EBPOMEWCKU CBHIO3

EBPOMNENCKU NAPJIAMEHT CBbBET

Bptokcen, 14 1oHn 2021 r.

(OR. en)

2021/0068 (COD) PE-CONS 25/1/21

LEX 2098 REV 1
COVID-19 166 TRANS 237
JAI 439 COCON 26
POLGEN 53 COMIX 229
FRONT 157 SCHENGEN 32
FREMP 104 AVIATION 97
IPCR 45 PHARM 65
VISA 80 RELEX 357
MI 282 TOUR 25
SAN 240 CODEC 582

PEFMAMEHT HA EBPOMENCKUA NAPJIAMEHT U HA CbBETA OTHOCHO PAMKA 3A
M3OABAHETO, NIPOBEPKATA U NMPUEMAHETO HA ONEPATUBHO CbBMECTUMMU
CEPTU®UKATU 3A BAKCUHALUA CPELLY, HANMPABEHO U3CJIIEABAHE 3A U
NMPEBOJNIEAYBAHE HA COVID-19 (LM®POB COVID CEPTUPUKAT HA EC) C LIET
YNECHABAHE HA CBOBOAHOTO ABUXXEHUE MO BPEME HA NMAHOEMUATA OT
COVID-19

PE-CONS 25/1/21 REV 1

BG



PEI'JTAMEHT (EC) 2021/...
HA EBPOIIEMCKHUA IIAPJJAMEHT U HA CBBETA

ot 14 1onu 2021 roauna

OTHOCHO PaMKa 3a U31aBaAHETO, IPOBEPKATa U MPUEMAHETO HA ONEPATHBHO CbBMeCTHMH
cepTU(UKATH 32 BAKCHHALMS CPelly, HANIPABeHO U3cJieABaHe 3a U npedosieyBaHe HA
COVID-19 (Hu¢gpos COVID cepruduxkar na EC) ¢ neia yjiecHsiBane Ha CBOOOIHOTO

JABHKeHHe 10 BpeMe HAa naHaemusaTa or COVID-19

(Texcr ot 3nauenue 3a EMO)

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOITEMCKMS CHIO3,

KaTo B3exa npeasua Jlorosopa 3a pyHKIMOHUpaHETO Ha EBporielickus chio3, U MO-CIELUATHO

yieH 21, maparpad 2 oT Hero,

KaTo B3exa MpeABUJ MpeaoKeHueTo Ha EBponeiickata koMucus,

clle]] IpeJjaBaHe Ha MIPOEKTa Ha 3aKOHOIaTEIHNS aKT Ha HAllMOHAJIHUTE NapJaMeHTH,

KaTo B3€Xa IPEIBU/I CTAHOBUIIETO Ha EBPONEHCKIS MKOHOMUYIECKH M COIUATIEH KOMUTET!,

B CBOTBETCTBHE C OOMKHOBEHATA 3aKOHOJaTCJIHa npouez[ypaz,

CranoBuie ot 27 anpuit 2021 r. (Bce omie HemyoauKyBaHo B OduiinaneH BECTHUK).
[To3zumms va EBponetickus mapaameHT oT 9 toru 2021 r. (Bce omie HemyOInKyBaHa B
Odunmanen BecTHUK) U penienue Ha ChBeTa oT 11 ronum 2021 .
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KaTo uMart npcaBun, 4c:

(1

2)

3)

Bceku rpaxxaannd Ha Chlo3a IMa OCHOBHOTO IPABO Jia Ce JIBUXKH U NPeOrBaBa CBOOOIHO
Ha TEPUTOPUSATA HA IBPIKABHUTE WICHKH IIPU CIIA3BaHE HA OTPAHUYCHUATA U YCIOBHUSATA,
npensuieHy B JloroBopure, 1 Ha MEPKHTE, IIPHETH 3a TAXHOTO npuiarade. B Jlupextusa
2004/38/EO na Esponeiickus napaament u Ha Cbeeral ca npensuaenn noapooHu

ImpaBHJia OTHOCHO YIPAXHABAHCTO HA ITIOCOYCHOTO IIPABO.

Ha 30 siuyapu 2020 r. reHepayiHUAT JupekTop Ha CBETOBHATA 3/ipaBHA OpraHU3ALMS
(C30) 00sBH crienIHOCT 3a OOIIECTBEHOTO 3/IpaBe OT MEX/IYHAPOIHO 3HAUEHHE BbB BPb3Ka
C MI00ATHOTO PA3MPOCTPaHEHHUE HA TEXKKHUS OCTHP PECIIMPATOPEH CHHIPOM KOPOHABHPYC-
2 (SARS-CoV-2), koiiTo nmpuuunsga 3adonasanero COVID-19. Ha 11 mapt 2020 r. C30

U3BBPUIM OLIEHKA, B KOSITO orpeaenu nojoxenuero ¢ COVID-19 karo nanaemus.

3a na ce orpannuu paznpocrpanenuero Ha SARS-CoV-2 npprkaBuTe WieHKH mpuexa
HSKOU MEPKH, KOUTO OKa3axa BB3/JCHCTBHE BbPXY YIPAKHABAHETO OT TPaXKIaHUTE HA
Cpl03a Ha TPABOTO UM JIa c€ JABMXKAT U Ja pebuBaBaT CBOOOJHO HA TEPUTOPHUATA HA
ABPIKABUTC YICHKH, HAIIPUMECP OTPaHUYCHHA 34 BJIIM3aHC WUJIN U3UCKBAHUA KbM
TPAHCTPAHUYHUTC II'bTHULU A 6’I)IlaT IMOCTAaBCHU IO KapaHTHHA, Ja CC CAMOUN30JIUpPaT UJIN

Jla ce oAJIokKaT Ha u3cneaBaHe 3a nHdexus cbc SARS-CoV-2.

Hupextusa 2004/38/EO na EBponeiickus napaameHT u Ha CrBeta ot 29 anpuin 2004 r.
OTHOCHO TPaBOTO Ha TpaxaaHy Ha Chi03a M Ha WICHOBE Ha TEXHUTE CEMEWCTBA Jla Ce
JIBIDKAT M J1a TpeOuBaBaT CBOOOHO HA TEPUTOPHATA HA TBPIKABUTE WICHKH, 32 U3MCHEHHE
Ha Pernament (EMO) Ne 1612/68 u ormensma Jupextusu 64/221/EVO, 68/360/EVO,
72/194/EN0O, 73/148/ENO, 75/34/ENO, 75/35/ENO, 90/364/ENO, 90/365/ENO u
93/96/EMO (OB L 158, 30.4.2004 r., ctp. 77).
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Ha 13 oktomepu 2020 r. CheersbT npue [penopoka (EC) 2020/14751, ¢ kosito 6e BbBEIEH
KOOPJIMHHUPAH TIOJIX0]] 33 OrpaHUYaBaHe Ha CBOOOIHOTO JBIKEHUE B OTTOBOP Ha
nangemusaTa or COVID-19 B ciiemHuTe KIIFOYOBH 00JIaCTH: MPUJIAraHETO Ha 00N
KpUTEPUHU U TParoBe MpH B3EMaHETO Ha pElIeHHE AU J]a Ce BbBEJAT OrPaHUYCHHS BbPXY
CBOOOHOTO JBMXKEHHE, KapTorpadupaHe Ha pUCKOBUTE pallOHU MO OTHOIICHHE Ha
npenaBaneTo Ha SARS-CoV-2 Bb3 0CHOBa Ha ChIIaCyBaH LIBETOBU KOJ U KOOPAUHHUPAH
MOJIXO0JT IO OTHOIIEHHE HA BCUUKH MOAXOASIIN MEPKH, KOUTO MOTaT Jia ce Mpujarar 3a
JUaTa, IbTYBAIIH 10 WK OT PUCKOBHUTE PallOHHU, B 3aBUCUMOCT OT CTENEHTa Ha PUCKA OT
npeaaBane Ha SARS-CoV-2 B Te3u paitonu. B [Ipenopbkara ce moaueprana, e ¢ ories Ha
CHEM(PUIHOTO UM TIOJIOKEHHUE IMHTYBAIIUTE C KITFOYOBU (DYHKITUH WIIA HYXKIH, TOCOYCHH B
touka 19 ot IIpenopbkara, u auIaTa, KOUTO KUBEAT B TPAHUYHU PETHOHU U ITbTYBAT
€XKETHEBHO MJIU YeCTO Ipe3 ITpaHula ¢ 1ei paboTa, CTonaHcka AedHocT, o0pa3oBaHue,
MEIUIIMHCKH TPYKU WITH TTOJIaTaHe Ha TPYKH WITH 110 CEMEWHH MTPUYMHU, YUHTO KUBOT ©
0COOCHO 3aCerHar OT MOJ00HH OTPAaHUYCHUS, U MTO-CIICIIHAITHO JIUIATa, YIIPAKHIBAIIN
(GYHKIIMHM, KOUTO ca KIIFOYOBH UM OT OCHOBHO 3HAYEHUE 32 KPUTHUYHATA MHPPACTPYKTYpa,
IO MPaBWJIO Clie[Ba Aa ObIaT OCBOOOJECHHU OT OTPAaHUYCHUSTA 32 MbTYBaHE, CBBP3aHU C

naunemusata or COVID-19.

Karo usnon3Ba kpurepunte u nparosere, ycranosenu B [Ipenopska (EC) 2020/1475,
EBporneiickusT neHThp 3a npoduaakTUKa U KOHTpoJ BbpxXy 3a0onaBanusta (ECDC)
yOJINKYBa BeIHBK CEIMUYHO KapTa Ha Abp>KaBUTE WICHKH, ChAbprKallla JaHHH 3a
noknaasanute crydan Ha COVID-19, HanpaBeHuTe u3cieABaHus U MPOLEHTA Ha
M3CJIEBAHUATA C MOJIOKUTENICH PE3yNTaT, ¢ pa30MBKa [0 PETMOHH, 3a Ja TOATIOMOTHE

B3€MAHCTO HA PCIICHHUA OT AbPIKABUTC YIICHKU.

IIpenopska (EC) 2020/1475 na CeBeta ot 13 oxToMBpH 2020 r. OTHOCHO KOOPIAMHUPAH
MOAXO0J] 32 OTpaHWYaBaHe Ha CBOOOTHOTO JBIKEHUE B OTroBOop Ha manaemusita or COVID-
19 (OB L 337, 14.10.2020 r., ctp. 3).
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JIbpkaBUTE WIEHKH MOTaT, B ChOTBETCTBHE ¢ MPaBoTO Ha ChI03a, 1a OrpaHNYaBaT
OCHOBHOTO IIPaBO Ha CBOOO/HO JBMKEHHE HAa OCHOBAHUS, CBBP3aHU C 0OIIIECTBEHOTO
3npaBe. Kakro ce mogueprasa B [Ipenopwka (EC) 2020/1475, Bcuuku orpaHMYeHHs HA
cBOOOJHOTO JBMKEHHE HA XOpa B pamKkuTe Ha Chro3a, BbBEACHU C 1Ie]l OTpaHMYaBaHe Ha
pasnpoctpanenueTo Ha SARS-CoV-2, ciieqiBa 1a ce 0OCHOBaBaT HAa KOHKPETHU U
OTrpaHUYEHU OCHOBAHMS OT OOIIECTBEH MHTEPEC, @ UMEHHO OIIa3BAaHETO HA OOIECTBEHOTO
3npaBe. Heobxonumo e Te3u orpaHudeHus Ja ce mpuiarat B CbOTBETCTBUE C OOIIUTE
MPUHLIMIIN Ha TpaBoTO Ha ChI03a, U MO-CIIEUAIHO MPUHIUIUTE 32 MPOMOPLHOHATHOCT U
HepucKkpuMuHaIus. Cie0BaTeIHO BCHUKY MPEANPUEMaHn MEPKHU Ciie/iBa 1a Ob1aT CTPOro
OTpaHUYEHH, L0 Ce OTHACS JI0 00XBaTa U CpOKa UM Ha MpHUJIaraHe, B CbOTBETCTBUE C
yCUITUSAITA 32 BH3CTAHOBSIBAHE Ha CBOOOIHOTO JIBIKEHHUE B paMkuTe Ha Chro3a U ciesBa Jaa
HE HaJIXBBPIIAT CTPOrO HEOOXOAUMOTO 3a OMa3BaHe Ha 0OIIEeCTBEHOTO 3/7paBe. OCBEH TOBa
T€3U MEPKU clie[iBa Aa ObJaT CbBMECTUMHU C MEPKUTE, Ipeanpuetu oT Chro3a 3a
ocurypsiBaie Ha 0e31npo0JeMHOTO CBOOOIHO JIBUKEHHE Ha CTOKM U OCHOBHHU YCIIYTH BbB
BBTPEIIHUS Na3ap, BKIIOUUTEIHO CBOOOIHOTO ABMKEHHUE HA MEIULIMHCKYA MaTepUaIl U
MEIUIIMHCKH U 3/IpaBeH MepCOHall, UYpe3 TPAaHUYHUTE TYHKTOBE ChC ,,3€JICHA JICHTA 32
npemMuHaBaHe’, nocoueHu B Cpobmenuero Ha Komucusra ot 23 mapt 2020 r. OTHOCHO
IIpUJIaraHeTo Ha 3€JICHUTE JICHTH 3a IpEMUHaBaHe, rpeaBuaeHu B Hacokure 3a Mepku 3a
yIpaBlieHUE HAa FPAHULIUTE C LIeJ ONla3BaHe Ha 3[paBETO U rapaHTHpaHe Ha HAJIMYHOCTTA

Ha CTOKHU U OCHOBHH YCJIYT'H.
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3a M1ara, KOUTO ca BAKCHHUPAHU WM KOUTO UMAT CKOPOIITHO OTPHUIIATEIHO PE3YJTAT OT
uscneasane 3a COVID-19, kakTo u 3a nmnara, kouto ca npedonenysanu COVID-19 npes
MOCIICAHUTE LIECT Mecela, U3TIexk/1a € HATUIE HaMaJleH PUCK J1a 3apa3sT APYrH X0pa CbC
SARS-CoV-2 cniopen HaCTOSIIUTE U BCE OIII€ B IPOIIEC HA Pa3BUTHE HAYYHU
nokaszatesictBa. CBOOOJHOTO IBUJKEHUE HA XOpa, KOUTO CHIVIACHO COJIMIHU HAyYHHU
JI0Ka3aTeJICTBA HE MPE/CTABIIABAT 3HAUUTEIIEH PUCK 3a OOLIECTBEHOTO 3/IpaBe, HallpuMep
mopaau 0OCTOATENICTBOTO, Y€ Ca UMYHH3UPaHU U He MoraT jaa npeaaBat SARS-CoV-2,
cieqBa 1a He ObJie OrpaHnYaBaHo, Thil KATO MOJO0OHU OTPaHUYEHUS HE ca HEOOXOUMHU 32
MIOCTUTAHETO Ha LIeJITa 32 ONa3BaHe Ha 00IECTBeHOTO 3/pase. Koraro enuaemMuynara
00CTaHOBKA I'0 MMO3BOJISIBA, IOCOUYCHUTE JIMIIA HE CIIEBA J1a MOJICKAT Ha JOMIBJIHUTESITHH
OrpaHHYEHUs] Ha CBOOOTHOTO IBIKEHUE, CBbp3aHu ¢ manaemusta or COVID-19,
HalpuMep CBbP3aHO C IbTYBaHE U3CIIe/IBaHe 3a 3apa3siBaHe ¢bC SARS-CoV-2 win
CBBbp3aHa ¢ I'bTYBaHE KapaHTHHA WM CaMOM30JIallusl, OCBEH aKO Bb3 OCHOBA Ha Hali-
HOBUTE HAJUYHHU HAYYHH JI0OKA3aTEJICTBA U B CHOTBETCTBUE C MIPUHIMIIA HA TIPEIITa3HUTE
MEpPKHU CbOTBETHUTE JIOMBIHUTEIHU OTPAHUYCHHS ca HEOOXOIUMHU, MPOTIOPIIMOHAIHU Ha

OciaTa 3a OoIma3sBaHC Ha O6H.I€CTBCHOTO 3ApaB€ U HCAUCKPUMUHAITMOHHU.

MHuoro ABPIKABH WICHKHU CTapTUPaxa WJIN IJIaHUPAT Ja CTapTHPAT HHULUATUBU 3a
n3naBaHe Ha cepTudukary 3a BakcuHaius cpenry COVID-19. 3a na morar obaue Te3u
CCpTI/I(bI/IKaTI/I 34 BAKCUHaIIUA Ja CC U3I10J13BaT eq)eKTI/IBHO B TPaHCTPAaHWYCH KOHTCKCT,
Koraro rpaxjanure Ha Cbro3a yrpakHsBaT IPaBOTO CU Ha CBOOOJIHO JIBM)KEHUE, €
HE00X0AMMO Te J1a Ob/1aT HAITBJIHO ONEpaTUBHO ChBMECTHMHU, ChITIaCYBaHU, CUTYPHU U
npoepuMu. OT IbpKaBUTE WICHKH CE€ U3MCKBA OOIIl TOIX0JI IO OTHOIIEHHE Ha
ChIBPKAHUETO, POPMATA, MPUHIUITUTE, TEXHHUECKUTE CTAHIAPTH U CTETICHTA Ha

CUT'YPHOCT Ha TE€3U CepTI/I(l)I/IKaTI/I 3a BaKCHUHaIus.
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9) EnnocTpanHuTE MEPKH 3a OrpaHMYaBaHe Ha pasnpocTpaHeHueTo Ha SARS-CoV-2 morar
Jia IPUYMHST CBIIECTBEHU CMYLIEHUS IPU YIIPaKHSIBAHETO HA MPABOTO HA CBOOOIHO
JBYDKEHUE U 12 BB3IPEIATCTBAT MPAaBUIHOTO (PYHKLIIMOHUPAHE Ha BTPELIHUS Ha3ap,
BKJIFOYMTEIHO B CEKTOpPA HA TypHU3Ma, Thi KaTO HAIL[MOHAIHUTE OPraHU U YCIyTUTE 32
MPEBO3 Ha IMbTHULIM, KATO aBUOKOMITAaHUH, BJIaKOBE, aBTOOYCH U (epudOTH, MOXKE J1a ce
cOTBCKAT C IIMPOK HAOOP OT pa3inuyaBaniy ce popMaTu Ha JOKYMEHTH, OTHACSIIH CE HE
camo n1o BakcuHanusATa cpemy COVID-19 Ha nputexarenuTe Ha cepTU(HUKATH, HO U JI0

TEXHUTEC PE3YITATU OT U3CTICABAHUA U npe6onez[yBaHe.

(10) B cBosta pezomtonus ot 25 mapt 2021 r. oTHOCHO cb3AaBaHeTo Ha ctpaterus Ha EC 3a
YCTOMYMB TYpU3bM EBpONEHCKHAT MapJaMeHT IPU30Ba 3a XapMOHM3UPaH MOJIX0. B
obsacTTa Ha TypusMa B 1eiaust Cblo3 IOCPEACTBOM IIpUJIaraHe Ha o0IM KpUTEpUH 3a
6e30macHo MbTyBaHe, ¢ MPOTOKoJ Ha Chlo3a 3a 3/paBHa 0€30IaCHOCT 110 OTHOILIEHHE Ha
M3HCKBAHUSATA 32 N3CJIEIBAHE U KapaHTUHA, O0II CepTU(HUKAT 32 BAKCUHAIMS, CIIE KaTo
ObIaT HAMIE JOCTAThYHO HAYYHH JI0OKA3aTEJICTBA, Y€ BAKCHHUPAHUTE JIMIIA HE ITpeaBaT

SARS-CoV-2, 1 B3auMHO Ipr3HaBaHE HA MPOLEAYPUTE 3 BaKCUHALMS.

