETAPELEG.

10. Ta ¢ dvo de katakvpmbévia Tayée dyvmotikd tov kopwvoiod SARS-
CoV-2 teot pe 1 OSwdwacia tov self-testing (avtogAfyyov-avtodidyvmong)
dvvavtor va StateBovv (010 eumdpio) Kat va xpnoponomBoty eviog Tov edaovg TG
EMnvicig Emikpdteing @¢ avtodwyvootikd, dnhadn mpog yphon omd amhoig
XPNOTES KoL OxL HOVO amd £101K0VG emaryyeApaties vyelag, wrpoteyvoloykd npoidva
in vitro, kat’ e@appoyn g map. 12 tov Gpbpov 9 ™mg AY88/01.3607/892/2001
Kowng Ymovpyurg Andéeacng «Evappévion mg EMnvikig NopoBeoiag mpog v
Odnyia 98/79/EK tov Evponaikod KowoPoviiov kot tov ZvpBoviiov g 27ng
OxtoPpiov 1998 yw ta in vitro SyvooTikd atpoteyvoroyikd mpoidviay (B’
1060/10.8.2001), dnhadn katd napékkiion g Kavovikig dwudikaciog motonoinong
tovg pe CE, mov mpoPiénetan oto apbpo 9 map. 1-4 g avotépn K.Y.A ka g
avotépo Odnylag, pe okomd v mpootacio ™G vysiog, kKabOTL TANPOLY TOULG
edIKOTEPOVG Opovg Kot tpolmobécels epappoyng ™g ddtaing g map. 12 tov
apbpov 9 mg g wg dve K.Y.A, énwg éxovv tebel pe to dpbpo 2 tov v. 4790/2021
«Kateneiyovoeg pvBuioeig yuo v zmpootacio g dnuodowg vysiag amd TG
ouvveyidpeveg ovvéneleg g mavdnuiog tov kopwvoiov COVID-19, my avartuén,
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TNV KOWWMVIKH TPOOTAcic Kol TV emavalerrovpyion tov dwaotnpiov kot diia
Inrfpatar (A 48/31.3.2021), 1o omoio pépet Tov titho «Adfeon avtodyveoTikig
doxuaciag eréyyov g voonong and kopwvoid COVID-19» kar opilet 6t «l.
Epdcov eEakolovBel va voiotatat Guecog kivouvog and t d1omopd 1ov Kopwvoiol
COVID- 19 kot oe kGbe mepintmon o népav ™¢ 30nc.6.2021, dwvépeton pe
kpatiky] pépyva oe ke kdtoxo ApBpod Mntpdov Kowwvikig Acediiong
(AMKA), ntpoowpivo AMKA 1 [Tpocwpivod ApiBpod Acpdahiong kot Yysiovopiknig
[epibaiyng AMhodamov, pio avtodyveotikh Sokpacio eAéyyov g voéonong and
kopavoid COVID-19 avd efdopada, n omoio mpoopileton yu atopikn ypion xmpig
avdykn dievépyelds g and emayyelpatieg vyeiag. 2. o Tnv viomoinon tov ckomow
me map. 1 emrpémetoan 1 Sdbeon mpoidviov g map. 1 pe kabeotdg katd
napékkion éykpong duabeong kat évaping ypriong amd tov Ebviké Opyaviopd
Gopuikev (E.0.0.) q and apuddue apyfy dhhov kparovg péhovg g E.E. yw
gmraktcovg Adyovg mpootaciog g dnudowg vyeiag, NToL TPOG TEPLOPICUO NG
dwonopds g mavdnuiog, vad TG akdlovbeg mpobmobicelg mov mpémer vo
mAnpodvial cwpevtikd: o) O Kataokevaotng £xel AdPet eid1kn 1 Kotd mopékkion
éykpion Sdbeong kan Evaping ¥PNoNg Tovg WG VTOSIYVHOSTIKOY 6TV oyopd (...)
and v apudde apyf ahhov kpatoug pérovg g EE, epdoov to ev Aoym kpditog
péhog €xer Beomioer avtiotoyeg mpodwaypagés, B) or mAnpogopieg ot 0dnyieg
YPACEMS TOV TPOTOVTOG TAPEYOVTOL OTNV EAMNVIKT YADOoR pe €OANTTO Kat GoQr
tpomo, y) dev dwtiBeton omv EAMVIKY ayopd avtictoyo mPoidv To omoio va
Swbéter v amartodpevn ofuavon CE wg avtodyvootikd 1 1o Swtibépeva g
v mpoidvia pe ™ ofpavon CE dev emapkodv yio v KGAvym TV avoykov g
eMnvikig ayopdg. (...)». Todto de, SOTL apedtepa To Taxée SyVOOTIKA TOL
xopwvoiod SARS-CoV-2 teot pe 1 dwdwacia tov self-testing (avtoerfyyov-
auTodiyveong) Tov Katakvupdinkay, dnAad avtd TG KUTUoKEVACTPING ETAPEing
[AB], mov mpocépepe N [KA] kat g KatakvupdOnke, kot 0vtd TG KOTACKEVATTPIOG
gtapeioag [AI'], mov mpoofgepav ov [KB], [IA], [IIT xar [A] o tovg
katakvpdOnke: o) Eyovuv MaPer £ykpion katd mapékkion Swibeong kar Evapdng
APAONG TOVG MG VTOSYVOOTIKOV otV ayopd amd apuoédia Apyf GAlov KpaTovg
pédovg e E.E, agod 1o teot mg [AB] mepiapfhvetor otn oxetn Aota tov
Bundesinstitut fiir Arzneimittel und Medizinprodukte, dniadn tov Opocmovdiakon
Ivotitovton @appdkov kot lotpikav poidviwv g Iepuaviag, m omoia eivor

