EBponeiicka komucusa - CbobueHmne 3a meguure
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KoMucuaTta ykpensa MexaHu3Ma 3a Npo3pavyHOCT U usgaBaHe Ha
pa3pewieHns 3a MU3HOC Ha BaKCMHu cpewy COVID-19

Bprokcen, 24 mapt 2021 r.

[OHec EBponelickata KOMUCMA BbBeae NMPUHLUAMUTE Ha PELUMNPOYHOCT U NPOMOPLMOHANHOCT KaTO HOBU
KpuTepuun, Kouto Tpsabea Aa ce B3emaT nNpeaBua Npw paspelleHne Ha M3HOC B paMKUTE Ha MeXaHu3Ma
3a NPO3payHOCT M U34aBaHe Ha pa3pelleHns 3a M3HOC Ha BakCUHK cpewy COVID-19. Tasm cucrtema

3Ha4YMTENHO NoAo6pu Npo3payYHOCTTa Ha M3Hoca. He3aBMCMMO OT TOBa BCe OLWle HE e NOoCTUrHaTa uenTa
[a ce rapaHTMpa HaBpeMeHeH AO0CTbIM OT CTpaHa Ha rpaxaaHute Ha EC go BakcuHu cpewy COVID-19.

MNpencenatensat Ha EBponeiickaTta komucusa Ypcyna ¢poH paep Jlamnen, 3aaBu: EC e rop4d, 4e Ha
TepuTopusTa My paboTaT Mpou3BOANTENIN HA BAKCUHU, KOUTO v 4OCTaBST HE CaMO Ha rpaxaaHuTte Ha
EC, HO n rn u3HacsT rno ceeta. Boripeku 4ye HawuTe AbpXXaBu Y/1EHKW ca U3NpasBeHu rnpea tperarta
BbJIHa Ha NaHAeEMUATa U He BCUYKUN APYXKECTBA U3MNbJIHABAT JoroBopute cu, EC e eANHCTBEHUSAT
OCHOBeEH rpounssoanTesn ot ONCP, KouTo npoAb/iXKaBa Aa U3HACs B rojemu obemu BakKCUHU 3a peanua
Abpxxasu. Ho To3um npouyec Tpsibsa Aa e AByrnoco4vyeH. ETo 3aujo EBporneiickata KOMUCHUS L€ BKTIOYMN
MpUHUNNIUTE Ha PELMNTTPOYHOCT MU MPOrNopLNOHAIHOCT B CbLYECTBYBaLNsa MexaHn3bM Ha EC 3a
nsgasaHe Ha paspewerHns. EC nma 4yyqecHo noptghosino ot pasinyHu BaKCUHU U HNE OCUTYpPUXME
rnoseye OT 4OCTaTb4YHO A03u 3a L51/10TO HaceseHne. Ho Hune TpsibBa Aa rapaHTupame CBOEBPEMEHHU U
A0CTarb4YHU AOCTaBKN Ha BaKCUHU 3a rpaxgaHute Ha EC. Bceku geH e OT 3HadyeHue.

KbM no-rosisiMma npo3pavyHOCT, peLuMnpoyYHOCT U NPONOPLMUOHANIHOCT

C HOBMS perfamMeHT ce BbBexaaT ABe NPOMEHU B CbLLECTBYBaLLUNA MeXaHU3bM. [bpBO, OCBEH
Bb34AENCTBMETO Ha NJIaHUpPaAHUSA U3HOC BbPXY U3MbJIHEHMETO Ha NpeaBapuUTENHUTE Cropa3yMeHns 3a
3akynyBaHe (MC3) c npoM3BoAMUTENNTE HA BaKCUHU, AbpXKABUTE YNeHKU U KoMUCKATa cnelBa Cblo
Taka Aa B3eMaT npeaBu CleflHUTe acnekTu:

e PeuMnpoYHOCT — Januv AbpXXaBaTa Ha NoslyyaBaHe orpaHuMyaBa CO6CTBEHUSA CU M3HOC Ha
BAKCMHU UM CYpOBMHWN Ype3 3aKOHOAATENHU pasnopeadun unv no Apyr HaumH, u

e [ponopuyMOHANHOCT — JaJ/in YyC/IOBMATa B AbpiXXaBaTa Ha NoJsiydyaBaHe KaTo La10 ca I'IO-LI,OGDM
M1 no-nowwu, otkonkoto B EC, no-cneunanHo enngemMmyHata obcrtaHoBKa, MPOLUEHTDLT Ha
BaKCUHUMPaAHW NMNUa U AOCTbMNBT A0 BAKCUHMN.

ObpxaBute uneHkn n Komucuara cneasa ga pasrnexaart anu CbOTBETHUAT U3HOC He npeacTaBnsBa
3anJ/jiaxa 3a CUrypHOCTTa Ha AocTaBkuTe 3a Cblo3a Ha BAaKCMHU N TEXHUTE KOMMOHEHTW.

BTopo, 3a Aa ca ICHM BCMUYKWN TbProBCKU MOTOLM BbB BPb3Ka C BAKCUHUTE, C HOBUS aKT Ce BK/1HOYBAT B
ob6xBaTa Ha PernameHTa 17 AbpXaBu, KOMTO Npeamn ToBa ca 6unun ocBoboaeHm*.

EC ce npuabpxa KbM aHraXMMeHTa Cu 3a MexAyHapoAHa ConnaapHOCT U nopaaun ToBa e npoab/IXu
[a U3K0YBaA OT TO3M PEeXnM AOCTaBKUTE HA BaKCMHU MO JIMHUA HA XyMaHuUTapHaTa noMoL, uiu
npenHasHayeHu 3a 92-Te AbpXKaBU C HUCKN U CpeaHM AO0XOAM OT CNUCbKa Ha npeaBapuUTenHus
rnasapeH aHraXxXMMeHT 3a BakCUHu cpewy COVID-19.