(11) B uzsBnenuero cu ot 25 mapt 2021 r. uwieHoBeTe Ha EBponeiickus CbBET MpU30oBaxa jaa
3aroy4He MOAr0TOBKAaTa 3a pa3pabOTBaHETO Ha 001 MOIX0/] KbM MOCTENEHHOTO BIUTaHE Ha
OTpaHUYEHUSITA TIPeI CBOOOTHOTO JABUKEHHE, 32 1a C€ OCUTYPH KOOpJIUHUpAHE Ha
YCUJIMSITA, KOTATO €MUJeMUYHATa 00CTaHOBKA MO3BOJIM CHIIECTBYBAIIUTE MEPKH Ja ObaT
00JIeKYeHH, KaKTO U paboTaTa 1Mo OnepaTUBHO ChbBMECTUMHTE U HEAUCKPUMUHAIMOHHU

uudposu ceprudukaru 3a COVID-19 na Ob1e crienHo npuaBH>KeHa Hape.
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(12)

C 1en 1a ce ynecHH yrnpakHsSBaHETO Ha MPABOTO Ha CBOOOIHO JBM)KEHUE U IpeOHBaBaHe
Ha TEPUTOPUSATA HA IbPKABUTE WIEHKH, CIE/IBA J1a CE Ch3aJle 001a paMKa 3a U34aBaHEeTo,
MIpOBEpKaTa U MPUEMaHETO Ha ONEPATUBHO CbBMECTUMH CEPTU(PHUKATH 32 BaKCUHALIUS
cpely, HampaBeHo u3cienBane 3a u npedonenyBane or COVID-19 (HapuyaHu mo-HaTaTbk
,LuppoB COVID ceprudurar va EC*). Tazu obma pamka cienBa 1a 0b7e 3abDKUTETHA
U IPSIKO MPUJIOKUMA BB BCUUKHU JAbP)KaBU WICHKH. T4 cieliBa Ja yJIeCHsBa, ako €
BB3MOXHO Bb3 OCHOBA Ha HAYYHH JIOKA3aTEJICTBA, IOCTEIIEHHOTO KOOPAMHUPAHO
MpeMaxBaHe Ha OTPaHUYCHUSTA OT IbP>KABUTE YICHKH, KATO C€ OTYUTA IIPEMaXBaHETO Ha
OrpaHUYEHUSATA HA TAXHATa cOOCTBEeHA TepuTopusi. Permament 2021/... na EBponeiickus
napynaMenT 1 Ha ChBeTal* pasmmpssa 00XxBaTa Ha IMOCOYEHaTa 00IIa paMKa, TaKa 4e Ja
BKJIIOUBA U TPaK/IaHU Ha TPETH JIbP’KaBU, KOMTO Ca B 3aKOHEH IIPECTOMN WM IpeOuBaBat
3aK0OHHO B [1IeHreHCcKOTO MpoCTpaHCTBO O€3 MPOBEPKH 110 BHTPELUIHUTE MPAHULH, U CE
Mpujiara B paMKuTe Ha JOCTHXKEHUsITa Ha rpaBoTo oT lllenren, 6e3 na ce 3acsrar
CHEIHATHUTE pa3nopea0r OTHOCHO MPEMUHABAHETO HA BHTPEIIHUTE TPAHUIIH,
chabpxkanu ce B Permament (EC) 2016/399 na Eponelickus napnamenT u Ha ChBeTa?,
VYecHsBaHeTO Ha cBOOOJaTa HA JBMIKEHHE € €/1HA OT KJIFOUOBUTE MPEANOCTaBKU 3a

3aI1104YBaHC HAa HKOHOMHNYCCKO Bb3CTaHOBsJIBAHC.

Pernament (EC) 2021/... na EBponeiickus napaamenT u Ha CpBeTa OT .... 2021 r. OTHOCHO
paMKa 3a U3J1aBaHeTo, MPOBEpKaTa 1 MPHUEMAHETO Ha ONIEPATUBHO ChbBMECTUMHU
cepTH(UKATH 32 BAKCHHAIINS CPEIILy, HallpaBEeHO M3CJIeIBaHE 3a U MpedoieIyBaHe Ha
COVID-19 (Hugpos COVID ceprudukar na EC) 3a rpaxkganu Ha TpETH IbpKaBU, KOUTO
ca B 3aKOHEH MPECTON WM IPpeOMBaBaT 3aKOHHO Ha TEPUTOPHSTA HA TbPKABUTE WICHKH, IO
Bpeme Ha nangemusta or COVID-19 (OB ...).

OB: Mo, BpBEJIETE B TEKCTAa HOMEpA Ha periaMeHTa, cbabpxail ce B JokyMmeHT PE-CONS
26/2021 (2021/0071(COD)) u no6aBere HOMEpa, 1aTaTa, 3arjJaBUETO U TaHHUTE 3a
nyoimkanusata B OB Ha mocoveHus periaMeHT B OeexkaTa 1Mo 1 JIMHUSI.

Pernament (EC) 2016/399 na EBponeiickus napiament u Ha ChpBeTa oT 9 mapt 2016 1.
otHocHO Kozekc Ha Chro3a 3a peknMa Ha JABMKEHHE Ha Jnia rpe3 rpanuimte (Komeke Ha
menrenckure rpanuiy) (OB L 77, 23.3.2016 r., c1p. 1).
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Makap HacTOSUIUAT PETJIaMEHT Ja He 3acsira KOMIETEHTHOCTTa Ha TP KaBUTE WICHKH J1a
HaJIarat OrpaHUYeHUs] Ha CBOOOHOTO JABIKEHHUE, B ChOTBETCTBHUE € MpaBoTo Ha ChI03a, 32
orpaHryYaBaHe Ha pasnpocTpaHeHuetro Ha SARS-CoV-2, Toli cnensa na qonpuHece 3a
yJIeCHSIBaHE HA KOOPAMHUPAHOTO MOCTENIEHHO IIPeMaxBaHe, KOraTo € Bb3MOXKHO, Ha TE3U
orpanuueHus B crorBeTcTBHE C [Ipenoprka (EC) 2020/1475. Te3u orpaHnyeHus Morat Ja
ObIaT OTMEHEHH MO-CIEHUATHO 110 OTHOIICHNE Ha BAKCUHUPAHHUTE JIUIA, B CHOTBETCTBUE
C MPUHIUIIA HA [IPE/INa3HUTE MEPKH, IOKOJIIKOTO HAyYHUTE JI0KA3aTeJICTBA OTHOCHO
edexTute oT BakcuHanusara cperry COVID-19 craBat Bce 1o-10CTHITHU U TIOJIKPETISIT BHB
BCE II0-TOJIsIMA CTEIIEH 3aKJIFOUEHUETO, Y€ CE€ IIOCTUTa IPEKBCBAHE HA MEXaHU3Ma Ha

peJaBaHe.

HacrosmusT pernmaMeHT uMa 3a el 1a yJAeCHU IpUIaraHeTo Ha NPUHLIUIIUTE Ha
IPONOPLIMOHATHOCT U HEAUCKPUMMHALMS 110 OTHOILIEHUE HA OrpaHUYEHUTA Ha
cBOOOJHOTO JBMXKEHUE 110 BpeMe Ha nmanjaemusata or COVID-19, kaTo cbllieBpeMeHHO ce
CTPEMH J]a OCHTYpH BHCOKO PaBHHMIIIEC HA 3allMTa Ha OOIIECTBEHOTO 31paBe. He cieasa na
Ce CUMTa, Ye C HEero ce yJEeCHsABA WIN HachpuyaBa IPUEMAHETO Ha OTPAHUYECHUS BBPXY
CBOOOJHOTO JBM)KEHUE WM OTPAHUYEHHUS Ha JPYTd OCHOBHU IpaBa B OTTOBOP HA
naggemusita or COVID-19, karo ce uma npeaBu TAXHOTO OTPULIATETHO Bb3IEHCTBUE
BBPXY TpaKIaHuTe U npeanpusatusaTa Ha Cpro3a. [IpoBepkara Ha cepTudukature,
cwetaBisaBany [udposus COVID ceprudukar na EC, He cneasa ga Boau 10
JOI'BJIHUTEITHY OTpaHUYEHuUs Ha cBoOo1aTa Ha IBMKeHHe B Chro3a MU 10 OTpaHUYEHUs
Ha MbTyBaHUATA B paMkuTe Ha llleHrenckoro npoctpancTBo. CieaBa 1a mMpoabipKar Ja ce
npujaraT U3KIIOYEHUATa OT OTPaHIUYEHHTa HAa CBOOOHOTO IBIKEHHE B OTTOBOP Ha
nangemusata or COVID-19, nocouenn B Ilpenopska (EC) 2020/1475, u cnenBa na ce
B3€Me MpeABH/]I CIeHU(UIHOTO MOI0KEHUE HAa TPAHCTPAHUYHUTE OOLTHOCTH, KOUTO ca
0c00€HO 3acerHaTH OT Te3u orpaHuueHus. ChlIeBpEMEHHO paMKara Ha ,,l{uppoBus
COVID ceprudukar Ha EC* uma 3a 1en ga rapantupa, 4e oepaTuBHO CbBMECTUMUTE

ceptudukatu e ObAaT JOCTHIIHY U 3a IBTYBALIUTE C KIIIOUOBU (PYHKIIMH WIIH HYX]IH.
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(16)

(17)

BbBexkaaneTo Ha 0011l TOIXO] CIIPSIMO H3aBaHETO, MPOBEpKATa U IPUEMaHETO Ha
orepaTuBHO chBMecTUMH cepTudukaru 3a COVID-19 ce ocHOBaBa BbpXY B3aUMHOTO
noBepue. M3nomsBanero Ha Ganmmduiupanu ceprudukaru 3a COVID-19 npeacrasissa
3HAYUTENICH PUCK 32 00IIeCTBEHOTO 3apaBe. OpraHuTe B 1aJeHa Ibp>KaBa YieHKa ce
HYXXJasT OT YyBepeHHE, ue HHPOopMaIULTa, ChIbpKaIla ce B CePTH(UKAT, U3/AaJICH B Apyra
IbpKaBa WICHKA, € JOCTOBEPHA, Y€ CePTU(DHUKATHT HE € OWJI MOANPABEH, Y€ MPUHAIICIKU
Ha JINLIETO, KOETO I'o MPEeJICTaBs, U e BCEKU, KOMTO mpoBepsiBa cepTudurkara, ima J0CThII

CANHCTBECHO 1O MUHHUMAJIHOTO KOJIMYCCTBO HeO6XOI[I/IMa I/IH(bOpMaI_[I/IH.

Ha 1 deBpyapu 2021 r. EBpormon uznaze yBeAOMIICHHE 32 pAaHHO MPEAYIPEKICHUE BHB
BpB3Ka C HE3aKOHHATA MPoJIaxk0a Ha GammupuIupann cepTu(GUKATH 3a HAPaBEH
n3cnensane 3a COVID-19 ¢ orpuniatenen pesynrar. Kato ce umar npeasuj HAIMUKUETO HA
TEXHOJIOTUYHU CPEJICTBA U JIECHUST JAOCTHII JI0 TAX, KATO HApUMeEp NMPUHTEPHU C BUCOKA
pasaeNuTeTHa CiocOOHOCT U rpaduieH coPpTyep, U3SMAMHHIIUTE Ca B ChCTOSIHHEC 1A
M3/1aBaT BUCOKOKavecTBeHU (ammmpunupanu ceptudukatu 3a COVID-19. JloknanBanu
ca ciyyau Ha He3aKOHHHM MpoJaxk0Ou Ha ganmuduipanu cepTudukaTi 3a OTPULIATEIHA
pesynratu ot usciensane 3a COVID-19, kouto ca cBbp3aHu ¢ OpraHu3upaHu KPbrose,
3aHMMABAIIY CE C TIOJIITPABSHE HA JOKYMEHTH, ¥ C BB3IIOJI3BAIIIH CE OT MOJIOKEHUETO JIUIIA,

KouTo npojasar parmudunupanu ceprupukata 33 COVID-19 onnaiin u oduaiin.

BaxxHo e ga 0baT nIpeloCTaBeHH JOCTaThYHO PECYPCH 3a IPUIIAraHETO HA HACTOSIIUS
pEryiaMeHT U 3a NpeOTBPaTIBAHETO, PAa3KPUBAHETO, PA3CIIEIBAHETO U HAKA3aTEITHOTO
npeciie/BaHe Ha U3MaMU U HE3aKOHHU MPAKTUKH BbB BPbh3Ka C U3/1aBaHETO U

U3MO0I3BaHeTo Ha cepTudukarure, cberapisaBamu LHudposus COVID ceprudukar na EC.
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3a ;a ce rapaHTUpAT OlepaTUBHATA CbBMECTUMOCT U PABHUST JOCTBHII 10 CepTU(DUKATHUTE,
cweraBisBamy Ludposus COVID ceprudukar va EC, 3a Bcnuku rpaknanu Ha Chro3a,
BKJIFOUMTEINIHO 32 YA3BUMUTE JIMIA, HAIPUMEP XOpaTa ¢ yBPeXAaHU, U 32 JIULIATA C
OTpaHHYEH JOCTHII 10 HU(POBHU TEXHOJIOTUH, IHP>KABUTE YICHKHU CJIEBA Ja U3/1aBaT TE3U
cepruduxat B undpoB GpopmaT UiIu Ha XapTHEH HOCUTEN WJIH U IO JIBaTa HauKHa.
bpaemuTe npurexarenu cieasa 1a UMaT MPaBo Jia moiy4yaT cepTUdUKATUTE B U30paHus
oT Tsx gopmart. ToBa 11e UM MO3BOJIH J1a TOUCKAT Jia MOJIy4aT XapTUEHO KOIue Ha
ceptudukaTa UM 1a ro noiayyat B uudpoB ¢popMaT, KOUTO /1a ce ChbXpaHsiBa U
BU3YalIH3upa Ha MOOMIIHO YCTPONCTBO, UM U JiBeTe. CepTuduKaTUTE ce/iBa Ja BKIOYBAT
OIepaTUBHO CHbBMECTUM M YeTHM B IUPpoB hopMaT 6apKoa, KOHTO Ja 1aBa AOCTbI
€MHCTBEHO /10 IaHHUTE, CBbP3aHU ChC cepTUUKaTUTE. [IbpKaBUTe YWICHKH clieBa J1a
rapaHTupaT aBTEeHTUYHOCTTA, BAJIMIHOCTTA U IIEJIOCTTA HA CEepTU(DUKATUTE Ype3
U3IOJI3BAHETO Ha €IEKTPOHHHU MeYaTu. 3a J]a ce TapaHTHpa BUCOKO PAaBHUIIE HA JOBEPHE B
ABTEHTHUYHOCTTA, BaJUJIHOCTTA U IEJIOCTTA HA CepTU(UKATUTE, THPKABUTE WICHKHU CJIEJBa,
KOraTo € Bb3MOXKHO, J]a OT/IaBaT MPUOPUTET Ha U3IOJI3BAHETO HA YCHBBPIICHCTBAHU
€JIEKTPOHHHU IeYaTH, ChITIACHO OmpezeNieHneTo B wieH 3, Touka 26 ot Permament (EC) Ne
910/2014 na EBponeiickus napiament u Ha Cheral. MHpopmalmsaTa B ceprudukara
cienBa Aa Ob/ie HATMYHA B YETUM OT YOBeka popMmaT — oTreyaTaHa WiM Moka3aHa KaTto
o0ukHOBeH TekcT. OgopmiieHneTo Ha cepTudukaTuTe ciesBa aa Obae JECHO 3a pa3doupaHe
U J1a OCUT'YpsIBa IPOCTOTA U ya00CTBO 3a MOJI3BaHe. 3a Ja ce u30erHar mpeuykuTe mpes
CBOOOJHOTO JBMKEHHE, CepTU(DUKATUTE ClIe/lBa Ja ce U3/laBaT Oe3I1aTHO, a TPaXKIaHUTE
Ha Cbl03a 1 WIEHOBETE HAa TEXHUTE CEMENCTBA Cie/iBa J1a UMaT MpaBo Ja U3UCKBAT
n3naBaHeTo uM. C 1en Jja ce npeoTBpaTAT 370yNoTpeOr WM U3MaMH, B CiIydail Ha
HeeJIHOKpaTHa 3ary0a cie/iBa Jja € Bb3MOXHO Jia ObAaT ChOMpaHu MOAXOASIIN TaKCH 3a
U3/IaBaHETO Ha HOB cepTHU(UKAT. J[bpkaBuUTe UJICHKHU CIIEBa Ja U3/1aBaT cepTU(UKATUTE,
cberasisaBany Lupposus COVID cepruduxat vHa EC, aBTOMaTHYHO WM NTPU OUMCKBAHE,
KaTo rapaHTHUpaT Bb3MOXKHOCT 3a JIECHOTO UM U OBbp30 nosydaBaHe. J[bpkaBUTe WIEHKH
CJIe[IBa ChILO TaKa MPU HEOOXOAMMOCT J1a IPEIOCTAaBIT HE0OX0AMMaTa MoJKpena, 3a 1a
ObJ/Ie OCUTYPEH PaBEH JOCTHIT 32 BCUUKH TpaxkaaHu Ha Chbio3a. 3a BCsiKa BaKCUHAIIUA,
BCEKU pe3yJITaT OT HalpaBEHO U3CJIEIBAHE WM BCAKO IpedoiieIyBaHe Cle/lBa Jja ce u3/laBa
OTJIEJIeH CepTU(UKAT, KaTo TOU Clie/lBa Ja HE ChAbpKa JaHHU OT NMPEAUILIHU CepTU(DUKATH,
OCBEH KOTraTO B HACTOSLIMUS PETJIAMEHT € NMPEABUIECHO JIPYTO.

Pernament (EC) Ne 910/2014 na EBpomnetickus napaameHT u Ha CbBeta ot 23 1o1u 2014 .
OTHOCHO €JIEKTPOHHATa UACHTU(UKAIMS U YJOCTOBEPUTEIHUTE YCIYTH MIPU €IEKTPOHHU
TpaHCAKIMU Ha BhTPEIIHUs na3ap u 3a oTMsiHa Ha lupektusa 1999/93/EO (OB L 257,
28.8.2014 r., ctp. 73).
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ABTeHTHYHHTE cepTHdUKaTH, cheTaBisaBanm Lupposus COVID ceprudukar na EC,
clieiBa Jja MoraT J1a Ob/1aT MHIAMBUAYATHO HACHTU(DUIIMPAHH Ype3 YHUKAICH
uAeHTUGUKATOP HA cepTU(dUKaTa, KaTo ce UMa MPEIBU, Y€ 110 BpeMe Ha NaHAEMUsATa OT
COVID-19 na nputexateauTe Moke Ja ObJie U3/1aJIeH MOBeYE OT €UH CEPTH(HUKAT.
VYHUKaTHUAT UICHTU(DUKATOP HA cepTU(]UKaTa ce ChCTOM OT OYKBEHO-IIM(POB pen u
IbpKABUTE YWICHKH CJIE/Ba J1a TapaHTUPAT, Y€ TOW HE ChbprKa JaHHU, KOUTO I'0 CBbp3Bar
C IpyTY JOKYMEHTH WU UICHTU(UKATOPH, KaTO HAIIPUMEp HOMEpA Ha MMacopT UM Ha
JMYHA KapTa, 3a Ja ce MPe0TBPaTH MPSKO UAESHTU(PHULMPAHE HA IPUTEKATEIIS.
VYHUKaTHUAT UICHTU(UKATOP HA cepTUdUKaTa clieBa Ja ¢e U3M0I3Ba CaMo I10
npegHa3HaueHHe, KaTo TOBA BKJIIOUBA MCKAHMS 3a M3aBaHe HAa HOB cepTU(UKAT, aKo
JaJieH cepTu(UKaT Beue He € Ha PA3MoJIoKEeHUe Ha IPUTEXaTeNs, KaKTo U 3a OTMsIHA Ha
ceptudukarure. ChlI0 Taka ¢ YHUKATHUA UACHTU(PHUKAIIMOHEH KO/ Ha cepTU(dukara ce
n305TBa M HEOOXOJMMOCTTa OT 00pabOTKa HA APYTH JIUYHHU JTaHHH, KOUTO B IPOTHUBEH
cirydait Ouxa 6mnu HeoOXoauMu 3a uaeHTH(GUIMpane Ha oTAeTHUTE cepTudukaTh. [1o
MEIULMHCKHI MPUYUHH U TI0 IPUYHMHH, CBBP3aHU C OOLIECTBEHOTO 3/1paBe, U B Cly4ail Ha
cepTU(PUKATH, U3AAJCHU WIX TIOJTYYEHHU Ype3 U3MaMa, IbpyKaBUTe YWICHKH cJe/(Ba J1a
MOTraT /1a U3rOTBAT U OOMEHSAT C APYTH JABbP>KaBU YICHKH 32 LIEJIMTE Ha HACTOSILUS
perJamMeHT CIUCHIU Ha OTMEHEHUTE CEpTU(UKATH B OTPAaHUYEHU CIlydau, MO-CHEIUAIIHO C
11eJ1 OTMSIHA Ha CepTU(PUKATH, KOUTO ca OMJIM U3Ja/IEHU 110 MOTpelika, B pe3ysTaT Ha
M3MaMa WM clel crupane Ha naptuaa Bakcunu cpemy COVID-19, 3a kosiTo €
YCTaHOBEHO, Y€ € JiedekTHa. CuchlIMUTe HA OTMEHEHUTE CepTU(UKATH ClleiBa Ja He
ChJIbPIKaT JINYHU JIaHHU, OCBEH YHUKAJTHUTE UJIEHTU(PUKATOPU Ha cepTU(HUKATA.
[Iputexxatennure Ha OTMEHEHH CEPTU(PHUKATH clieiBa J1a ObJaT CBOEBPEMEHHO

HH(bOpMHpaHH 3a OTMsAHATa Ha TCXHUTC CepTI/I(I)I/IKaTI/I 1 3a OCHOBAHUMATA 3a OTMSAHATa UM.