dnpootevpévn omy NAEKTPOVIKT drevbuvon
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https://www.bfarm.de/DE/Medizinprodukte/Antigentests/_node.html,  andéonacud

mg O¢ mpookopiotnke Kot amd v avadoxo [KA] g otoyeio g texvikng g
npoopopds. Emiong ko to 180T g [AI'] éxer MdPer tv avortépo Eykpion kotd
napékkAion Swibeong kat Evapéng ypfong pe 1o amd 26.1.2021 €yypago tov
Ynovpyeiov tng Avotpiag otov Topéa g Yyeiog xat pe v and 10.3.2021 andgaon
tov Yrovpyeiov Yyeiag tng Toeylag, mov mpookopiomkay and tig avadoyovs, [KB],
[TA], [IT'] ko [A] wg otoyeio tov TeQVIKOY TOVG TPosPopdv (Br. avotépo). B) Xto
mhaiclo g avoTépm TeXVIKNg adordymong kpibnke 6Tl ta teoT ovTd £xouv amhéc
odnyieg xpriong oty EMnvuc yAdooa. ¥) Katd 1o yvootd oto Khpdkio, 1660 and
10 TEPMApPUVOLEVE GTOVG PUKELOVG TNG EAEYYOMEVIS PO Bewng oyeTikd oTotyein
TOV TEYVIKOV TPOCPOPHV TOV avVOTEP® avadOX®mV ETAPELDY, 0G0 Kot and TNV ard
17.3.2021 teyvucn £kBeom tov Evponaikov Kévipov [1pdinyng ko EAEyyov Nocwv
(ECDC), pe titho «Considerations on the use of self-tests for COVID-19 in the
EU/EEA» (https://www.ecdc.europa.eu/en/publications-data/considerations-use-self-
tests-covid-19-eueea), ovte 1o kataxvpwBévia 00te omowdimote GAAa Opow
dyvootikd teot Egovv AdPer motonoinon CE yu xukho@opia evtds g ayopds T
EE, ka1, emopévag, kat evtdg g EAMGSG, i¢ auTtodyvooTiKG TECT, COUEOVO HE
™ Swdikacia mov npofrénetar oto dpbpo 9 mg avotépo K.Y.A kot tg avatépm
Odnyiac.

11. Me dedopéva avtd kot v 11917/29.3.2021 BePaiwon tov I'svikod
pappatéa IMolrwknie I[lpootaciag Ot dev €xouv aoknBel ovte exkpepovv
TPOSIKACTIKEG TPOSPUYEG evidmov g Apyng E&étaong [poducaotikdv IMTpocpuydv
(AEII) 7 évdika Ponbnupate (aithoelg avaoTtolM|g Kol OKDPOCEMS) KoTh TV
npdlenv mg avotépe dwudikaciog avabeong, to Kipdkio kpiver 611 dev koldeton

VIOYpaPT TV EAeYXOUEVOV oYEdimV cOuPaong.

I Tovg Loyoug avtovg
Anogaiveton 6tL 6ev KoAdeTal N vmoypagn twv  gheyyopévov mévie (5)
oyediov ovpPaong yu ™mv mpopndewr and v leviky [pappateio TTolticig
[Ipootaciag tov Ymovpysiov Ilpootaciag tov [loAitn evvéa exatoppvpiov
tetpakociov ddov (9.400.000) tayfov dyvootikd@y tov Kopwvoiod SARS-
CoV-2 teot pe ) Swdwcacia tov self-testing (awtoehéyyov-avtodidyvmong, katd T

avapepOUEVa. EWBIKOTEPD GTO OKETTIKG NG TopovoT|C.
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H ITPOEAPOZX O EIZHI'HTHE ITAPEAPOX
AEZIIOINA KABBAAIA KONEXTANTAPA  AGANAZXIOL KAPAKOIAAX