PaspewimTteneH pexumM 3a U3HOC

To31n aKT 3a U3NbJIHEHME € HAaCOYEH KbM KOHKPETHM acnekTn, TOM € NPonopLMOHaNeH 1 npo3padeH m
ce npwunara 3a onpeaesneH nepuog oT Bpeme. Tol oTroBaps U3USI0 Ha MEXAYHAPOAHUS aHMaXUMEHT
Ha EC B pamMkunTe Ha CBeToBHaTa Tbproecka opraHmsauma (CTO) n N'-20 n e B CbOTBETCTBUE C
npeanoxeHmsata Ha EC B KOHTEKCTa Ha MHMUMaTMBaTa Ha CTO B obnactra Ha TbproeuaTa u
34paBeona3sBaHeTo. [bpXKaBUTe YNeHKM B3eMaT pelleHme no MCKaHnsaTa 3a paspelleHne B
CbOTBETCTBME CbC CTaHOBMLWETO Ha Komuncusara.

OT HayanoTo Ha AelcTBME Ha TO3M MexaHu3bM ca 6unun yaosnetsopeHn 380 nckaHms 3a M3HOC 3a 33
pa3nN4YHU MecToHa3HayeHus 3a o6wo okono 43 MunumoHa Ao3m. Camo eAHO MCKaAHE 3a U3HOC e 6uno
OoTKazaHo. Cpea OCHOBHMUTE MeCTOHa3HayeHus 3a naHoca ca ObegmMHeHOTO KpancTeo (C NnpnbnnsnTenHo
10,9 munuoHa pgo3un), Kavaga (6,6 mnH.), AnonHunsa (5,4 mnH.), Mekcuko (4,4 mnH.), Cayantcka Apabus
(1,5 mnaH.), Cuuranyp (1,5 mnan.), Ymnam (1,5 MaH.), XoHkoHr (1,3 mnH.), Kopes (1,0 MAH.) n



Asctpanusa (1,0 mnH.).
CrpaTterusita Ha EC 3a BakCuHuUTE

Ha 17 toHun 2020 r. EBponeickaTta KOMUcua npeacrasm EBponericka ctparterns 3a yCKOpsiBaHe Ha
pa3spaboTBaHeTo, NPOU3BOACTBOTO N BbBEXAAHETO Ha edpeKTMBHM 1 6e3onacHn BakcuMHu cpewy COVID-
19. B 3aMsHa Ha NpaBoOTO Aa 3aKynu onpeaeneH 6pol A03M BakKCMHM B AaaeH cpok Komucunarta
dMHaHCKMpa YacT OT NbpBOHa4YanHMTE pasxoam Ha NPoOM3BOAUTENMUTE Ha BakCMHM ypes MNC3.
MNpepnocrtaBeHUTe cpencTBa Ce CYMTAT 3a aBAHCOBO MJlawaHe 3a BAKCUHUTE, KOUTO peasiHO ca 3aKyreHu
OT AbpXxXaBuTe uneHku. ETo 3awo NC3 e nHBeCcTMUMSA 3a HaMansBaHe Ha pUCKa, HanpaBeHa B 3aMsHa Ha
06Bbp3Ball aHraXMMEHT OT CTPaHa Ha APYXeCTBOTO 3a NpeABapuTeHO NPOU3BOACTBO, AOPU Npeau aa
€ NMoNy4nao paspelleHne 3a Tbproems. ToBa cneaBa Aa Aaje Bb3MOXHOCT 3a 6bp3a 1 NOCTOSHHA
JOCTaBKa BeJHara crnej u3gaBaHe Ha paspelleHuneTo.

Ao momeHTa KomMucmata nognuca MC3 ¢ wect agpyxecTsa (AstraZeneca, Sanofi-GSK, Janssen
Pharmaceutica NV, BioNTech-Pfizer, CureVac n Moderna), Kato no 1031 Ha4uH ocurypmu go 2,6
Mununapaa nosn. C ABe Apyru ApyXecTBa NperosBopuTe ca B HanpegHana dasa. Yetnpurte gorosopa C
Apy)XecTBaTa, UMMTO BaKCMHW Ca NOSYYMNN paspelleHne 3a TbproBms npu onpeaeneHun ycnosus, ca 3a
rnoeseye oT 1,6 Mnnmnapga A03u.

3a noBeue nHpopmaums

PernameHT 3a nanbaHeHune Ha KomucusaTta

CbobuleHne 3a yab/aXKaBaHe Ha CpOKa Ha AencTBmne Ha MdapkaTa (11 mapTt 2021 r.)
YecTo 3af4aBaHW BbOPOCHU

*CnuncbK Ha BKJIlOYEHUTE abpxaBu: AnbaHusa, ApmeHuns, AsepbanaxaH, benapyc, bocHa u
XepueroBuHa, 'pysus, N3paen, Nopaanua, Ncnanaus, lneaH, JlInbusa, JinxteHwamnH, YepHa ropa,
Hopseruns, CesepHa MakegoHusa, Cepbus u LLsehuapus.
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Jlnua 3a KOHTaKTW C MeauuTe:

Miriam GARCIA FERRER (+32 2 299 90 75)
Sophie DIRVEN (+32 2 296 72 28)

Bbnpocu Ha rpaxaann: Europe Direct Ha TenedoH 00 800 67 89 10 11 unm Ha eneKTPOHHMA aapec Ha MHdopMaumoHHaTa cayxba
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