H3pgaBaHeTo Ha CepTI/I(l)I/IKaTI/I CBhINIACHO HACTOAIIHNA PETIIAMCHT HE CJIC/IBA 1da BOAU OO

AUCKpUMHHAILIKA, OCHOBAHA Ha MMPUTCKABAHCTO HA KOHKPETHA KaTCropusd CepTHq)HKaT.
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BceoOmusar, HaBpeMeHeH U (pUHAHCOBO NMPUEMIIMB JOCTHII 710 BakcuHu cpenry COVID-19
1 u3ciieBanus 3a 3apassBaHe cb¢c SARS-CoV-2, kouto ca B OCHOBaTa Ha U37aBaHETO HA
ceprudukarute, cherapisaBamu LHudposus COVID ceptudukar Ha EC, € oT pemraBaiio
3HayeHue B 6opbara ¢ manaemusita or COVID-19 u e oT chliecTBEHO 3HAUCHHE 3a
BB3CTAaHOBSIBAaHE Ha CBO0O/1aTa Ha JBKeHUE B Chio3a. 3a 1a ce YJIECHH YIPaKHSIBAHETO
Ha MPaBOTO HA CBOOOIHO JIBM)KEHUE, IbPKABUTE WICHKU CE HAChPUYaBaT Ja OCUTYPAT
HIMPOKO JTOCTHITHU BH3MOKHOCTH 32 U3CJIe[[BaHE Ha MPUEMIIMBA 1I€HA, KaTO Ce UMa
IpeIBHI, Y€ HE ISUI0TO HACEICHHUE IIIE € MMAJIO Bb3MOXKHOCTTA J1a Obie BAKCHHUPAHO

npean garara Ha nNpujiaranc Ha HaCTOAIUA PETJIaMCHT.

CurypHocTTa, aBTEeHTUYHOCTTA, BAJIMTHOCTTA U 1I€JIOCTTA Ha CepTH(UKATHUTE,
cberapnsBan| Ludpposus COVID cepruduxar va EC, 1 TIXHOTO CHOTBETCTBUE C
npaBoTo Ha Cbro3a 3a 3allUTa Ha JAHHUTE ca OT KJIF0YOBO 3HAYEHUE 33 IPUEMAHETO UM
BBbB BCHUKHU JAbPKaBU WieHKH. [lopanu ToBa € HE00X0AMMO J1a ce Ch3a/ie PaMKa 3a
JIOBEpHE, B KOSITO JIa C€ ONPEAENAT MpaBuiaTa U HHGPaACTPyKTypaTa 3a HaJeKTHOTO U
CUTYPHO U3/J1aBaHe U rpoBepka Ha cepTudukarute 3a COVID. Undpactpykrypara ciensa
na 0b1e pazpaboTeHa, KaTo ce OT/AaBa KaTeTOPUYHO MPEANOYNTaHNE Ha U3IOI3BaHETO HA
TEXHOJIOTUH ¢ OTBOPEH KO/, 3a Jla (PYHKIIMOHUPA B PAMKHUTE Ha Pa3IMYHUTE OCHOBHU
OTIEpAIlMOHHU CUCTEMH, KaTO ChIIEBPEMEHHO CE TapaHTUPa, € € 3allUTeHa OT 3aIUIaxH 3a
kubepcurypHoctta. Pamkara 3a moBepue cienBa a rapaHTupa, ue mpoBepKaTa Ha JajieH
ceprudukar 3a COVID moxe 1a ce nu3Bbpiy odaaitH u 6e3 n3aaBaysT oprai Ui apyra
TpeTa cTpaHa Aa 0bae nHhopMupaHa 3a mpoBepkata. CrneoBaTeTHO paMKaTa 3a T0Bepue
cleqBa a ce OCHOBaBa Ha MHPPACTPYKTypa HA MyOIMYHUS KIFOY C BEpUTa Ha JI0BEpPHE —
KaTo c€ 3al0YHe OT 3/IpaBHUTE OPTaHU Ha IbP’KaBUTE YJIEHKU WIH JPYTU JOBEPEHHU
OpTraHU U C€ CTUTHE JI0 OTJACIHUTE cyOekTH, n3nasamu ceptudurarute 3a COVID. Tazu
paMKa 3a JIoBepue Cle/iBa Ja J1aBa Bb3MOKHOCT 3a pa3KpUBaHE HA U3MaMHU, U MO-
crenualiHo noanpassHe. [IpoekTsT 3a onepaTuBHAa ChbBMECTUMOCT Ha 31paBHUTE
cepTudukaT, U3rOTBEH OT MpeKaTa 3a eIeKTPOHHO 3/ipaBeonasBaHe oT 12 mapt 2021 r.,
npuet cbriaacHo wieH 14 ot Jupektuna 2011/24/EC na EBponeiickus mapiamMeHT U Ha
Ceoeeral, cieziBa 1a mociIy K 3a OCHOBa Ha pamkara 3a josepue 3a Ludposus COVID

ceptudukat Ha EC.

Hupextusa 2011/24/EC na EBponeiickus napiaamenT u Ha CbBerta ot 9 mapt 2011 r. 3a
yIpa)kHsIBaHE Ha MpaBaTa Ha MallMEeHTUTE NPU TPAHCTPAHUYHO 3]JpaBHO OOCITyKBaHe
(OB L 88,4.4.2011 r., ctp. 45).
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ChriaacHo HaCTOSIIMS PeryIaMeHT cepTudukatute, cberaisaBanm Lupposus COVID
ceprudukar Ha EC, ciieqiBa 1a ce u3aaBar Ha JIMIaTa, TOCOYEHHU B WwieH 3 oT JupekTuna
2004/38/EQ, a uMeHHO Ha rpaxaanuTe Ha Chlo3a ¥ Ha YICHOBETE HAa TEXHUTE CEMEHCTBA,
HE3aBHUCHMO OT IPaKJIaHCTBOTO MM, OT JbprKaBaTa 4ICHKa, B KOATO € U3BbpIICHA
BaKCHHAIIMSATA WIH € HATIPABEHO M3CJICIBAHETO, WIH B KOATO C€ HAMUPa Mpe0oIIeIyBaoTo
nuue. KoraTto ce mpaBu mo3oBaBaHe Ha U3aBaHe OT JbPKaBUTE YJICHKH, TOBA CJI€/IBA J1a Ce
pazbupa kaTo 00XBaIaIIO U U3aBaHETO OT OMPEJCICHH CTPYKTYPH OT UMETO Ha
JTbP’KaBUTE YWICHKH, BKIFOUUTEIHO KoraTo ceptudukatute 3a COVID-19 ca uznaneHu B
OTBBJAMOPCKH CTPaHU U TepUTOpUU Wi DapbopcKkuTe OCTPOBU OT UMETO Ha JbprKaBa
yiienka. Koraro e npuioxxumo i 1enecr00pa3Ho, cepTudukaTuTe caeiBa Ja ce u3/1aBar
Ha JIPYTo JUIE OT UMETO Ha BAKCUHUPAHOTO, U3CJIEIBAHOTO WM MPeOOoIeIyBaOTO JIUILIE,
HaIrpuMep Ha 3aKOHHHSI HACTOWHHMK OT UMETO Ha OOSIBEHU 3a HEJIeeCIOCOOHH JIUIA UIIH Ha
pOIUTENH OT UMETO Ha TeXHUTE jaena. [1o oTHoIeHne Ha cepTUUKATUTE CIIeABA J1a HE CE

M3HUCKBAT JICTAJTN3AINS WIH KAaKBUTO U Jia OWJI0 APyry Mo 100HN (hOpMaTHOCTH.

B crotBercTBUE ¢ [Ipenoprka (EC) 2020/1475 appkaBUTe WICHKH cleABa 1a oObpHAT
CTCHMAITHO BHUMAHHUE HA JIUI[aTa, KOUTO KUBEST B TPAHUYHHU PETUOHU H IIBTYBAT
€XKEIHEBHO MJIM YECTO Ipe3 TPaHuIia ¢ Iel padoTa, CTOMaHCKa IEHHOCT, 00pa3oBaHue, MO

ceMelHHU IMPpUYUHH, BbB BPb3Ka C MCAUIMHCKHU I'PUIKU HUJIN I1OJIAraHe Ha I'PUIKH.

Crnensa na 6b11e BB3MOXKHO cepTudukarure, cherapispamu Ludposus COVID
ceprudukar Ha EC, n1a ce u3gaBar u Ha rpaxkaanu Ha AHnopa, Monako, Can MapuHo u

Bartukana/CBetus MMpECTOJI UK HaA JINIA, Hpe6I/IBaBaH_[I/I B TiX.
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CrniopazymeHusiTa OTHOCHO CBOOOZHOTO JABIKEHHE Ha X0pa, CKIroueHu oT Chro3a 1
Ibp)KaBUTE WICHKHU, OT €HA CTPaHa, U HIKOU TPETH IbpPKaBH, OT APYyra CTpaHa,
IPEIBIKIAT Bb3MOXKHOCTTA 32 OTPAaHUYaBaHEe Ha CBOOOIHOTO JBMKEHUE 110 IPUYNHH,
CBBP3aHU C 00IIECTBEHOTO 3/IpaBe, 0e3 quckpuMuHanusa. Korato TakoBa criopazymMeHue He
ChIbpKAa MEXaHU3bM 32 BKIIIOUYBAHE HA HOPMAaTUBHHUTE akToBE Ha Chl03a, CepTUPUKATHTE
3a COVID-19, u3nanenu Ha OeHEUITMEHTH 110 TAKMBA CIIOPa3yMEHUs, CJIe/[Ba Ja Ce
IpUeMar IpH yCIOBUATA, IPEIBUACHN B HACTOSIIMS perinaMeHT. ToBa npuemMaHe ciieisa
na 0b11e 00BBp3aHO ¢ npreMaHeTo oT KoMucusTa Ha akT 3a U3II'bJIHEHHE, C KOHTO ce
yCTaHOBSBA, 4€ TpeTara AbpikaBa u3nasa cepruduraru 3a COVID-19 B choTBEeTCTBHE C
HACTOSIIHMS PErJIaMEeHT U Y€ € MPeJoCTaBmIa O(QUITHATHY TapaHIiy, Y€ IIe IpuemMa

ceprudukaru 3a COVID-19, u3ganenu ot AbpKaBUTE WICHKH.

Pernament (EC) 2021/...* ce mpuiara mo OTHOIICHHE HA TPAXIaHU HA TPETH TbPIKABH,
KOHTO HE IOMaiaT B 00XBaTa Ha HACTOSIIIHS PETJIAMEHT U KOUTO Ca ChC 3aKOHEH MPECTOi
WM IpeOMBaBaT 3aKOHHO Ha TEPUTOPHTA Ha Ibp)KaBa WIEHKa, 3a KOATO Ce IMpuiiara
MOCOYCHUST PETIIAMEHT, ¥ KOMTO MUMAT IIPABO J1a ITbTYBAT JI0 IPYTH AbP>KaBU YJICHKH B

CBHOTBETCTBHUE C PaBoTO Ha ChrO3a.

+

OB: Mois, BbBEZIETE B TEKCTa HOMEpa Ha perjamMeHTa, chabpkall ce B JokyMeHT PE-CONS
26/2021 (2021/0071(COD)).
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Pamkarta 3a noBepue, KosTO 1ie Ob/ie Ch3/1aJeHa 3a IETTUTE Ha HACTOSIIMS PETJIaMEHT,
clie/iBa Jla MMa 3a 11eJ1 JIa Ce TapaHTHpa MOCIeI0BATEIHOCT ¢ TI00aTHUTE HHUIIMATUBH, T10-
CrHenuanHo Te3u, B kouto yuactBaT C30 u MexayHapoaHaTta opraHu3amus 3a TpaxkJ1aHCKO
BB3JlyXOIu1aBaHe. Ta3u mocienoBaTeIHOCT Cie/iBa J1a BKIIOYBA, KOTaTo € Bb3MOXKHO,
OIepaTuBHA CbBMECTUMOCT MEK/y YCTAHOBEHUTE HA CBETOBHO PAaBHUILE WU OT TPETH
IbpKaBH, ¢ KOUTO CHIO3BT MOIIBPIKA TECHU BPB3KH, TEXHOJIOTHYHU CUCTEMHU U
CUCTEMHTE, KOUTO Ca Ch3/1aJICHH 3a LIETUTE Ha HACTOAIIUS PETJIAMEHT, 3a /1a C€ YJIECHH
YIpaXHSBaHETO HA IPABOTO HAa CBOOOIAHO ABMKEHUE B paMKuTe Ha Cbi03a, BKIIOUUTEITHO
ype3 yyacTtue B MHQpaACTpyKTypa Ha MyOJIMYHU KIFOUOBE WM Ype3 JBYCTpaHHA pa3MsHa
Ha IMyOJIMYHY KJIIOYOBE. 3a J1a Ce YJIECHH YIPaKHSBAHETO Ha MPaBOTO Ha CBOOOIHO
JBUKEHHE Ha TpakaaHuTe Ha Chlo3a U WICHOBETE HAa TEXHUTE CEMENHCTBA, BAKCHHUPAHU
WJIM TTO/JIO’KEHU Ha U3CJIEJIBAHE B TPETH ABPKaBU UM B OTBBAMOPCKUTE CTPAHH U
TEPUTOPHH, TOCOUCHH B WieH 355, maparpad 2 ot JloroBopa 3a pyHKIIMOHUPAHETO HA
EBponeiickus cpro3a (ADPEC) u uzdbpoenu B npuiioxenue Il kbM Hero, uim ot
®DapbOpCKUTE OCTPOBH, B HACTOSIIINS PETJIAMEHT CJIe/IBa J]a C€ MPEIBUIM IPUEMaHeTo Ha
ceprudukatu 3a COVID-19, uznagenu ot TpeTu IbpKaBu WIA OT OTBBAMOPCKHUTE CTPAHU
U TepuTOpun Wik 0T PapbOpCKUTE OCTPOBH Ha TpakaaHu Ha Chlo3a U Ha WICHOBE Ha
TEXHHUTE ceMeicTBa, korato Komucusita yctanosw, 4e te3u ceprudukaru 3a COVID-19 ce
M3JIaBaT B CHOTBETCTBUE ChC CTAHAAPTH, KOUTO CJIE/[BA JIa CE CYMTAT 32 PABHOCTOWHU Ha

YCTAHOBCHUTC CBIVIACHO HACTOAIIUA PCTIIAMCHT.
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3a menuTe Ha yIECHSIBAHETO HA CBOOOIHOTO JBMKCHHE U 32 J]a CE TApaHTHUPA, Ue
OTpaHUUYEHUSITA HA CBOOOTHOTO JIBIKEHUE, KOUTO MOHACTOSIIIEM Ca B CHJIA TI0 BpeMe Ha
nangemusata ot COVID-19, morat na 0baaT npeMaxHaTH KOOPIMHUPAHO B3 OCHOBA Ha
Hal-HOBHUTE HAIMYHU HAYYHHU JIOKA3aTEJICTBA U HACOKH, IpefocTaBeHu oT Komurera 3a
3JIpaBHA CUTYPHOCT, ch3AaeH ¢ wieH 17 oT Pemenue Ne 1082/2013/EC na EBpomneiickus
napiament u Ha Chera!, EBponeiickus HEHTHD 3a MPO(PUIAKTUKA ¥ KOHTPOJ BEPXY
3abonsBanusTa (ECDC) u EBponeiickarta arenmnus no jgekapcrsara (EMA), ciena na ce
Ch37a/ie ONepaTUBHO ChbBMECTHM cepTHU(UKAT 3a BakcuHauus. To3u cepTudukar 3a
BAaKCHHALIMS CIIE/[Ba Ja CIIY>KH 32 IOTBBPKJCHUE, Y€ Ha MIPUTEKATEIIS My € TOCTaBeHa
BakcuHa cpeuty COVID-19 B nbprkaBa uiieHka, U ciieiBa J1a JOIPUHECE 3a IOCTENIEHHATa
OTMSIHA HA OTPAaHUYEHUATA Ha CBOOOAHOTO ABMkKeHHE. CepTu(UKATHT 32 BAKCUHAIUS
clieqBa 1a ChAbpKa caMo HeoOxoauMara nHGopMaIus 3a ICHO UASHTUPHUIIMPAHE HA
MpUTEeXKATEIs, KAKTO M mocTtaBeHata BakcuHa cpeuty COVID-19, 6post 1o3u u garara u
MSICTOTO Ha BaKCUHAIUATA. [|bpKaBUTE WICHKH CIIE/IBA JIa U3aBaT CEPTUPUKATH 32
BaKCHHAIIMS Ha JIMIIaTa, Ha KOUTO ca moctaBeHu BakcuHu cpeury COVID-19, 3a kouto e
M3J1aJIeHO pa3pelieHue 3a ThproBus cbriacHo Pernmament (EO) Ne 726/2004 na
EBponeiickus nmapnament u Ha ChbBeTa?, Ha IMIATa, HA KOMTO Ca NOCTABEHH BAKCHHU
cpemy COVID-19, 3a kouTo € u3gaaieHo pa3pelieHue 3a ThproBus OT KOMIICTEHTHUS
opras Ha JbpxaBa wieHka cbriacHo Jupextusa 2001/83/EO na EBpornelickust mapiamMeHT
u Ha CpBera’, M MIara, Ha KOMTO ca noctaBeHH Bakcuuu cpenry COVID-19, unero
pasnpocTpaHeHne € OuIo BpEMEHHO pa3pelieHo ChIiacHo 4iieH 5, maparpad 2 ot

IMOoCoYCHAaTa TUPCKTUBA.

Pemenne Ne 1082/2013/EC na EBponeiickus napaamenT u Ha ChBeTa OT 22 OKTOMBPHU

2013 r. 3a cepuo3HUTE TPAaHCTPAHUYHU 3aIJIaXH 32 3/I[paBETO U 3a oTMsiHa Ha Pemenue No
2119/98/EO (OB L 293, 5.11.2013 r., cTp. 1).

Pernament (EO) Ne 726/2004 na EBponeiickust mapiament u Ha CoBeTa oT 31 mapt 2004 r.
3a yCTaHOBsIBaHE Ha Mpoleaypu Ha Chio3a 3a pa3pellaBaHe U KOHTPOJI Ha JIEKapCTBEHU
MPOJYKTH 32 XyMaHHA U BeTepUHApHa ynoTpeba u 3a ch3AaBaHe Ha EBporneiicka areHius mo
nekapctBara (OB L 136, 30.4.2004 r., cTp. 1).

Hupextusa 2001/83/EO na EBpomneiickust mapnament u Ha CpBeta oT 6 HoemBpH 2001 1. 32
YTBBbpKAaBaHe Ha Kogekc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHH MPOAYKTH 32 XyMaHHa
ynotpeba (OB L 311, 28.11.2001 r., ctp. 67).
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JIuuaTa, BAKCMHUPAHU MPEAM 1aTaTa Ha MpUIaraHe Ha HaCTOSIIUS PETJIaMeHT,
BKJIFOYMTEIIHO KAaTO YacT OT KJIIMHUYHO U3MUTBAHE, CJIe/IBa ChILO J1a UMAT MPaBo Ja
MoJIy4aT cepTU(UKAT 3a BAKCUHALIMS B ChOTBETCTBHE C HACTOSIIHS PErilaMeHT, KaTo ce
nma nipeasu, ue Ludposust COVID ceprudukar Ha EC ocurypsiBa B3auMHO ITpueTaTa
paMKa 3a yJIecHsBaHE Ha yIpakKHABAHETO Ha MPaBOTO HA cBOOOAHO nBxkeHue. Koraro
rpaxmaanu Ha ChI03a WM YICHOBE HA TEXHUTE CEMEHCTBA HE MPUTEKABAT CEPTHQPUKAT 3a
BaKCHHAIIMS, OTTOBAPAI HA U3UCKBAHUATA HA HACTOSIIUS PETJIIAMEHT, MO-CIIEUAIHO
3aI[0TO ca BAKCMHUPAHU MPEIU 1aTaTa Ha MpUIaraHe Ha HACTOSIINS perjlaMeHT, clieaBa
Jla UM Cce J1aJie BCSAKA pa3yMHa Bb3MOXHOCT Ja JOKaXKaT 10 IpyT HaYuH, Y€ ClIe/Ba J1a ce
MOJI3BaT OT OCBOOOX/TABAHETO OT CHOTBETHUTE OIPAHUYCHUS HAa CBOOOJHOTO JBUKCHHE,
MPEIOCTaBeHO OT JaJieHa AbprKaBa WICHKa Ha MPUTEKATENNTe Ha CepTUPUKATH 32
BaKCHHAIIMS, U3/IaJICHH ChITIAaCHO HACTOAIIMS peryiaMeHT. ToBa He cneBa J1a ce pa3oupa B
CMUCBJI, Y€ C€ OTpa3siBa BbPXY 3aIbDKCHUETO Ha JbP)KABUTE YICHKU J1a U31aBaT
cepTu(UKaTH 32 BAKCHHAIIHSI, OTTOBAPSIIY Ha M3UCKBAHUATA HA HACTOSIIUS PETJIAMCHT,
HUTO BBPXY NPaBOTO Ha rpaxaaHuTe Ha Chro3a WIK HA YICHOBETE HA TEXHUTE CEMENCTBA
Jla TIOJTy4aBaT OT IbP>KaBUTE WICHKH TaKUBa CEPTU(PHUKATH 32 BAKCHHAIUS.
CrpuieBpeMeHHO IbpKaBUTE YJICHKH CJIEBA Ja 3ama3sT cBo0o1aTa CH Ja u3gaBaT
JI0Ka3aTeJICTBO 32 BAKCHHAIMS B YTy (OPMATH 32 IPYTH LEINH, TO-CIIEUATHO 3a

MCIHUIMHCKH IICIIHN.
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JIbpKaBUTE YWICHKH MOTAT CHIIO TaKa J1a U3aBaT Py MOUCKBAHE CEPTUPUKATH 32
BaKCHHALIMS Ha JIMLA, KOUTO ca OUIM BAKCUHUPAHU B TPETA AbprKaBa U MIPEIOCTABIT
usaTa HeooxonuMa nHGopMaIKs, BKIIOYUTETHO HAJESK/IHU 10Ka3aTeCcTBa 3a ToBa. ToBa
€ OT 0cOOEHO 3HAUYEHHUE, 32 Ja ce JaJie Bb3MOXKHOCT Ha 3aCerHaTUTE JIMIa J]a U3M0JI3BaT
OIIEPaTUBHO CHBMECTUM M MPUET cepTU(UKAT 32 BAKCHHALIUS, KOTaTO YIPAXKHABAT
IIpaBOTO CH Ha CBOOO/IHO JIBMKEHUE B paMkuTe Ha Cpro3a. ToBa ciezBa Ja ce rnpuiiara 1o-
CHelHanHo 3a rpakaanu Ha Cbro3a U WICHOBE Ha TEXHUTE CEMENCTBA, BAKCHHUPAHU B
TpeTa IbprKaBa, 3a KOUTO 3[JpaBHATa CUCTEMa Ha AbprKaBa YWiICHKA IM03BOJISBA U3/JaBAHETO
Ha [{udpos COVID ceprudukar va EC, u npu ycioBue ue Ha AbpkaBaTa YiCHKa €
IIPEIOCTABEHO HA/AEKIHO JOKA3aTENICTBO 3a BakcuHanusa. OT ajieHa JbpkaBa YjIeHKa He
clie[iBa J1a ce M3MCKBa Jla u3JaBa cepTU(UKAT 32 BAKCHHALIMA, B CIIy4ail 4Ye ChOTBETHATA
BakcuHa cpemry COVID-19 He e paspeniena 3a ynorpeba Ha HeiiHaTa Teputopus. Hsama

HU3UCKBAHC OBPIKABUTC YICHKU a U31aBaT CepTI/I(l)I/IKaTI/I 3a BaKCHMHalWA B KOHCYJICKHUTC

CITyKOH.

(32) Ha 12 mapt 2021 r. Mpesxara 3a e1eKTPOHHO 3paBEOINAa3BaHE aKTyaJu31pa CBOUTE HACOKU
OTHOCHO MOJJISKAIIUTE Ha IPOBEpKa CepTU(UKATH 32 BAKCHHUPAHE — OCHOBHU €JIEMEHTH
Ha OoTiepaTUBHATA CbBMECTUMOCT. [locoueHnTe HaCOKH, M MO-CIEHUAITHO MPEATOYUTAHUTE
CTaHJIapTH 3a KOJIOBE, CJIE/IBA J]a ChCTABJISIBAT OCHOBATA 3a TEXHUYECKUTE Cclieu(UKaLINH,
MIPUETH 32 [EJTUTE Ha HACTOAIIUS PETJIAMEHT.
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[Ipenu narara Ha mpuIaraHe Ha HACTOSIIUS PETIIAMEHT HSAKOJIKO IbPXKABU YJICHKH BEUe
0CcBOOOXK1aBaxa BAKCUHUPAHUTE JIUIA OT ONPEICIICHU OIPaHUYEHUS BbPXY CBOOOIHOTO
nBIKeHue B pamkuTe Ha Chro3a. Korato gpp:kaBUTE WICHKH IIPHEMAT JI0Ka3aTEICTBO 3a
BaKCHHAIINS, 32 J1a JJOITyCHAT OCBOOOXaBaHE OT OIPAaHUYCHUSTA BBPXY CBOOOTHOTO
JIBUKEHUE, BbBEJICHU B ChOTBETCTBHE C MPaBOTO Ha Chi03a C 111 OrpaHuYaBaHe Ha
pasnpoctpanenueTo Ha SARS-CoV-2, kato HanpuMep W3UCKBaHE 3a MTOCTABSIHE MO/
KapaHTHHA WM CAMOM30JIaIlHs WK 3a U3BBPIIIBAHE HA U3CIIC/IBaHE 32 HHPEKIIUS ChC
SARS-CoV-2, oT TsX ciieqiBa J1a ce M3UCKBa J1a MpUeMaT MPHU ChUIUTE YCIOBHUSA
cepTu(dUKATH 32 BAKCUHAIIHS, U3/IaJICHU OT IPYT'H IbPKaBU YWICHKH B ChOTBETCTBUE C
HacTosus periaameHT. ToBa npueMane cieBa Ja ce U3BbPIIBA IPU ChUIUTE YCIOBUS,

KOCTO O3HA4YaBa, Y€ KOIaTO AbpiKaBa YWICHKA CHHUTA HAIIPUMEP, Y€ ITIOCTABAHCTO Ha

CAMHHUYHA 103a BAKCHUHA € 1O0CTAaTbYHO, TA CJICABa Aa IIPUCMC TOBA U 34 IIPUTCIKATCIUTC HA

cepTu(dUKaT 3a BAKCUHAIIMSI, YKa3Balll eIMHUYHA J103a OT ChIlara BakcuHa. Koraro
JTBP’KaBUTE YWICHKH IMPEMaxBaT OrpaHUYCHUSI Ha CBOOOTHOTO JBU)KEHHE Bb3 OCHOBA Ha
JI0Ka3aTeJICTBO 3a BaKCHUHAIUS, T€ CJIe/IBa J]a HE HalaraT Ha BAKCHHUPAHUTE JTUIA

JAOIIBJIHUTCIIHUA OTPAHUYCHUA Ha CBO6OI[HOTO JABUIKCHUEC, CBbpP3aHU C IAHACMUATA OT

COVID-19, nannpumep cBBp3aHO ¢ IbTYBaHE U3CieABaHE 3a 3apa3siBane cb¢ SARS-CoV-2

HJIM CBBbpP3aHa C IbTYBAHC KapaHTUHA WJIM CaMOU30J1allrsA, OCBCH aKO Bb3 OCHOBA Ha Haii-
HOBUTC HAJIMYHU HAYYHH J0KA3aTCJICTBA CHOTBECTHUTC AOIIBJIHUTCIIHNU OIPAHUYCHUS Ca
HeO6XOI[I/IMI/I U IPONIOPIIMOHAJIHA Ha LICJITA 3a OIMa3BAHC Ha 06IJ_ICCTB6HOTO 3ApaBC U Cca

HCAUCKPUMHWHAIIUOHHU.
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C Pernament (EO) Ne 726/2004 ce BbBeXKIaT XapMOHU3UPAHU MPOIIETYPH, OTHACSIIIH C€
3a BCUYKHU JbpKaBU YICHKH, 3@ pa3pellaBaHe U KOHTPOJI Ha JIEKApCTBEHU IPOAYKTH Ha
paBHHIIETO Ha CBI03a, KOUTO rapaHTUpar, 4ye B 1eaus Chlo3 Ha Ia3apa ce IycKar U Ha
HAIMEHTUTE ce MPUJIaraT caMo BUCOKOKAYECTBEHH JIEKAPCTBEHU NMPOJIYKTU. B pesynrat Ha
TOBA pa3pelICHUATa 32 ThProBUsl, N31a7eHU 0T Chro3a ChITIACHO [TOCOYEHUS PErJIAMEHT,
BKJIFOUMTEIIHO OLIEHKAaTa Ha CbOTBETHMSI JIEKAPCTBEH MPOAYKT 110 OTHOIIEHHE Ha
Ka4yecTBOTO, 0€3BpeIHOCTTAa U €(PUKACHOCTTA, Ha KOSITO T€ C€ OCHOBABAT, Ca BAJIMJAHU BbB
BCUYKH IbpKaBU WieHKU. OCBEH TOBa MPOLEAYPUTE 3a POCIEIIBAaHE U KOHTPOJ HA
e(pUKaCHOCTTAa Ha JICKAPCTBEHUTE MPOYKTH, pa3pelIeHH ChIIACHO ChINUS PErJIaMeHT, ce
M3BBPIIBAT LIEHTPATHO 32 BCUYKH JIbpKaBH WieHKU. OLeHKaTa U 0J0OpPEHUETO Ha
BaKCHHUTE 4Ype3 LIEHTpaM3upaHaTa poleaypa ciaeiBar o0l CTaHAapTH U Ce U3BbPILIBAT
10 [TOCJIeI0BATEIeH HAauuH OT MMETO Ha BCUYKH JIbPKaBH WIEHKU. Y4YacTUETO Ha
JIbpKABUTE WICHKH B Mperiiefia U 0100psBaHETO HA OLIEHKATa CE OCUTypsIBa UpPeE3
pa3auMYHU KOMUTETH U Ipynu. [Ipu onjeHkaTa ce n3noia3Ba U €KCIEPTHUS ONUT Ha
eBpoIlelickaTa peryJaTopHa Mpexa 3a jJekapcrBara. Pazpemenuero upes
LIEHTpaJIn3UpaHaTa Ipoleaypa 1aBa yBepeHOCT, Y€ BCUUKH Jbp)KaBU YJICHKH MOTaT Jia ce
JIOBEpsIBAT Ha TAaHHHTE 3a e(prKacHOCTTA U OE3BPEIHOCTTA U HA CHIVIACYBAHOCTTA HA
NapTUINTE, U3M0I3BaHU 3a BakcuHupaHe. [lopaau ToBa 3a1bJKEHUETO 32 IPUEMaHe U
€/IHU U CHILM YCIOBHS HAa CEpTU(PUKATUTE 3a BAKCUHALIMS, U3/IaZIEHH OT IPYTH Ibp>KaBU
YJIEHKH, cie/Ba 1a ooxBaiia Bakcunute cpeuty COVID-19, 3a kouto e u3naaeHo
pasperieHue 3a Teproaus cbriacHo Pernmament (EO) Ne 726/2004. C uen na ce
noanomorHe padorara Ha C30 u 11a ce moyiokaT yCuius 3a mo-go0pa riodanHa
orepaTHBHA CbBMECTUMOCT, AbpPKABUTE YWICHKH CE€ HaChpyaBaT MO-CHEIHAIHO J1a IpUeMaT
cepTH(HKATH 32 BaKCUHALIMA, U31aJIeHH 3a Apyru BakcuHu cpemy COVID-19, kouto ca
npeMuHanu npouenypara Ha C30 3a pasperiaBane Ha ynoTpeda npu U3BbHPEAHU

CUTYyallHH.
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XapMmoHu3upanute nporuenypu ceriaacHo Permament (EO) Ne 726/2004 cnensa na He
BB3IPENATCTBAT JbP)KaBUTE WICHKHU Ja B3eMaT PEIICHUs J1a IpUeMaT CepTH(HUKATH 32
BaKCHHAIMs, U3JaJIcHU 3a Apyru BakcuHu cpemry COVID-19, 3a KOWTO KOMIETEHTHUAT
OpraH Ha JAbpKaBa YICHKA € W3/1ajl pa3pelleHre 3a ThproBHs B ChOTBETCTBHE ¢ J[UpeKTHBa
2001/83/EQO, 3a BaKCHHH, YHETO PA3MPOCTPAHEHHUE € ONI0 BPEMEHHO pa3perieHo ChIIIacHO
yiieH 5, naparpa¢ 2 oT chlaTa AUPEKTHBA, U 32 BAKCHHU, KOUTO Ca MPEMHUHAIN
npouenypara Ha C30 3a pa3pemaBane Ha ynorpebda nmpu u3BbHpeaHH cuTyanuu. Koraro
TakaBa BakcuHa cpeuy COVID-19 BrnocneacTue noiyyu pa3peiieHue 3a ThproBus
ceriacHo Pernament (EO) Ne 726/2004, 3anbmKkeHUETO 32 IpHEMaHe Ha CEPTUDUKATHTE
3a BaKCHMHAIIMS NIPU CHIIUTE YCIOBUS, IIe 00XBaIla U cepTU(hUKaTUTE 32 BAKCUHAIMS,
W3JIaJIeHH OT IbprKaBa WieHKa 3a Ta3u BakcuHa cpeury COVID-19, nezaBucumo nanu
cepTuduUKaTUTe 32 BAKCUHALIUA ca OUIIM U3[a/IeHU TPEIU WK Clie]] pa3pelIeHUeTo ype3

LEHTpaJIu3upaHara rnpoueaypa.

Heo6xoauMo e 1a ce mpeoTBpaTu MmpsikaTa WK HEeTpsiKaTa JUCKPUMUHALNS CPEILy JINIa,
KOUTO HE ca BAKCUHUPAHU, HAIPUMEP MOPaau MEAUIIMHCKH IPUYMHU, TIOPAJId TOBA, Y€ HE
ca yacT OT I[eJieBaTa IpyIma, 3a KOsATO MOHACTOSIIEM ce MpHiiara Uil ce pa3periaBa
BakcuHara cpeury COVID-19, nanpumep zena, Win 3ai0To BCE OIIE HE ca UMaJIU
BB3MOKHOCT J1a ObJIaT BAKCHHUPAHH, WX ca MPEII0YelH /1a He ce BakcuHupar. [lopaau
TOBA MPUTEKABAHETO HA CEPTU(PHUKAT 32 BAaKCUHAIUS WM IPUTEKABAHETO HA CEpTUPUKAT
3a BaKCHHAIIMsI, B KOWTO ce mocouBa BakcuHa cpemy COVID-19, He cnensa na 0bae
MIPeIBAPUTEIHO YCIOBUE 32 YIIPAXKHIBAHE HA MTPABOTO HA CBOOOTHO JBMKEHHE WITH 32
M3MOJI3BaHETO HA TPAHCTPAaHUYHM YCIYTU 3a IPEBO3 HA IbTHUIIM, KATO aBUOKOMITAaHUH,
BJIAKOBE, aBTOOYCH, PeprOOTH MIIH BCAKAKBU IPYTH BUI0BE TpaHcmopT. OCBEH ToBa
HACTOSIIIUAT PErJaMEeHT HE MOKE J1a C€ ThJIKYBa KaTO YCTaHOBSBAIIl IPABO HA BAKCUHAIUSA

WIIN 3abJIHKCHUC 34 BAKCUHAIW.
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MHoro nbpKaBy WICHKH U3UCKBAT OT JIMIATA, TFTYBAIIH JI0 TSIXHATA TEPUTOPHS, 1A Ce
MOJUTOKAT Ha u3ciensane 3a nHpekuus cb¢ SARS-CoV-2 npeau nim cies npucTUraneTo.
B nauanoro na nangemusra or COVID-19 nbpikaBuTe WieHKH OOMKHOBEHO pa3uuTaxa Ha
U3cleIBaHe 10 MEeTo/a Ha oJIMMepa3Ha BeprKHa peakuus ¢ ooparHa Tpanckpuntasza (RT-
PCR), xoiiTo npencTaBiisiBa U3CJIEABAHE 33 aMILTU(UKAIMS HA HYKJICUHOBH KHCEIHHU
(m3cnenBane NAAT) 3a nuarnoctrka Ha COVID-19, cuutan ot C30 u ECDC 3a Haii-
HaJeXJHaTa METO/IMKA 3a U3CJIeJIBAHE HA 3apa3eHU JIMIIA U Ha XOpaTa, ¢ KOUTO Te ca Ouiu
B KOHTakT. C pa3BUTHETO Ha MMaHeMUsATa Ha Mazapa Ha Cblo3a 3arouHaxa Jia ce rmpeasjarar
M0-0BP3H U MO-CBTHHU TECTOBE OT HOBO MOKOJICHUE — T. HAp. ObP3U TECTOBE 32 aHTHUTCHH,
KOUTO OTKPHUBAT HAJTMYMUETO HA BUPYCHU MPOTCHHH (AHTUTEHH) C 11T OTKPUBAHE Ha
nacrenuia npeknus cbe SARS-CoV-2. B Ipenopska (EC) 2020/1743 na Komucusral
Ce OMpEeeNsIT HACOKH 3a AbPIKABUTE WICHKH 110 OTHOIIIEHUE Ha U3MOI3BaHETO HA TAaKUBa

OBp3U TECTOBE 32 AaHTUTCHHU.

B Ilpenopskara na Cheeta ot 21 smyapu 2021 1.2 ce onpenens o0uia pamka 3a
M3II0JI3BAHETO U BAJIMAMPAHETO Ha ObP3UTE TECTOBE 32 AHTUT'CHU U 32 B3aUMHOTO
MpU3HaBaHe Ha pe3yaTatute ot uicinensanus 3a COVID-19 B Cbro3a, KaTo ChIIO Taka ce
MpeABMK A pa3pad0oTBAHETO HA OOI CIIUCHK HA Obp3uTe TecToBe 3a anTurenu 3a COVID-
19. B3 ocHOoBa Ha mocoueHara npenopbka Ha 18 peBpyapu 2021 r. KomureTsT 32
3[IpaBHA CUTYPHOCT ITOCTUTHA CHIIIACHE TT0 OO CIIUCHK Ha OBP3UTE TECTOBE 32 AHTUTECHU
3a COVID-19, non6op Ha Obp3UTE TECTOBE 32 AHTUTE€HU, YUUTO PE3YITATH IbPKABUTE
YJIEHKU B3aUMHO I1le IPU3HaBaT, 1 001l CTaHAapTU3UpaH HAObOp OT JaHHU, KOUTO Aa ObJat

BKJIIOUEHU B cepTuukarure 3a uzcaeasane 3a COVID-19.

[Ipenopska (EC) 2020/1743 na Komucusta ot 18 Hoempu 2020 r. OTHOCHO H3ITOJI3BAaHETO
Ha OBbpP3M TECTOBE 32 aHTUIe€HH 3a JUarHocTUIMpane Ha uHpekuus cbc SARS-CoV-2

(OB L 392, 23.11.2020 r., cTp. 63).

IIpenopbka Ha ChBeTa oT 21 ssHyapu 2021 r. OTHOCHO 001IIa paMKa 3a M3MOJI3BAHETO U
BaJIMIMPAHETO Ha OBP3UTE TECTOBE 3a AHTUTCHH U 32 B3aUMHOTO MPU3HABaHE Ha
pesyararute oT TectoBe 3a COVID-19 B EC (OB C 24, 22.1.2021 r., cTp. 1).
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Bwnpeku Te3u o6y yeunus rpaxxaannte Ha Chio3a M YWIEHOBETE Ha TEXHUTE CEMENCTRa,
KOUTO YIPaXHSIBAT IPABOTO CH HA CBOOOHO JIBIKEHHE, BCE OIIE CpPelaT npodiiemMu,
KOraTo C€ OIIMTBAT J1a IOCTUTHAT IIPUEMAHE B €1HA JbpKaBa YICHKA Ha PE3yJITaTUTE OT
U3CIe/IBaHMs, HAlIPaBEHH B Jpyra JbpkaBa wieHKa. Te3n npobiaeMu 4ecTo ca CBbp3aHHu ©
€3MKa, Ha KOMTO ce MU3/1aBa pe3yiaTaThbT OT U3CIEABAHETO, WIH C JIUIICAaTa Ha I0BEpUE B
AaBTEHTUYHOCTTA HA MOKa3aHMA JOKYMEHT. B TO31 KOHTEKCT TpsiOBa Ja ce B3eMat MpeaBuI
U pa3xoJuTe 3a u3cieaBaHuATa. Te3n npolieMu ce yTexHsBaT 3a JIMLAaTa, KOUTO BCE OLe
He Morar Jia ObaT BaKCUHUPAHH, IO-CIELIUAIHO Je1aTa, 3a KOUTO Pe3yJITaTUTe OT
U3CJIeIBaHUATA MOTaT Jja ObJIaT €AMHCTBEHUAT HAUMH 32 TbTYBaHE, B CIIy4ail 4e ca

BBBCIACHU OrpaHUYCHUS.

3a 1a ce mo00py PaBHUILETO HA IPUEMaHe Ha Pe3yNTaTUTE OT U3CJIE/IBAHUATA,
U3BBPIICHU B Jpyra AbprKaBa WiCHKa, IPU MPEICTaBIHETO UM 3a [EIUTE Ha YIPAKHSIBAaHE
Ha IPaBOTO Ha CBOOO/HO JIBMXKEHUE, clieiBa J1a ObJie Ch3/1aJIeH ONEpaTUBHO CbBMECTUM
cepTH(UKAT 32 U3BBPIICHO H3CIICABAHE, ChAbPIKaIl HH(POpPMAIHATA, HE0O0OX0AUMA 32 SICHO
uaeHTHQUIMPAHE Ha IPUTEKATENS, KaKTO U BUJA, AaTaTa U pe3yirara oT TecTa 3a
unpexuus cs¢ SARS-CoV-2. C uen na ce rapaHTupa HaJeXKIHOCTTa Ha pe3yiTara oT
TecTa, caMo pe3ynrarure ot uscieaanusita NAAT u Obp3uTe TECTOBE 32 aHTUTEHH,
BKJIIOUEHU B CIIMCHKA, ChCTABEH Bb3 0cHOBA Ha [IpenopbkaTa Ha CbBera oT 21 ssHyapu
2021 r., cnenBa na 6baT JOMYCTUMH 3a CepTU(PHUKATA 32 U3BBPIICHO U3CIIEIBaHE, N3/1aJICH
BB3 OCHOBA Ha HACTOAIIMS pernameHT. OOMmHUIT CTaHAApTU3UPAH HA0Op OT JaHHU, KOUTO
na ObAaT BKIIOUEHHU B cepTU(UKATUTE 32 U3BBPIICHO H3CienBaHe, oJo0peru oT Komurera
3a 3/lpaBHa CUTYpHOCT Bb3 ocHOBa Ha [Ipenopbkara Ha CbBeta ot 21 ssHyapu 2021 1., u
MO-CIIEUATHO IPEANOYUTAaHUTE CTAaHAAPTH 3a KOJIOBE, CJIE/IBa J]a ChCTaBJIsIBa OCHOBATa 3a
TEXHUUYECKUTE CHEeU(PUKAIINN, KOUTO TPSOBa 1a ObJIaT MPUETH 32 IeTUTE Ha HACTOSIIUS

PErIIaMCHT.
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N3non3BaneTo Ha ObP3U TECTOBE 32 aHTUTECHU 1€ TTOCITYKHU 32 yJIeCHSBaHE Ha M3aBAHETO
Ha cepTU(UKATH 332 U3BBPIICHO U3CJICIBaHE HA IOCTHITHU IIeHH. BeeoOmusr,
CBOEBpEMEHEH U (DMHAHCOBO MPUEMIIMB AOCTHIT 70 BakcuHu cperry COVID-19 u
u3cieaBanus 3a 3apassiBane cb¢ SARS-CoV-2, KouTo ca B OCHOBaTa Ha U3/1aBaHETO HA
ceprudurarure, cherapisaBamu Ludposus COVID ceprudukar Ha EC, e ot pemasario
3Ha4yeHue B Oopbara ¢ manaemusita or COVID-19. Hapen ¢ npyroto, IECHUST AOCTBII 10
Obp3U TECTOBE 32 AaHTUT'€HU HA MPUEMIIMBH LIEHU, OTTOBAPSAIIN Ha KPUTEPUUTE 32
KauecTBO, MOKeE Jla TOMPUHECE 3a MO-HUCKU Pa3XO/H, MO-CIIEUATHO 32 JINIIATa,
MIPEeMHUHABAIIY TPAHUITUTE €XKETHEBHO WIIM YE€CTO C I1e] padboTa win obpa3zoBaHue, 3a 1a
nocemnaBaTt OJU3KH POJTHUHHY, J1a THPCAT MEIUIIMHCKY TPUKH WITU J1a CE TPIIKAT 32 OJIM3KH,
3a IpYTU IBTYBAIIY C KIFOYOBU (QYHKIIUHU WK HYXIH, 32 JIHUIa B HEPABHOCTOWHO
MKOHOMHUYECKO NoJIokKeHue U 3a ydauu ce. Ha 11 mait 2021 r. KomurtersT 3a 31paBHa
CUTYPHOCT INPHUE aKTyaTHU3UPaH CIIMCHK HA OBP3UTE TECTOBE 32 AHTUTCHH, KaTO YBEIHUIN
Oposi Ha OBP3UTE TECTOBE 32 AHTUTCHU, IPU3HATH KaTO OTTOBAPSIIIN Ha KPUTCPUUTE 32
kauecTBo, Ha 83. [Ipeau naTarta Ha mpuiarane Ha HACTOSIIMS PETJIAMEHT HAKOIKO
IbpPKABU YJICHKU BeYe MPEI0CTaBsIiXa IIMPOKOMAIa0OHU Bb3MOKHOCTH 32 U3CIIeIBaHE Ha
CBOUTE TpaxaaHu. B moakpena Ha KanmanuTeTa 3a U3CJIe/IBAaHE HA IbPKABUTE WICHKH
Komucusita Mmoommmsupa 100 Mummona eBpo 3a 3aKyryBaHe Ha Haj 20 MIITHOHA Obp3H
TecTtoBe 3a antureHu. Omre 35 MUIHOHa €Bpo OsiXxa MOOMIIM3UPAHHU Ype3 CIIOPA3yMEHUE C
UepBeHus KPBCT, 3a J]a CE€ YBEJIUYH KanaluTeTa 3a U3cleABaHe B IbPKaBUTE WICHKH Ype3

MOOUJIICH KamanouTeT 3a U3CJICABAaHC.
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(42) Ceprudukarute 3a oTpHLIaTENIeH pe3yaTar oT HanpaseH TecT 32 COVID-19, uznanenu ot
JbP’KaBUTE YICHKU B CbOTBETCTBHUE C HACTOSIIIUS PETJIaMEHT, CJIe/[BA Jla C€ IpUeMaT npu
€/IHU U CHILU YCIOBUS OT IbP>KaBUTE WICHKU, KOUTO M3UCKBAT JJOKA3aTEJICTBO 32
HarpaBeHo usciensane 3a nHpeknus cb¢c SARS-CoV-2, 3a na npenoctaBst
0CBOOOXKJaBaHE OT OTPAHUYCHHUATA HA CBOOOJHOTO JABMKEHUE, BHBEICHU C 1€
orpanuyaBaHe Ha paznpoctpanenuero Ha SARS-CoV-2. Koraro enuaemuunara
00CTaHOBKA IO MO3BOJISIBA, PUTEKATEIUTE HA CEPTUDUKATU 32 OTPULIATEIICH PEe3yaTaT OT
HaIMpaBeHO U3CJIe/IBaHEe HE CIIe/[Ba /1a MOAJIEKAT Ha IOIMbJIHUTEIIHA OTPaHUYEHUS Ha
cB00O/1aTa Ha IBUKEHUE, cBbp3aHu ¢ na”aemusita or COVID-19, nanpumep
JOMBJIHATEITHO CBBP3aHO C IIbTYyBaHE U3cieaBane 3a 3apa3saBaHe cbc SARS-CoV-2 cnex
KaTo JIMLETO MPUCTUTHE WM CBBbpP3aHa C MbTYBaHE KapaHTUHA WM CAMOM30JIAIUsl, OCBEH
aKo Bb3 OCHOBA Ha Hali-HOBHUTE HAJIMYHU HAYYHH JI0KA3aTEJICTBA ChOTBETHUTE
JOITBIHUTEIHU OIPaHUYEHUS ca HEOOXOAUMHU U IPONOPLIMOHAIIHY 32 1I€JITa 3a Olla3BaHe Ha

O6HI€CTB€HOTO 3ApaBC U Ca HCAUCKPUMUHAIITUOHHH.
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(43)

Crniopes HUIMYHNATE HAyYHU JIOKA3aTEJICTBA JIMIIaTa, KOUTO ca mpedosnenysanu COVID-19,
€ Bb3MOXKHO BCE OIIIE Ja JaBaT nojoxkureseH pesynarar 3a SARS-CoV-2 3a onpezenen
MIEepHOJ] OT BpeMe ciie]l mosiBaTa Ha cuMnToMute. Cie1oBaTesIHO KOraTo OT Te3U JIUIa ce
M3HCKBA JIa Ce MOJUI0XKAT Ha U3CJe/IBaHe MPEeIn Ja YIPaXHIT MPAaBOTO CH Ha CBOOOHO
JBUKEHUE, TOBA JICUCTBUTEIIHO MOXKE J1a TH BB3NPENATCTBA J1a IbTYBaT, BHIIPEKU Ye BEUEe
HE ca 3apa3Hu. 3a [eJTUTE Ha yICCHIBAHETO HA CBOOOHOTO JBMKCHHE U 32 Ja Ce
rapaHTupa, 4e OrpaHUuEHUsATa Ha CBOOOIHOTO JABMKEHUE, KOUTO MOHACTOAIIEM Ca B CUJIa
o Bpeme Ha nmanaemusta or COVID-19, morar ga 6b1aT OTMEHEHHU IO KOOPAMHHUPAH
Ha4yuH Bb3 OCHOBA HA HAal-HOBUTE HAJIMYHU Hay4YHH JI0KA3aTEJICTBA, CJIEBA J]a CE Ch3/a/Ie
OIEepaTHBHO CHBMECTUM cepTU(UKAT 3a pedoieIyBaHe, ChAbPKAI] HEOOX0AMMAaTa
uH(popMaIng 3a ICHO UJICHTUUIPaHEe Ha 3aCETHATOTO JIMIE U 1aTaTa Ha MPeIUIIeH
MOJIOKUTEJIEH pe3ynTaT oT uscneasane 3a uHpexmus cb¢ SARS-CoV-2. Ceprudukarst 3a
npeboJieIyBaHe cie/iBa Ja ce n3/1aBa Hai-paHo 11 mHU cien parata, Ha KOSTO Ha JIMIICTO
3a I'bPBU IIBT € OniIo HanpaBeHo uscnensane NAAT, 1ano nojaoXuTeNeH pe3yaTar, u
cnenBa ja Obae BayieH 3a He moBeue ot 180 quu. Criopen ECDC nmocneaHuTe 1aHHA
MOKa3Bar, Y€ BhIIPEKU pa3MpoCcTpaHeHHETo Ha ku3HecrocooeH SARS-CoV-2 mexny
JIECETHS U ABAJECETHS JACH OT I0sBaTa Ha CUMIITOMHUTE, KAU€CTBEHUTE €MHUIEMUOJIOTUYHU
W3CIIe/IBAHMS HE MOKa3BaT Mo-HaTaThIIHO npeaaBane Ha SARS-CoV-2cnen necet nuu.
Komucusita ciensa na 6b1€ onmpaBoMoIiieHa Ja IPOMEHs TO3H IepUoJ] Bb3 OCHOBA Ha
Hacoku oT Komurera 3a 31paBHa curypHocT win o ECDC, kouto npoyuBaT BHUMATEIHO
JoKa3aTescTBeHaTa 0a3a 3a MPOABIKUTETHOCTTa Ha IPUIOOUTHS Clie]] TpedoelyBaHETO

AMYHUTET.
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[Ipenu narara Ha mpuIaraHe Ha HACTOSIIUS PETIIAMEHT HSAKOJIKO IbPXKABU YJICHKH BEUe
0cBOOOKAaBaxa mpe0oJieIyBaIUTE JIMLA OT ONPEAEIECHU OrPaHUUYEHUS BbPXY CBOOOAHOTO
neuxenne B Cpro3a. Korato nppaBuTe WICHKU IMpUeMaT 10Ka3aTeICTBO 3a
npebosieyBane, 3a Ja IOMyCHAT OCBOOOXK/1aBaHe OT OrPAaHUYECHUSATA HA CBOOOIHOTO
JBUKEHME, BbBEJCHU B CbOTBETCTBHE C IIPaBOTO Ha Chl03a € 11e)1 OrpaHUYaBaHEe Ha
pasnpoctpanenueTo Ha SARS-CoV-2, kato HanpuMep W3UCKBaHE 3a MOCTABSHE MO/
KapaHTHHA UM CAMOU30JIallks WM 32 U3BBPLIBAHE HA U3CIIeABaHE 3a MH(EKIUS ChC
SARS-CoV-2, oT TsX ciieqiBa J1a ce M3UCKBa J1a MpUeMaT MPHU ChUIUTE YCIOBHUSA
ceprudukaru 3a npedonenysane Ha COVID-19, u3zganenu ot qpyru AbpKaBu YWICHKH B
CBHOTBETCTBHUE ¢ HacTosmus persiamedT. Ha 15 mapt 2021 1. B ChTpyIHUYECTBO C
KomuTeTa 3a 31paBHa CUTYPHOCT, MpeKaTa 3a eJIeKTPOHHO 3/IpaBeora3BaHe U3/1aje
HACOKHU OTHOCHO OIEPaTHUBHO CHhBMECTHUMH CEPTH(HUKATH 32 Tpak/laHu, Mpedosie1yBaIn
COVID-19 - Munumanes Habop oT gaHHU. Koraro nbppkaBuTe 4€HKU IpeEMaxBaT
OrpaHUYEHUS Ha CBOOOTHOTO JBM)KEHHE Bb3 OCHOBA Ha cepTH(UKAT 3a mpedoieyBaHe, Te
HE ClieJ[Ba J1a HajiaraT Ha npedosieTyBalIuTe JIUa AOMBIHUTEIHH OTPAaHUYEHHUS Ha
cBOOOHOTO JBUXKEHHE, CBBp3aHu ¢ nangemusTa or COVID-19, nanpumep cBbp3aHo C
[I'bTYBaHE U3cieIBaHe 3a 3apa3siBaHe cb¢ SARS-CoV-2 unu cBbp3aHa ¢ NbTyBaHe
KapaHTHHA UM CAaMOU30JIallksl, OCBEH aKO Bb3 OCHOBA Ha HAll-HOBUTE HAJIMYHU HAYYHU
JI0Ka3aTeJICTBAa CbOTBETHUTE JIOI'BJIHUTEIIHA OTPAaHUUEHUS ca HEOOXOIUMU U
MPOTOPILIMOHAIIHY 32 IIeJITa 3a OMa3BaHe Ha OOIIECTBEHOTO 3paBe U ca

HCAUCKPUMHWHAIIUOHHU.
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(45) 3a 12 € BB3MOXKHO OBp30 Aa moxyun odma mo3umnwmsi, Komucusita cieasa 1a Moxe aa
noucka ot Komurera 3a 3npaBHa curypsHoct, ECDC unu EMA na usaazie HacOkM OTHOCHO
HAJIMYHUTE HAYYHU JJOKA3aTEJICTBA 32 MOCIEAUIINTE OT MEJUIIMHCKUTE ChOUTHS,
nokymeHTupanu B ceprudukarure 3a COVID-19, ch3nanenu B CbOTBETCTBUE €
HACTOSIIHUS PETJIAMEHT, Cpe/l KOUTO €(PEeKTUBHOCTTA M MPOABIDKATEIIHOCTTA HA HIMYHHUTETA,
npuno6ut ¢ Bakcuaute cpemry COVID-19, nanu BakcMHUTE MPe0TBpaTSIBAT
acuMrromaTuyHaTa nHpeknus u npenaBanero Ha SARS-CoV-2, nonokeHreTo Ha Xopara,
npedoneayBasin COVID-19, u Bp3aeiicTBueT0o Ha HOBUTE BapuaHnTu Ha SARS-CoV-2

BBpPXY BAKCUHUPAHUTE WIH BEYE 3apa3eHUTE XOpa.

(46) 3a ;1a ce rapaHTUpaT €HAKBH YCJIOBUS 3a MPUJIATAaHETO HA paMKaTa 3a I0BEpHUE, Ch3aeHa
C HaCTOsIIMS peryiaMeHT, Ha KoMucwusita ciiesiBa ja ObJIaT MPEIOCTaBEHH U3ITBIHUTEITHU
npaBomonus. Te3u nmpaBoMoIIys ciieBa 1a ObAaT yIpaKHIBAHU B ChOTBETCTBHE C

Pernament (EC) Ne 182/2011 na EBponetlickus napiamenT u Ha Coheeral.

(47) Komucusita ciiensa na mpriema akToBE 3a U3IIBJIHEHHE ¢ HE3a0aBHO MPUIIOKEHHE B
HaJIJIC)KHO 00OCHOBAHHM CITy4au, CBbP3aHH MO-CIEIHATHO C HEOOXO0AUMOCTTA JIa Ce
rapaHTHpa CBOCBPEMECHHO MPHJIaraHe Ha paMKara 3a JIOBepHue, KOraTo TOBa Ce Hajiara
nmopaav HAJIOKUTCIHU MPUYNUHHA 3a CIICITHOCT HUJIM KOT'aTO CC IOSAABAT HOBU HAYYHHU

J0Ka3aTcyICTBa.

Pernament (EC) Ne 182/2011 na EBpomnelickus napaameHT u Ha CpBeta oT 16 dpeBpyapu
2011 r. 3a ycraHOBsIBaHE Ha OOIIMTE MTpaBUiIa U MPUHIMIIA OTHOCHO peJia M yCIOBUATA 32
KOHTPOJI OT CTpaHa Ha JbP)KaBUTE WICHKH BBPXY YIPAKHIBAHETO HA U3IBIHUTEITHUTE
npaBoMoInus ot crpana Ha Komucusra (OB L 55, 28.2.2011 r., ctp. 13).
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Pernament (EC) 2016/679 na Eponeiickus napiaament u Ha ChBera! ce npunara 3a
00paboTBaHETO HA IMYHH JAHHH, U3BBPIIBAHO MPH MPUIATAHETO HA HACTOSIIUS
perinaMeHT. HacTosSuUAT periiaMeHT ycTaHOBsIBa IPaBHOTO OCHOBaHUE 32 00pabOTBaHETO
Ha JJMYHM JIaHHU 110 CMUCHJIA Ha WwieH 6, maparpad 1, Oyksa B) u wieH 9, maparpad 2,
oykBa k) ot Pernament (EC) 2016/679, HeoOx0oauMo 3a U3AaBAaHETO U MPOBEpPKATa HA
OTIEPaTHBHO CHbBMECTUMUTE CEPTH(PUKATH, YPEICHU C HACTOSIIHS peraamMeHT. Toii He
ypexia 00paboTBAaHETO Ha JIMYHM JaHHU, CBhP3aHU C IOKYyMEHTHPAHETO HA BAaKCHHALINA,
HaIpaBeHO U3CIIEIBAaHE WK IIPpeOoJIelyBaHe 3a IPYTH 1EJIU, KaTO HAIPUMEp 3a LEJIUTE Ha
(dapmakomornyHaTa OAUTEITHOCT WIIH 33 TOAIBPKAHETO HA HHIUBUYaTHH JINIHH 3/IpaBHU
nocuera. J[bpkaBuTe YICHKH MOraT 1a 00paboTBaT TUYHH JaHHHM 32 IPYTH LIETH, aKO
MPaBHOTO OCHOBaHUE 32 00pabOTBaHETO HA TE3U JIaHHU 32 IPYTH 1IEIU € MPEIBUICHO B
HAIIMOHAITHOTO MPAaBO, KOETO TPsIOBA Jla € B ChOTBETCTBUE C MPaBoTO Ha ChI03a 3a 3aluTa
Ha JIAHHUTE ¥ C IPUHIMITATE Ha €PEKTUBHOCT, HEOOXOJUMOCT U IMPOIMOPIIHOHATTHOCT
clie/iBa Jia BKIIFOYBA pa3nopeion, B KOUTO SICHO C€ TIOCOYBAT OOXBAThHT M CTETICHTA Ha
00paboTBaHETO HA JAHHUTE, KOHKPETHATA 11eJl, KATETOPUUTE CYOEKTH, KOUTO MOTaT Ja
MPOBEPSBAT CEPTH(HKATA, KAKTO U ChOTBETHUTE APAHIINY 32 MPEJIOTBPATIBAHE HA
JTUCKPUMUHAIIHS U 37I0YTIOTPeOU, KaTo ce B3eMaT MPEIBU]] PUCKOBETE 3a IIpaBara u
cBoOOMTE HA CYOeKTUTE HA NaHHH. Korato cepTu(uKarhT ce M3M0J3Ba 32 HEMEIUITMHCKU
TIeJTH, JTMYHUTE JIAHHH, JI0 KOUTO € OCHIIECTBEH JIOCTHII IT0 BpeMe Ha Mporieca Ha

IIpOBEpPKaA, HC CC 3al1a3BaT, KaKTO € IIPECABUCHO B HACTOAIIHA PETIIAMCHT.

Pernament (EC) 2016/679 na EBponeiickus napiaament u Ha CbBeta ot 27 anpun 2016 .
OTHOCHO 3aIuTaTa Ha (PU3MUYECKUTE JINIa BHB BPb3Ka C 00pabOTBAaHETO HA JTMYHU JAHHU U
OTHOCHO CBOOOTHOTO JIBI)KEHME HA TaKWBa JaHHM U 3a oTMsHA Ha J[upekTtuBa 95/46/EO
(OO0 pernmameHT OTHOCHO 3amuTara Ha nanaute) (OB L 119, 4.5.2016 r., ctp. 1).
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(50)

(D

Koraro manena npprkaBa 4iieHKa € puesa Wid IpueMe, Bb3 OCHOBA Ha HAIIMOHAIHOTO
mpaBo, cucrema 3a ceprudukartu 3a COVID-19 3a BpTpeninu menu, Ts clieqBa J1a
rapaHTUpa 3a Meproja Ha MpujiaraHe Ha HaCTOSLIMS PEriiaMeHT, ye cepTU(UKaTUTe,
cwetaisaBany [udposus COVID ceprudukar va EC, moraT na ce u3mos3Bar u ce
npueMaT 1 3a HaAllMOHAJHHM 1IeJIH, 32 J1a ce M30erHe 3aIbJKaBaHe Ha JIHMIaTa, IbTYBAIIU 10
npyra appxkaBa wienka u u3nonspamy [udpposus COVID cepruduxar va EC, na ce

cA00WBaT ¢ MOMBJIHUTENEH HarmoHaieH ceptudukat 3a COVID-19.

B cpoTBeTCTBHE € IPUHIIKIIA 32 CBEK/TAHE HA JAHHUTE O MUHUMYM CEPTU(UKATUTE 32
COVID-19 cnenBa aa chabpKaT caMO JIMYHHUTE JaHHU, CTPOr0 HEOOXOIMMH 32
yJIECHSIBAaHE Ha YIPAKHSIBAHETO HA MPABOTO Ha CBOOOIHO JIBMKEHUE B paMkuTe Ha Chio3a
o Bpeme Ha nmanaemusata or COVID-19. CnenuduyHuTe KaTeropyuy JUYHHA JTaHHU U
roJieTa ¢ JaHHU, KOUTO TPpsIOBa Ja Obaat BKIrOYeHHU B ceptudukarute 3a COVID-19,

ciaeaBa Ja 6”[)[[31 OIMPCACIICHU B HACTOALUA PETIIAMCHT.

3a OCJIMTC HA HACTOAIUA PETIIAMCHT HE € H€06XOIH/IMO JJUYHUTC JaHHU B
HUHAUBUAYAITHUTEC CepTI/I(bI/IKaTI/I Ja CC IIp€aaBaT Uin OOMEHST IIpe3 I'paHua. B
CBbOTBCTCTBHC C I1IOAX0Ja Ha HH(i)pﬂCTpYKTypaTa Ha HY6J'H/ILIHI/I$I KJIFO4Y CaMO HY6J'II/I‘IHI/ITC
KJIFOYOBC Ha U3JaBalllUTC OpraHu Tp$I6Ba Ja 6LIIaT MNPEXBBPJIAHU UJINW OOCTBIIHU IIPE3
rpaHuiia, KOCTO 1IIC 6’[))16 OCUTYPCHO YpE€3 MOPTaI 3a ON€CpaTUBHA CbBMECTUMOCT, Ch3aJICH
" IOAAbpiKaH OT Komucwusra. HO-CHGHI/IaJ'IHO, HaJIM4UECTO Ha CepTI/I(l)I/IKaT, B ChbUCTAaHHUC C
HY6HI/I‘IHI/I$I KJIFOY Ha U3JaBaliud Ooprad, CjicaBa Aa IaBa Bb3MOKHOCT aBTCHTUYHOCTTA,
BalIMJHOCTTA U OCJIOCTTA Ha CepTI/Iq)I/IKaTa Ja 6T>I[8.T IIPpOBEPCHU. C eI npeaoTBpaTiaBaHe U
Pa3KpUBAaHC HA U3MAMH OIBPKABUTC YICHKHA CJICABA Aa MOT'aT a pasMCHAT CIIMCbIU Ha
OTMCHCHHUTC CCpTI/I(bI/IKaTI/I. B croTBeTCTBHE C IIpHUHIOMIIA Ha 3allluTa HA JAHHUTEC 110
r[oz[pa361/1paHe CJICABA J1a CC€ U3IOJI3BAT TEXHUKHU 3a MMPOBEPKA, KOUTO HC U3UCKBAT

npeaaBaHC Ha JINYHUTC JaHHU, CbAbPIKALIIU CC B OTACIIHUTC CepTI/I(I)I/IKaTI/I.
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CrenBa na ce 3a0paHu 3ama3BaHeTO Ha JIMYHU JaHHU, TTOJyYEHH OT cepTU(UKATA, OT
AbpiKaBaTa YWICHKA HAa MCCTOHA3HAYCHUC WJIM TPAH3UT, WKW OT OIICPATOPUTEC HA
TpPaHCTPaHUYHU YCIYTH 3a MPEBO3 Ha MbTHUIU, OT KOUTO CE U3UCKBA CHIIIACHO
HAI[MOHAJTHOTO 3aKOHOJATEJICTBO Jla IIpUjIaratr onpeaeseHd MepKH B 00J1acTTa Ha
00IIeCTBEHOTO 3/1paBe 1o Bpeme Ha nanaemusta or COVID-19. HacTosmusT periiaMeHT
HE IPEJOCTaBs IPaBHO OCHOBAHUE 32 CH3aBAHETO WM MOAIBPKAHETO HA

OCHTpa/IM3upaHa baza JaHHHU, CbAbpiKalla JUYHNU JaHHHW, HA PAaBHUIIICTO Ha Cnro3a.

B cvotBercTBHE ¢ Pernament (EC) 2016/679 anMuHUCTpaTOPUTE HA TaHHH U
00paboTBalIKUTe JIMYHU JaHHU TPsIOBa Ja MpeAnpUeMar MOAXOSIIN TEXHUISCKH 1
OpraHU3alMOHHU MEPKH, 3a J1a TaApAaHTHPAT HUBO HA CUTYPHOCT, ChOTBETCTBAIIIO HA pUCKa

oT 00paboTBaHETO.

OpranuTte Uiy APYyry ONpeneseHH CTPYKTYPH, OTTOBAPSIIHU 33 W3/1aBaHETO Ha
ceprudukarure, cberapisBanm Ludposus COVID ceprudukar Ha EC, B KauecTBOTO U
Ha agMUHHACTpaTopH 1o cMuchia Ha Pernmament (EC) 2016/679, HocAT OTTOBOPHOCT 32
HA4YMHA, IO KOWTO 00pabOTBAT JIMYHU JIaHHU, MOMAJAIY B 00XBaTa Ha HACTOSLIHUS
pernamenT. ToBa BKJIIOYBA rapaHTHPaHE Ha HUBO HAa CUTYPHOCT, ChOTBETCTBAIIO HA
PHUCKOBETE, BKJIIFOUUTEIHO Ype3 YCTAHOBSABAHE HA MPOLEAYpa 32 PEOBHO U3CIIEBAHE U
OllIeHKa Ha €()eKTUBHOCTTA Ha TEXHUYECKUTE U OPraHU3allMOHHUTE MEPKH 3a TapaHTHpaHe
Ha CUTYpHOCTTa Ha oOpaboTBaHeTo. [IpaBoMoniusiTa Ha HAM30PHUTE OPTaHU, Ch3aAECHU
coriacHo Pernament (EC) 2016/679, ce mpunarat u3Lsiio, 3a 1a ce 3aluTAT GU3NIeCKUTe

Jina BbB BPb3Ka C 06pa6OTBaHeTO Ha TCXHUTC JIMYHU JaHHU.
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3a n1a ce ocurypu koopauHanus, Komucusta 1 octaHaiauTe AbpKaBy WICHKH Clle/iBa Jia
ObaT HHPOPMUPAHHU, KOTATO JbprKaBa WICHKA H3UCKBA CJIe]l BIU3aHe Ha HeliHa
TEPUTOPHUSI PUTEIKATEITUTE HA cepTU(DHUKATH Ja ObJaT MOCTABEHU 1101 KApaHTUHA WU
caMOM30JIaIlHs WM J1a Ce TIOJIJIOKAT Ha u3ciieBane 3a uHpekus cb¢c SARS-CoV-2, unn

KOTaTO Hajlara Apyru OrpaHM4CHHUA HA NPUTCKATCIUTC HA TAKUBaA CepTI/I(I)I/IKaTI/I.

3a ;1a ce rapaHTUpa MPEABUAUMOCT 32 ITBTYBAHUATA U IIPaBHA CUTYPHOCT, OT PEIIaBaIIo
3HA4YCHHUE € J]a C€ OCUTYPH SICHA, M34epIIaTeIHa U HaBpeMEHHA KOMYHUKAIUS C
OOIIECTBEHOCTTA, BKIIFOUUTEITHO MTPUTEKATEIIUTE, OTHOCHO IIEJITa, U3aBAHETO U
MIPUEMaHETO Ha BCeKH BHJ cepTudukaru, cherapnsBamy Ludpposus COVID cepruduxar
Ha EC. Komucusra cienBa ga moaKpers yCHIMATa Ha TbPKaBUTE WICHKH B TOBA
OTHOIIICHHE, HAITPUMEP KaTO MPeIoCcTaBsi HHPOpPMaIUATA, I0Ja/IcHa OT IbPKABUTE

4JIeHKH, Ha yeb muatdopmara ,,Re-open EU.

Crnensa na ce mpeaBUIM TIEPUO]T 3 TIOCTEIIEHHO BHBEXKIAHE, 32 Ja CE J1aJIe Bb3MOXKHOCT
JTBP’KaBUTE YJICHKHU, KOUTO HE Ca B CbCTOSIHME J1a M3/1aBaT OT JaTaTa Ha MpujaraHe Ha
HACTOSIIIUS PErJIaMeHT cepTH(UKATH BbB (hopMat, OTTOBAPSI Ha HETOBUTE U3UCKBAHUS,
Jla IPOBJDKAT Ja u3aasart ceptudukaT 3a COVID-19, kouTo Bce oIie He ca B
CHOTBETCTBHUE C HACTOSIIIMS periameHT. [1o BpeMe Ha repuoia Ha MOCTENEHHO BhBEXKIaHE
takuBa ceptudukat 32 COVID-19 u ceprudukaru 3a COVID-19, uznanenu npeau
JaTaTa Ha MpujlaraHe Ha HACTOAIIWS PETrJIaMeHT, CJie/iBa 1a ObAaT MPUEMaHH OT

ABPIKABUTEC HIICHKHU, ITPU YCIIOBUC Y€ CbABPIKAT HCO6XOI[I/IMI/IT6 JaHHH.
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B crotBercTBUE ¢ [Ipenoprka (EC) 2020/1475 Bcuuku orpaHUyYeHus] HA CBOOOTHOTO
JBIKEeHUE Ha Xopa B Cbl03a, BbBEJICHHU C 11€J1 OTpaHuvYaBaHe Ha Pa3pOCTPAHEHUETO Ha
SARS-CoV-2, cienBa ga 0b1aT OTMEHEHHU BeJHAra IOM €IiJIeMUYHAaTa 00CTaHOBKA
MM03BOJIsSIBA TOBA. TOBa C€ OTHACS M 3a M3UCKBAHUATA J1a ObJIAT MPEACTABIHU JOKYMEHTH,
pa3IMYHU OT TE€3H, KOUTO C€ U3MCKBAT CHIIACHO MPaBOTO Ha Cbhr03a, MO-CHEIUATHO
Hupextusa 2004/38/EO, kato HanpuMmep cepTUPHUKATUTE, 0OXBAHATH OT HACTOSIIUS
periiameHT. Hactosmusr perfaMeHT cie/iBa J1a ce rmpujara B mpoab/KeHue Ha 12 mecena
OT JlaTaTa My Ha npuiarane. [lo yeTupu mecena cien gaTaTa Ha KOsITO 3all0YHe
MpUJIaraHeTo Ha HacTosmus periiaMmeHT Komucusita cieiBa 1a npejacTaBy JOKIaa HA
EBpomnelickus napiaMeHT 1 Ha CbBeta. Hall-kbCHO Tpu Mecela npeau U3THYAaHETO Ha
CpOKa Ha MpujlaraHe Ha HaCTOSIIUS PErJIaMeHT, B3EMailKu MPEBU] Pa3BUTHETO Ha
enuaeMuYHaTa 00CTaHOBKA BB Bpb3Ka ¢ manaemusTa or COVID-19, Komucusra cineasa
J1a TIpeJICTaBu BTOpH Aokiaa Ha EBponeiickus nmapiameHT 1 Ha ChBeTa OTHOCHO TIOYKHTE,
W3BJICYCHH OT MPHUJIAraHETO HA HACTOSIIHUS PETJIAMEHT, BKJIIFOUUTEIIHO OTHOCHO HETOBOTO

BB3JICHICTBUE BBpPXY YJICCHABAHCTO Ha CBO60,Z[HOTO JBHMOXKCHHUC U 3alllUTaTa Ha JaHHUTC.
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(39)

3a ;a ce B3eMe NpEeABH/L HayUHUAT HApeIbK B OBIaAsBaHETO Ha nmanaemusata or COVID-
19 wnu na ce rapanTHpa ornepaTUBHATa CbBMECTUMOCT C MEXIYHAPOIHUTE CTAHIAPTH, HA
Komucusita cneisa na 6b/1e 1ejaerupaHo IpaBoOMOIIKETO J1a pUeMa aKTOBE B
crorBeTcTBUE ¢ WieH 290 ot JJPEC 3a uaMeHeHne Ha HACTOSALIUS PETJIAMEHT MTOCPEICTBOM
NpOMsIHA WM IIpeMaxBaHe Ha MoJIeTaTa ¢ JaHHU, KOUTO TpsAOBa /1a Ob1aT BKIIOUEHH B
Hudposus COVID ceptudukar Ha EC BBB Bpb3Ka ChC CAMOJIMYHOCTTA HA TIPUTEKATEIIS,
nHpopmanusara 3a Bakcunara cpenry COVID-19, uzcnensanero 3a nndexius csc SARS-
CoV-2, munana unekuus cbc SARS-CoV-2 u meragannu Ha cepTuuKaTa, mocpeiCTBOM
no0aBsiHE Ha IOJIeTa ¢ JaHHU BbB Bpb3Ka ¢ HH(popManusTa 3a Bakcuaara cpemy COVID-
19, uzcnensanero 3a nHdekus cb¢c SARS-CoV-2, munana uadeknus cb¢c SARS-CoV-2 u
MeTa/laHHU Ha cepTuduUKaTa 1 MOCPEICTBOM U3MEHSIHE Ha Opos AHU, Clie]] KOMTO TpsiOBa
na ce m3nane ceprudukar 3a npedoneaysane. C el aa ce B3eMar NpeaBHI HOTYICHUTE
HacokH, Ha KomucusTa cineiBa na Obje 1enerupaHo IpaBoOMOILKETO J1a IPUeMa aKTOBE B
cboTBercTBUE ¢ WwieH 290 ot JIPEC 3a n3mMeHeHue Ha pa3nopeouTe OT HACTOSIIMS
perjJamMeHT OTHOCHO cepTHdHKaTa 3a npedoeayBane, KaTo MpeIBUIU TO! Aa Obae
M3J1aBaH Bb3 OCHOBA Ha MOJIOXKUTENIEH ObP3 TECT 3a AaHTUT'€HHU, U3CJIEIBAHE 32 aHTUTEIIA,
BKJIFOUMTEIIHO CEPOJIOTUYHO u3cieaBaHe 3a anturena cpeuty COVID-19, nnn npyr
HAJEKJCH OT Hay4HA IJIeJJHA TOYKA MEeTOA. Te3u JeerupaHu aKToBe cJe/iBa J1a BKIOYBAT
HEOOXOUMUTE TOJIeTa C IAaHHU 32 KaTerOPUHUTE JaHHU, TOCOYCHU B HACTOSIIUS
periaMeHT, KOUTO J1a ObAaT BKIIOYEeHHU B cepTudukara 3a npedoneaysane. Te ciensa
CBILIO TaKa Jla ChIbPKAT CIIEUATHHU Pa3nopea0r OTHOCHO MAKCUMAIIHUS CPOK Ha
BAJIUJTHOCT, KOMTO MOXe€ J]a 3aBHCH OT BU/Ia Ha HalpaBeHOTo u3ciensaHe. Ot ocoOeHa
BaXHOCT € 110 BpeM€e Ha NOJIr0TBUTENHATa cU pabota KomucusTa f1a npoBese MoaxXoas1Iu
KOHCYJTAIINH, BKJIIOUUTEIHO Ha €KCIIEPTHO PaBHUILE, U T€3U KOHCYJITAllUU 1a ObJaT
IIPOBEJEHU B CbOTBETCTBHE C IPUHLIUIINTE, 3AJI0)KEHU B MEXTyMHCTUTYLIMOHAITHOTO
criopasymenwue ot 13 anpui 2016 r. 3a 110-100po 3akoHOTBOpYecTBO!. ITo-crienuanto, ¢
1I€J1 OCUTYpsIBaHE HA PaBHO y4yacTHe MPH MOJrOTOBKATa Ha JEJIETUPAaHNUTE aKTOBE,
EBpomnelickuar napaameHT U CbBETHT NOJIy4YaBaT BCUUKH JOKYMEHTU €HOBPEMEHHO C
€KCIIEPTUTE OT IbPKABUTE UICHKH, KATO TEXHUTE €KCIEPTHU OJIy4aBaT CUCTEMATUYHO
JIOCTBII 10 3aCEAAHUATA HA eKCIIEpTHUTE Tpynu Ha KomucusTa, 3aHMMaBany ce ¢

MMoAroTOBKATa Ha ACJIICTUPAHUTE aKTOBC.

1

OB L 123, 12.5.2016 1., cTp. 1.
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(60)

(61)

B cvorBercTBue ¢ Pernament (EC) 2018/1725 na Esponeiickus napnament u Ha Chaeral
IIPY U3TOTBSIHETO HA JIEJIETHPaHU aKTOBE MIIM aKTOBE 3a U3IIBIHEHHUE, KOUTO OKa3BaT
BB3/IEHCTBUE BbPXY 3alLUTATa HA [IpaBaTa U CBOOOIUTE HA (PU3NYECKUTE JIUIA BbB BPb3Ka
¢ obpaboTBaHeTo Ha JIMYHU AaHHU, Komucusara TpsoBa fa ce koHcynaTupa ¢ EBponeiickus
HAJI30pPEH OpraH I10 3alluTa Ha JaHHuTe. KoMucusaTa Moke ChILo Taka Ja ce KOHCYITHpA C
EBpomneiickus KOMHUTET 110 3aIMTa Ha JJaHHUTE, KOTaTO Te3H aKTOBE ca OT 0COOEHO
3HaYeHUe 3a 3alluTaTa Ha [IpaBara U cBOOOIUTE Ha (U3NUECKUTE JIUIA BbB BPb3Ka C

00paboTBaHETO HA JTUYHM JIAHHH.

JIOKOJIKOTO I1eNITa Ha HACTOSIIHS PETJIaMeHT, @ MMEHHO J1a C€ YJIIECHU YIPaXXHIBAHETO HA
MPaBOTO HA CBOOOHO JBMkeHHE B Chro3a o Bpeme Ha nanaemusita or COVID-19 upes
yCTaHOBSIBAHE Ha paMKa 3a U3/1aBaHETO, IPOBEPKATa U MPUEMaHETO Ha OTIEPaTUBHO
ChbBMECTUMHU CEPTU(PHUKATH 32 BAKCUHAIUS CpPEILy, HAIPABEHO U3CJICIBAHE 32 WU
npebosienyBane Ha COVID-19 Ha naaeHo e, He MOXe J1a ObJIe IOCTUTHATA B
A0CTaTb4yHA CTCIICH OT AbPKABUTC YJICHKHU, a IIOpaan oOxBara uim IIOCIICAULIUTE OT
MIPEIBUJICHOTO JeWCTBUE, MOXKE J1a ObJie MOo-100pe MocTUrHaTa Ha paBHuUIIETO Ha Chbio3a,
CpI03bT MOXE J]a IPUEME MEPKU B CHOTBETCTBUE C MPUHIUIIA HA CYyOCHINAPHOCT, ypeaAeH
B wieH 5 ot JloroBopa 3a EBporneiickus cbr03. B chOTBETCTBUE C TPUHLIMIA HA
MMPOMOPUHUOHATIHOCT, YPCACH B ChbIIUA YWICH, HACTOAIUAT PCTIIAMCHT HC HAAXBBPJIA

HEOOXOJIMMOTO 3a ITOCTUTaHETO Ha Ta3H IIE]I.

Pernament (EC) 2018/1725 na EBporneiickus mapiament U Ha CbBeTa OT 23 OKTOMBpPH
2018 r. oTHOCHO 3aIuTaTa Ha (PU3MUECKUTE JHIla BbB Bpbh3Ka ¢ 00pabOTBAHETO HA JIMYHU
JaHHU OT MHCTUTYIIMHUTE, OpraHuTe, CIy)OuTe u areHiuuTe Ha Chio3a 1 OTHOCHO
CBOOOJTHOTO JIBI)KCHHE HA TaKWBa JaHHU U 3a oTMsiHa Ha Permament (EO) Ne 45/2001 u
Pemenne Ne 1247/2002/EO (OB L 295, 21.11.2018 r., ctp. 39).
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(62) HacrosmusT pernmaMeHT 3a4nTa OCHOBHUTE MpaBa U ChOJII01aBa MIPUHLIUITUTE, IPU3HATH
IIO-CIIeMaIHO B XapTaTa Ha OCHOBHMTE ITpaBa Ha EBpornelickus cpio3 (,,Xaprara®),
BKJIFOYMTEIHO NIPABOTO HA 3aUMTAaHE Ha JIMYHUSA U CEMEHHUS J)KUBOT, IPAaBOTO HA 3allUTa
Ha JIMYHUTE JaHHHU, IPAaBOTO HA PAaBEHCTBO MPEJl 3aKOHA U HEIMCKPUMHUHALMATA,
cBOOOaTa Ha IBMIKEHUE M MTPABOTO Ha e(heKTUBHU MPaBHH CPEACTBa 3a 3amura. Korato
npujaraT HaCTOSIIMS PETJIAMEHT, IbP>KaBUTE WICHKHU TPsOBa Ja ce cho0pa3sBar ¢

Xaprara.

(63) [IpenBua HEOTIOKHUS XapaKTep Ha CUTyalMsATa, CBbp3aHa ¢ nanaemusara or COVID-19,
HACTOSIIUAT PETJIAMEHT CJIC/[BA JIa BIie3€ B CHJIA B JICHS HA MMyOJUKYBAaHETO MY B

Oguyuanen secmnuk na Esponetickus cvios.

(64) B crotBerctBUE ¢ uneH 42 ot Pernament (EC) 2018/1725 6s1xa mpoBe/ieHU KOHCYJITALUU C
EBporneiickust HaJI30pEH OpraH 110 3alllyTa Ha JJaHHUTE U ¢ EBpOmeiicKisi KOMUTET 10

3aIMTa Ha JAHHMTE, KaTO T NPECTaBUXa ChBMECTHO cTaHoBHIIE Ha 31 mapr 2021 1.1,

I[TPUEXA HACTOAILMA PETJTAMEHT:

Bce omre HenyOnukyBano B OduiinaneH BeCTHUK.

PE-CONS 25/1/21 REV 1 36

BG



Ynen 1
Ilpeomem

C HacrosmMs perjiaMeHT Cce YCTAaHOBSIBA pPaMKa 3a M3JJaBaHETO, MPOBEpPKaTa U MPUEMaHETO Ha
OTEPaTUBHO ChbBMECTHMH CEpTU(PUKATH 32 BAKCUHAIIMS CPEIy, HAIIPAaBEHO M3CIIC/IBAHE 3a U
npebonenyBane Ha COVID-19 (Hudpor COVID ceprudukar na EC) ¢ nien ynecHsBaHne Ha
VIPaXHSIBAHETO OT CTPaHa HA MPUTEKATEIIUTE UM HA MTPABOTO HA CBOOOTHO JBMKCHHE 110 BpeMe Ha
nanaemuara or COVID-19. HacrogmusT perjiaMeHT JONpUHACS U 32 yJIECHSIBaHE HA MTOCTEINEHHOTO
1 KOOPJIMHHUPAHO MPEeMaxBaHE Ha OIPAHMYCHUSITA HA CBOOOHOTO JIBUKCHHUE, BHBEJCHHU OT
TBP’KaBUTE YICHKH, B CHOTBETCTBUE C MTPaBOTO Ha ChI03a C 11eJ1 1a C€ OTPaHUuU

pasnpoctpanenueTo Ha SARS-CoV-2.

B nero ce NpCaABHIK A ITPAaBHOTO OCHOBAHHC 3a O6pa6OTBaHCTO Ha JNYHUTC JAHHH, HeO6XOI[I/IMI/I 3a
H31aBaHCTO HAa TaKHMBa CepTI/I(I)I/IKaTI/I, H 3a O6pa6OTBaHeTO Ha PIH(bOpMaI_[I/ISITa, HCO6XOI[I/IMa 3a
IMPOBEPKa U NOTBBPKAAaBAHC HA aBTCHTUYHOCTTA U BaAJIMJAHOCTTA HAa TEC3U CepTI/I(bI/IKaTI/I B ITBJIHO

cpoTBeTcTBUE ¢ Permament (EC) 2016/679.
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Ynen 2

Onpeodenenus

3a LOEJIMTEC HAa HACTOAIIUA PETJIaMCHT CC ITpuJiarat CICAHUTE OIPCACIICHUA:

1)

2)

3)

4)

S)

,,TIPUTESIKATEI " O3HAYABA JIUIIC, HA KOCTO B ChOTBETCTBHE C HACTOSIIHSI PETIIAMEHT €
HU3JaACH ONCPaTUBHO CbBMECTUM CepTI/I(l)I/IKaT, CbAbpiKal] I/IH(I)OpMaI_II/ISI 3a BaKCHUHaLuATa
Ha ToBa Jjmie cpeury COVID-19, 3a pe3ynrara oT HarpaBeHO U3CIEABaHE 3a WK

npedoneayBaneTo Ha COVID-19 ot ToBa nute;

,»Luppo COVID cepruduxar na EC* 03HauaBa onepaTuBHO CbBMECTUMU CepTU(DUKATH,
ChIbPIKaIIM HHPOpPMAIIHS 32 BAKCUHAIMATA, Pe3yJITaTa OT HAlIPaBEH TECT WIIH

npebosieryBane OT MPUTEKATENs, U3/1aIeHN B KOHTEKCTa Ha mangemusta or COVID-19;

,»BakcuHa cpeuty COVID-19 o3HauaBa MMyHOJIOTHYEH JIEKAPCTBEH MPOAYKT, IPEANHUCAH
3a akTHUBHA UMYHH3aIus ¢ 1ei npodumnaktuka cperry COVID-19, npuunnssan ot SARS-

CoV-2;

,u3cnensane NAAT o3HauaBa MOJIEKYJISIPHO U3CJI€/IBaHE 32 aMIUTU(UKAIUS Ha
HYKJIEMHOBU KUCEJIMHU, KaTo HalpuMep MoJMMepa3Ha BepHKHa peakiius ¢ oOpaTHa
tpanckpunrasa (RT-PCR), nuknnyno meaunpana nzotepmuyusa ammnduxanus (LAMP)
U TEXHUKH C TPAHCKPUIIMOHHO Menuupana amiuindukanus (TMA), usnon3sanu 3a

OTKpHBaHE Ha HAJIMYMETO Ha puOOHyKiIenHoBa kucenrHa Ha SARS-CoV-2 (RNA);

,,ObP3 TECT 3a AHTUTCHH * 03HaYaBa TECT, KOMTO pa3unTa Ha OTKPUBAHETO HA BUPYCHU
IIPOTEUHU (aHTUTE€HH ), U3IOJI3BANKHU IOTOYHO UMYHOU3CIIEBAHE, KOETO 1aBa PE3YyJITaTH 3a

0-Majko oT 30 MUHYTH;
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6) ,,3CJIe/IBaHEe 32 aHTUTENa" 03HauaBa J1ab0paTOPHO U3CIIEIBaHE, YUATO IIET € J1a CE
YCTaHOBH JIaJin Ja/ICHO JHIE € pa3Buiio anturena cpeuy SARS-CoV-2, koeto mokassa, ue
npuTexRaTeNAT € Oni u3jaokeH Ha SARS-CoV-2 u € pa3BuiI aHTUTENA, HE3aBUCUMO /1IN €

nmaja CUMIITOMU,

7 ,,OlIEpaTUBHA ChbBMECTUMOCT 03Ha4aBa CIOCOOHOCTTa HAa CHCTEMHTE 3a IIPOBEpPKa B

JajZieHa IbprkaBa WieHKa J1a U3M0JI3BaT JaHHH, KOJUPAHU OT JIpyra AbpKaBa WICHKA;

8) ,0apKOJ“ 03HayaBa METOJ 3a CbXPaHsABAaHE U NPEJCTaBsSHE HA JaHHU BbB BU3YyaJlCH,

MalIMHHOYEeTUM (popmar;

9) ,»€JICKTPOHEH IevaT" 03HayaBa €JICKTPOHEH MeyYaT ChIJIACHO OMPEIEICHUETO B WiIeH 3,

touka 25 ot Permament (EC) Ne 910/2014;

10) ,,YHUKaJleH uIeHTu(UKaTop Ha cepTuduKara’™ o3Ha4aBa YHHUKAICH UICHTHUPHUKATOP,
3a/laZiecH B ChOTBETCTBHE C 00II[a CTPYKTYpa Ha BCEKH CepTU(HUKAT, U3/1aJeH B

CbOTBCTCTBUC C HACTOAIIWA PCTIIAMCHT,

11) ,»paMKa 3a JloBepHe’* 03HauaBa IpaBuIaTa, HOJUTUKUTE, ClIeHU(PUKALIUNUTE, IPOTOKOIUTE,
¢dopmatuTe Ha JaHHUTE U IH(poBaTa HHPPACTPYKTypa, KOUTO PErYIUpaT U MO3BOJISIBAT
Ha/IeXK/IHO U CUTYPHO M3/aBaHe M MTPOBEpKa Ha CepTH(UKATH, 3a J1a e TapaHTUPa
HAJEKIHOCTTa UM Upe3 MOTBbPKIaBaHE HA TAXHATA aBTEHTUYHOCT, BAJIUAHOCT U LISLTOCT

Ype3 U3TNO0J3BAHE HA CIICKTPOHHU I1€YATH.
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Ynen 3
Lugpos COVID cepmugpuxam na EC

1. Pamkara 3a Hudposus COVID ceptudurar Ha EC n1aBa B3MOKHOCT 32 U3/1aBaHe,

TPaHCI'paHU4YHa IIPOBCPKA U IIPUEMAaHE HA BCCKU OT CIICAHUTC CepTI/I(bI/IKaTI/IZ

a)  ceprudukar, HIOTBbPKIABAII, Y€ HA IPUTEKATEINS € TIOCTABEHA BAKCHHA CPELLY
COVID-19 B mppxaBata 4jeHKa, nu3gana ceprudukara (HapuyaH Mo-HaTaThK

,,CEPTH(HUKAT 32 BaKCHHAIIHSA);

06) ceprudukaT, IOTBBbPXKAABAIL, Y€ HA MPUTEXKATENS € HarlpaBeHo nu3cneaBane NAAT
WM ObP3 TECT 32 AHTUTEHH, BKIIIOYCH B OOIINS U aKTyaJIU3UPaH CIHUCHK Ha Obp3UTE
tectoBe 3a anturenu 3a COVID-19, cbecraBeH Bb3 ocHoBa Ha [Ipenopbkara Ha
CsoBera ot 21 snyapu 2021 r., KaTO U3CIIEIBAHETO UM TECTHT Ca U3BBPILICHU OT
3JIpaBHU CIIELUATUCTH WM KBATH(HUIMPAH TECTBAII IIEPCOHAN B Abp)KaBaTa 4JIeHKa,
n3nana ceprudukara, u cepTUUKATHT yKa3Ba BUA HA U3CICIBAHETO UIIH TECTA,
JaTara, Ha KOSITO € OMJI0 HalpaBeHO U3CJIE/IBAHETO UM TECTA U pe3ysTara oT
W3CIIEIBAHETO WM TecTa (Hapu4aH Mo-HaTaThK ,,cepTU(UKAT 32 HAPABEHO

H3ClIeIBaHe );

B)  cepTU(UKAT, IOTBBbPKIABAIll, Y€ CJIe]l IOJOKUTENIECH PE3yNATaT OT U3CIIe/IBaHe
NAAT, u3BbpIIeHO OT 3ApaBHU CIIEHUATUCTH WIH KBATU(DUIIMPAH TECTBALI]
MepCoHaI, IpUTEeXKATeNAT € npedoneayBan nudexnus cb¢ SARS-CoV-2 (Hapuuan

M0-HAaTaTBK ,,cepTU(UKAT 3a pedoneyBaHe ).

Komucusara mybankyBa cucbka Ha Obp3uTe TecToBe 3a anturenu 3a COVID-19, nuzrorsen
Bb3 ocHOBa Ha [Ipenoprkara Ha CbBeTa oT 21 stHyapu 2021 r., BKIIOYUTETHO BCUYKU

aKTyaJIH3allnu.
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JIbpKaBUTE YWICHKH WU ONPENCTICHN CTPYKTYPH, JSHCTBAIM OT UMETO Ha AbPIKABUTE
YJICHKH, U3]1aBaT CepTU(UKATUTE, TOCOUEHH B naparpad 1 oT HacTosIIws WieH, B TU(ppOB
dbopmar M Ha XapTUEH HOCUTEI, HITH T10 JIBaTa HAaYWHA. bbIemuTe npurexareinn umar
MpaBo J1a moxydat ceprudurarute B u30pan ot Tax ¢popmar. Te3u ceprudukaTu ca JIeCHH
3a MIOJI3BaHE U ChIIBPKAT ONEPATUBHO CHBMECTUM 0apKoJI, MO3BOJISABAII Aa ObJaT
MIPOBEPEHHU aBTCHTUYHOCTTA, BAIMAHOCTTA M LIEJIOCTTa UM. bapkoabT oTroBaps Ha
TEXHUYECKHUTE CIIeNU(UKAIIH, YCTAHOBEHH ChITIacHO wieH 9. MHpopmanusiTa,
ChIbpKaIla ce B cepTu(GUKaTuTe, Ce MPEICTaBs U B YeTUMA OT YOoBeKa (hopMa H MOHE Ha
oduIMaTHUS €3UK WM €3UIIM Ha U3aBaliara JbpKaBa WICHKA, KAKTO U HA aHTJTHHCKHU

C3HUK.

3a Bcaka BaKCHUHaIUA, BCCKU PE3YJITAT OT HAIIPABCHO HU3CJICABAHC UJIU BCAKO
npe6onez[yBaHe CC u3aaBa OTACIICH CepTI/I(bI/IKaT. To3u CepTI/I(I)I/IKaT HC CbAbpiKa JaHHU OT

MIPESIUIITHI CePTH(PUKATH, OCBEH aKO B HACTOSIIIUS PETIIAMEHT HE € MPEABUICHO JIPYTO.

[Tocouenwnre B maparpad 1 ceprudukaru ce uzgasar 6e3miaTHo. [Ipurexarenst nma
MpaBo Jia MOUCKa Ja My ObJie U3/1aJieH HOB CepTU(UKAT, aKO ChIBPKAIIHUTE CE B
OpUTHHAITHUS CepTU(UKAT JIMYHU JaHHU HE Ca TOUHU WU Ca CTAHATIN HETOYHU WIIH
HEaKTyaJHU, BKIIFOUUTEIIHO OT TJIE/IHA TOYKA HAa BAKCHHAIIUATA, pe3yaTaTa OT
U3CcIeABaHEeTO WK Mpe0oielyBaHETO HA MIPUTEKATEINS, UM aKO TOW Beye He pas3rosiara ¢
opuruHaiaHus ceptudukar. B ciydail Ha HeeTHOKpaTHA 3ary0a 3a U3/JaBaHeTO Ha HOB

CepTH(bHKaT Morart aa 6’B,E[aT C’L6I/IpaHI/I NOAXOJAIIN TaKCH.
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5. Ceprudukarute, nocoueHu B naparpad 1, BKIIOUBAT CICAHUSA TEKCT:

,HacTosmusaT cepTuduKat He € JOKYMEHT 3a IbTyBaHe. HayunuTte qoka3aTescTsa 3a
BAaKCHHHUPAHETO CpelLy, U3CIeIBaHeTO 3a 1 npedoseayBaneTo Ha COVID-19 npoabmxaBat
J1a THPISAT pa3BUTHE, BKIIOYUTEIHO 110 OTHOILIEHUE Ha HOBUTE BapUaHTH Ha BUpYca,
IIpeICTaBIsIBAIIM [TOBOJ 3a 3arpuwkeHocT. [Ipenu na npTyBare, MoJs, IpoBepeTe
MIPUJIOKUMHUTE MEPKH B 00JIaCTTa HAa OOIIIECTBEHOTO 3/IpaBE U CBBP3AHUTE C TSIX

OrpaHM4Y€HUA, KOUTO CC IIpHjiarat Ha MECTOHA3HA4YEHHUETO.

JIbpKaBUTE WICHKH NPEAOCTABAT Ha IPUTEKATENS SICHA, U3YEPIIaTeIHA 1 HAaBPEMEHHA
nH(bOpMaNKs OTHOCHO W3/IaBAaHETO U NMPEIHA3HAYCHUETO Ha cepTu(dukaTuTe 3a
BaKCUHAIIMs, 332 HAIIPABEHO U3CIIEIBAHE WIIU 3a NIPe0oJIeyBaHe 3a UEINUTE HAa HACTOSIIUS

PETIIAMCHT.

6. [IputexxanueTo Ha cepTudUKaTh, MOCOUEHHU B aparpad 1, He e mpeABapUTETHO yCIOBHE

3a ynmpakHsBaHE Ha MTPaBOTO HAa CBOOOIHO JBUKEHUE.

7. W3naBanero Ha cepTudukaty chriiacHo naparpad 1 oT HaCTOSAIMS YiIEH HE BOJIU /10
JUCKpPUMHUHALIMS, OCHOBaHA Ha IIPUTEKABAHETO HA CEPTUGUKAT OT ONpesieieHa KaTeropus,

IMocoYeHa B WwieH S5, 6 v 7.

8. W3naBanero Ha ceprudukarute, IocoueHU B naparpad 1, He 3acara BIMJHOCTTA HA KOETO
U J1a € OMIIo apyro J0Ka3aTelICTBO 3a BAKCHHALNS, PE3YNITaT OT HAIIPaBEHO U3CIIC/IBaHEe
M npedonenysane, n3nanaeHo npeau 1 romnu 2021 r., wim 3a Apyry Henu, no-crenuaiHo

3a MCOIUIITUHCKHU IOCJIN.
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10.

OnepaTopute Ha TPAHCTPAHUYHU YCIYTH 32 MbTHUYECKH MPEBO3, OT KOUTO CHIVIACHO
HAIMOHAJIHOTO 3aKOHOJATEJICTBO CE€ M3MCKBA J1a IpUJlaraT OIpeaesIeHd MEPKHU B 001acTTa
Ha 00IIeCTBEHOTO 3/paBe 1o Bpeme Ha nanaemusaTa or COVID-19, rapantupat no
1enech00pa3HOCT BKIIOYBAHETO HA MTPOBEpPKATa Ha cepTU(UKATUTE, IOCOUCHU B
naparpad 1, B 1eiiHOCTTa 10 eKCIUToaTanus Ha TPAaHCTPAaHUYHATA TPAHCIIOPTHA

UHPPACTPYKTYpa, KaTO JICTUIIIA, TPUCTAHUIIA U JKEJIE30ITbTHU M aBTOOYCHU TapHu.

Komucusita Mmoxe J1a mpreMa akToBeE 3a U3IIbJIHEHHE, C KOUTO J1a yCTaHOBSIBA, Ue
ceprudukaru 3a COVID-19, uzganenn B Tpera apprikaBa, ¢ KosATo ChIO3bT U IbPKABUTE
YJICHKH Ca CKJIIOUMIIM CIIOpa3yMeHHe 32 CBOOOIHO JBM)KEHUE Ha XOpa, KOETO TO3BOJIsIBA HA
JIOTOBAPSIIIUTE CE CTPAHU J]a OTpaHUYaBaT M0 HEIMCKPUMHUHAIIMOHEH HAYMH TOBA
cBOOO/IHO IBM>KEHHE HAa OCHOBAHMSI, CBP3aHU C OOILECTBEHOTO 3paBe, U KOETO HE
ChAbpKa MEXAaHU3BM 3a BKJIIOUBAHE HA MPaBHU akToBe Ha CbI03a, Ca pABHOCTOMHU Ha
ceptu(dUKaTUTEe, U3JaBAaHU B CHOTBETCTBHE C HACTOSIIMS periiaMmeHT. Korato Komucusita
MpHEME TAaKHBA aKTOBE 33 U3ITBJIHEHHE, ChOTBETHUTE CEPTU(PHUKATH CE IPUEMAT MPU

yCIIOBUSITA, IOCOYEHH B WieH 5, maparpad 5, unen 6, naparpad 5 u unen 7, naparpad 8.

IIpenn npueMaHeTo Ha TaKMBA aKTOBE 3a U3IIbIHEHNE KoMucHsaTa H3BbpIIBA IPELEHKA
JlaJii ChOTBETHATA TPETa IbpKaBa n3aBa cepTu(UKaTH, paBHOCTOWHHU Ha CEPTH(PHUKATHUTE,
M3/1aBaHU B CbOTBETCTBUE C HACTOSIINS PETJIaMEHT U Jalii € MpeAocTaBuiIa opUIUaIHA

rapaHiyu, 4€ e npruemMa CCpTI/I(l)I/IKaTI/ITC, HU3JaACHN OT ABPIKABUTEC YJIICHKH.

AKTOBeTe 3a U3IbJIHEHNE, IOCOUYEHH B ITbpBATa ajliHesl OT HACTOAIIMA naparpad, ce
IpueMaT B CbOTBETCTBHUE C MpOLeAypaTa Mo pasriexiaHe, IocoyeHa B ujeH 14, maparpad

2.
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11. ITpu Heo6xonumoct Komucusita otnpass uckane 10 Komurera 3a 31paBHa CUTYPHOCT,
ECDC unu EMA na u3gazne HaCOKM OTHOCHO HAJIMYHUTE HAYYHU JOKA3aTeJICTBA 3a
MOCIIEAUINTE OT METUIIUHCKUTE CHbOUTHS, TOKYMEHTUPAHH B CEPTHU(PUKATUTE, TIOCOYCHH B
naparpad 1, mo-criennagHo BbB Bph3Ka C MosiBaTa Ha HOBH BapuaHTH Ha SARS-CoV-2,

HnopaxxJaalu 3arpuKCHOCT.

Ynen 4
Pamxa 3a 0oosepue 3a Lugpposus COVID cepmughukam na EC

1. Komucusra v 1bprkaBUTE WICHKH Ch3/1aBaT M MOIBPIKAT pamMKa 3a fosepue 3a Llupposus
COVID cepruduxkar na EC.
2. Pamkara 3a moBepue ce ocHOBaBa Ha MH(MPACTPYKTypa HA MyOJUIHHUTE KITFOUOBE H

MI03BOJISIBA HAJISKIHO M CUTYPHO M3/IaBaHe U MPOBEPKA Ha aBTEHTUYHOCTTA, BAJIUAHOCTTA
U 1IeJIOCTTa Ha cepTU(duKaTuTe, ocoueHu B wieH 3, naparpa¢ 1. Pamkara 3a noBepue naBa
BB3MOXHOCT 32 Pa3KpUBAaHETO HA U3MaMHU, U MO-clielnaiHo noamnpassHe. Hapen ¢ ToBa Ts
MO’K€ Jia MoAIoMara JByCTpaHHUSI OOMEH Ha CIIUCHIM HA OTMEHEHUTE CepTU(UKATH,
ChIbPIKALIM YHUKAJTHUTE UACHTU(PUKATOPU HA OTMEHEHUTE cepTudHKaTh. Te3u cuuchiuu
Ha OTMEHEHUTE cepTU(UKATH HE ChbPIKAT HUKAKBHU JIPYT' JIMYHU JaHHU. [IpoBepkaTa Ha
ceptuduKaTuTe, IOCOUYEHHU B WieH 3, naparpad 1, 1 Korato e npuiokK1UMO, Ha CIIUCHIUTE
Ha OTMEHEHUTE cepTU(UKATU HE BOJAT /10 YBEOMSIBAHE Ha M3/1aBalllisl OpPTaH 3a

IIpOBEpKaTa.

3. Pamxkara 3a AOBCPUC LCJIN Ja OCUTYypsBa OIICpATHBHA CbBMECTUMOCT C TCXHOJIOTHUYHUTC

CUCTCMHU, Cb3AaICHU Ha MCKIYHAPOJIHO paBHHUIIC.
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Ynen 5

Cepmugpuxam 3a eaxcunayus

1. Bcesxka AbpiKaBa YJICHKA U3/]aBa aBTOMATUYHO HUJIK 110 UCKAaHC OT 3aMHTEPECCOBAHUTE JIUIIA

cepTu(duUKaTUTe 32 BAKCHMHAIINS, TOCOUYECHHU B wieH 3, nmaparpad 1, OykBa a), Ha j1uiara, Ha

KouTo ¢ Omia mocraBeHa BakcuHa cpenry COVID-19. Te3u nuna ce uadopmupar 3a

MPABOTO /12 OJTYYaT CepTU(PHUKAT 32 BAKCUHALIHSL.
2. Cepru¢ukarbT 32 BAKCUHALUA ChIIbpPXKA CIETHUTE KATETOPUH JIMYHU JJTaHHU:
a)  CaMOJIMYHOCT Ha MPUTEXKaTes;

06) wuHpopmanus 3a BakcuHara cpenry COVID-19 u 6post Ha 103UTe, TOCTaBEHU Ha

MIPUTEKATEIS,;

B) MCTaJaHHHU Ha CCpTI/I(bI/IKaTa, KaTO HallpuMEp uUsaBaliust OpraH UJn YHUKAJICH

nuaeHTU(DHUKATOp HA cepTH(HUKATA.

JImunnTe JaHHH C€ II0COYBaT B CepTI/I(l)I/IKaTa 3a BaKCHHallMA B CbOTBCTCTBUC ChC

CHGIII/I(bI/I‘IHI/ITC IIOJICTA 3a JaHHHU, IIOCOYCHU B TOYKA 1ot MMPUIIOKCHUCTO.

PE-CONS 25/1/21 REV 1

45
BG



Ha Komucusita ce mpeaocTaBsi mpaBOMOIIUETO Ja IpUeMa JeIeTUPAHU aKTOBE B
CBHOTBETCTBHUE C WieH 12 ¢ 1en 1a u3MeHs Touka 1 OT IpUJIOKEHUETO, KATO IPOMEHS WU
IpeMaxBa IoJieTa ¢ JaHHU WM KaTo J100aBs MoJieTa ¢ JaHHU B KATETOPUUTE JTUYHU JTaHHH,
Moco4YeHU B OyKBH O) U B) OT ITbpPBa aJlMHES OT HACTOSAIIMS naparpad, Korato TakoBa
M3MEHEHHE € HEOOXOMMO 32 TIPOBEPKATa U MOTBHPKIABAHETO HA ABTEHTUYHOCTTA,
BaJIMIHOCTTA U [EJIOCTTA Ha cepTU(UKATA 32 BAKCUHAIIMSI, TP MOCTUTHAT HAYYCH
HanpeabK B oBlajagaBaHeTo Ha nanaemusara or COVID-19 unm 3a na ce ocurypu

OIr€paTuBHA CbBMCCTHUMOCT C MCXKAYHAPOAHU CTaHAAPTH.

Cepru¢ukarhT 32 BAKCHHAIIMA CE U3/1aBa B CUTYPEH U ONEPAaTHBHO CbBMECTHM (hopMaT B
CBbOTBETCTBUE C WIEH 3, naparpad 2 ciejl HOCTaBIHETO Ha BCAKA /1032 U B HETO SICHO Ce

YKa3Ba JaJIn BAKCUHAMOHHUAT KypC € 3aBbPIICH UJIN HE.

HpI/I MOSIBUJIN C€ HOBU HAYYHHU NOKA3ATCJIICTBA WJIN 3a 1d C€ OCUT'YPHU OIICpaTUBHA
CbBMCCTHUMOCT C MCKAYHAPOAHHU CTaHAAPTHU U TEXHOJIOTNYHU CUCTCMHU, KOI'aTO TOBa CC
HaJiara nmnopajau HaJIOKUTCIHU NPUYHUHHA 3a CIICHIHOCT, 3a ACJIICTUPAHUTC aKTOBC, IIPUCTU B

CbOTBCTCTBUC C HACTOAIIUA YWICH, CC IIpUjlara npoueaypara, mpeaBucHa B 4JICH 13.

Korato qppkaBuUTe YWICHKH pUEMaT J0Ka3aTeJICTBO 32 BaKCUHAIIMS, 32 J1a JIOIyCHAT
OCBOOOYKIaBaHE OT OIPaHUYCHUS Ha CBOOOIHOTO JBMKCHHE, BEBEJICHN B ChOTBETCTBHE C
npaBoTo Ha ChI03a ¢ 11eT 1a ce orpannyu pasnpocrtpanenuero Ha SARS-CoV-2, e
MpUeMaT MPH CHIIUTE YCIOBUS U CEPTU(PHUKATH 32 BAKCUHALUS, U3aJIEHU OT APYTU
IbPKABU YJICHKU B CHOTBETCTBUE C HACTOAIIMUS pPEryIaMeHT 3a BakcuHa cpeury COVID-19,

MOJTy4YHJia pa3peleHue 3a Tbprous ceriaacHo Pernmament (EO) Ne 726/2004.
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3a chIIara 1en IpbpKaBUTE WICHKH MOTaT ChIIO Taka Ja MpueMar cepTudukaTi 3a
BAaKCHHAIIUS, U3/1aJICHU OT IPYTU JIbP>KaBH YWICHKH B CbOTBETCTBHE C HACTOSIIUS
periamenT, 3a BakcuHa cpemry COVID-19, nonyuuna pa3peiieHue 3a ThproBus OT
KOMITIETCHTHHS OpraH Ha JIbp)kaBa WwieHKa B cboTBeTcTBHE C JIupexktura 2001/83/EO,
BakcuHa cpemry COVID-19, unero pa3npocTpaneHue € OUiIio BpeMEHHO pa3peieHo
CBIJIACHO WiIeH 5, maparpad 2 oT chlata AMPEKTHBA, WK BakcuHa cpeury COVID-19, 3a
KOSITO € MPUKJII0YMIIA Mpolie/lypaTa Ha BKiItouBaHe B criuchk Ha C30 3a pasperniaBane Ha

ynotpeba mpu U3BbHPEIHHU CUTYALIUU.

Korarto qppkaBuTe WIEHKH IpUeMar cepTU(GUKATH 32 BAKCHHAIIMA 32 BAKCHHA CPELLY
COVID-19, nocouena BbB BTOpaTa ajJlHesl, T€ IPUEMAT, IPU CHIIUTE YCIOBUS, U
cepTu(UKaTUTE 32 BAKCHHAIMS, H3/1aICHU B CbOTBETCTBHE C HACTOSAIINS PETrIaMeHT OT

JIpYTH IbpKaBU WICHKU 3a chliara BakcuHa cpemry COVID-19.
Ynen 6
Cepmudghuxam 3a nanpageno usciedsame

Bcesika apprkaBa WieHKa W3/1aBa aBTOMATUYHO T 110 MCKAaHE HA 3aMHTEPECOBAHUTE JIUIIA
cepTu(dUKaTUTE 32 HAIIPABEHO M3CJe/IBaHe, IOCOUEHH B 4iieH 3, maparpad 1, Oyksa 0), Ha
JU1aTa, ToAJIOKWIN ce Ha u3cneaBane 3a nunekuus cbc SARS-CoV-2. Tesu nuna ce

nH(pOpMHpAT 3a MPABOTO JAa MOJIydaT cepTU(UKAT 3a HAIIPaBEHO U3CIIEABAHE.
CepTuuKaTHT 3a HaIIPaBEHO U3CIIEABAHE ChAbPIKA CIEIHUTE KaTErOPUH JTUYHU JaHHU:

a) CaMOJIMYHOCT Ha MPUTECKATCIIA,
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6) wuHdopmarus 3a uzcnensane NAAT unu 3a Obp3 TeCT 32 aHTUTCHHU, HAIIPABEHU Ha

IIPUTECIKATCIIA,

B)  MeTaJaHHM Ha cepTu(uKaTa, KaTo HAIPUMEP U3/1aBalllKsl OPraH WIH YHUKAJIECH

UaeHTU(DUKATOp HA cepTH(HUKATA.

JInunute JaHHH C€ II0COYBaT B CepTI/I(l)I/IKaTa 3a HallpaBCHO HU3CJICABAHC B CbOTBCTCTBUC

CbC CHGLII/I(I)I/I‘IHI/ITG IOJICTA 3a AaHHHU, IIOCOYCHHU B TOYKA 2 0T IMPUITOKCHUCTO.

Ha Komucusta ce npenoctassi mpaBOMOIIMETO /1a [IpHUeMa JeJIeTUPaHn aKTOBE B
CHOTBETCTBUE C WieH 12 ¢ 11eJ1 Ja U3MEHs TOUKa 2 OT MPHJIOKEHHUETO, KaTO MPOMEHS WU
IpeMaxBa MmoJieTa ¢ JaHHHU WU KaTo q00aBs MoJieTa ¢ JaHHU B KATCTOPUUTE JINYHH JIAaHHH,
MMOCOYCHH B OyKBU 0) ¥ B) OT ITbpPBa AJIMHES OT HACTOSIIHUS Naparpad, Koraro TakoBa
M3MEHEHHE € He0OXO0AMMO 32 IIPOBEPKaTa U MOTBBPKIABAHETO HA AaBTEHTUYHOCTTA,
BaJIMIHOCTTA U LIEJIOCTTa Ha cepTU(dUKaTa 3a HAllPpaBeHO U3CJIeIBaHEe, IPU MOCTUTHAT
Hay4eH HanpeIbK B oBNasiBaneTo Ha manaemusita or COVID-19 unu 3a na ce ocurypu

OornepaTtuBHa CbBMCCTHUMOCT C MCKAYHAPOAHU CTAHIAPTH.

CepTI/I(bI/IKaT'bT 3a HAIIPpaBCHO HU3CJICABAHC CC N3/1aBa B CUTYPCH U OIICPATHBHO CbBMCCTHM

(dbopMat B CbOTBETCTBUE C WieH 3, maparpad 2.

[Ipu mosiBUIM ce HOBM HAYYHU J0KA3aTEJICTBA MJIH 32 J]a CE OCUTYpH OTlepaTUBHA
CHBMECTUMOCT C MEXJTYHAPOJIHH CTAH/IAPTH M TEXHOJIOTUYHHU CHCTEMH, KOTaTO TOBa CE€
HaJjara rnopaju HaJIO)KUTEIIHU PUYUHU 32 CIICITHOCT, 3a JCJIETUPAHUTE aKTOBE, MPUETH B

CbOTBETCTBUC C HACTOAIIUA YWICH, CC IIpUjlara npoueaypara, mnpeaBucHa B 4JICH 13.
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Korato nbp)kaBuTe WICHKH H3MCKBAT JIOKA3aTEIICTBO 32 HAIPABEHO U3CJIC/IBAHE 32
unpexnust cb¢ SARS-CoV-2, 3a 1a momycHaT 0CBOOOX/1aBaHE OT OIPAaHUYCHUS Ha
CBOOO/IHOTO JBIKCHUE, BHBEJICHN B CHOTBETCTBHE C MPAaBOTO HAa Chl03a U MPH OTYUTAHE
Ha crenn(pUIHOTO MOIOKECHHE Ha TPAHCTPAaHUYHUTE OOIIHOCTH, 32 JIa C€ OTPaHu4H
pasnpoctpanenueTo Ha SARS-CoV-2, Te mpueMar npu ChIIUTE YCIOBHS U CEPTUPUKATH
3a OTPHIIATENICH PE3yJTaT OT HAIPABEHO U3CIIEBaHE, U3AAICHH OT JPYTH IbPKABH YWICHKU

B CbOTBECTCTBHUEC C HACTOAIUA PETJTIAMCHT.

Ynen 7

Cepmughuxam 3a npebonedysare

[Tpu mouckBaHe BesKa IbpKaBa WieHKa U3/iaBa ceprudukarure 3a mpedoieryBane,

Moco4YeHHu B wieH 3, maparpad 1, Oyksa B).

Ceptuduxar 3a npedoneayBaHe ce u3iaBa Haii-pano 11 nHuU cien narata, Ha KOSTO Ha
JUIIETO 32 IPBU BT € OMJI0 HanpaBeHo u3ciensane NAAT, nano nmojgoxureneH

pesyJarar.

Ha Komucusra ce npeocrasi IpaBOMOIIMETO /12 IpUeMa JieIerMpaHy akTOBE B
ChOTBETCTBHUE ¢ WieH 12 ¢ 1en 1a u3MeHs Opost Ha IHUTE, Cle]] KOUTO Aa ObJe U3/1aBaH
cepTudUKaT 3a npedoseyBaHe, Bb3 OCHOBA HAa HACOKH, ostydyeHn oT Komurera 3a
3/lpaBHa CUTYPHOCT B ChOTBETCTBHUE C WieH 3, maparpa¢ 11, uim Bb3 OCHOBa Ha HAYYHU

nokasartelncta, pasrienanu ot ECDC.
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2. CeptudukarsT 3a npedoneayBaHe ChAbpKa CIEAHUTE KATETOPHU JIMYHH JAHHU:
a)  CaMOJIMYHOCTTA HA IPUTEKATEIIS;

0) wuHbopmarus 3a npekapana uHpekus cb¢ SARS-CoV-2 Ha nputexarens cien

ITOJIOKHUTECIICH PE3YJITAT OT U3CICABAHE,

B)  METaJaHHU Ha cepTU(UKaTa, KaTo HAIPUMEP U3JaBAIMs IO OPraH WINM YHUKAICH

uAeHTUUKATOP HA cepTUduUKara.

JImunnTe JaHHHU CC ITIOCOYBAT B CepTI/I(bI/IKaTa 3a npeGonenyBaHe B CbOTBETCTBHE CBC

CHeL[I/I(bI/I‘lHI/ITe I10JICTA 3a JaHHH, OIIPCACIICHU B TOYKaA 3ot IMPHUIIOKCHHUCTO.

Ha KomucusTa ce mpeaocTasi MpaBOMOIIUETO J1a pUeMa JISJICTHPAHA aKTOBE B
CBHOTBETCTBHUE C WieH 12 ¢ 11eJ1 1a u3MeHs TOYKa 3 OT MPHIIOKEHUETO, KATO IPOMEHS HIIH
IpeMaxBa MmoJieTa ¢ JaHHHU WK KaTo 100aBs MoJyieTa ¢ JaHHU B KATETOPUUTE JIMYHU JIaHHHU,
MIOCOYEHHU B ITbPBa aliuHesi, OyKBU 0) U B) OT HacTOAIIMS maparpad, KOraro Takopa
M3MEHEHHE € HEOOXOIMMO 3a TIPOBEPKaTa U MOTBBPKITABAHETO HA AaBTECHTUYHOCTTA,
BaJTMIHOCTTA U IEJIOCTTA Ha cepTuduKaTa 3a npedosieryBane, Py MOCTUTHAT HAYICH
HampeIbK B oBiagsBaneTo Ha nanaemusara or COVID-19 unu 3a ocurypsBane Ha

OrnepaTuBHa CbBMCCTUMOCT C MCKAYHAPOAHU CTAHAAPTHU.

3. CepTudukarsT 3a npedoseyBaHe ce U3/1aBa B CUTYPEH U ONEpaTUBHO ChbBMECTHM (popmar

B CHOTBETCTBUE C WieH 3, maparpad 2.
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B®3 ocHOBa Ha HACOKUTE, OJIYYEHHU ChITIacHO wieH 3, maparpad 11, na Komucusra ce
IIPEIOCTABs IPABOMOILIMETO Ja IIpUeMa JIeJIeTupaH aKTOBE B CbOTBETCTBUE C WieH 12 3a
M3MeHeHMe Ha naparpa¢ 1 ot HacTosIus YieH U Ha 4ieH 3, naparpag 1, Oyksa B), ¢ Lien
Jla ce J1ajie Bb3MOKHOCT 3a M3/1aBaHe Ha cepTU(HKaTa 3a npedoseyBaHe Bb3 OCHOBA Ha
HOJIOXKUTENICH OBbP3 TECT 3@ aHTUI'€HU, U3CIIEBAHE 3a AaHTUTEIA, BKIFOUUTEIHO
CEpOJIOTMYHO M3ciieaBaHe 3a anTurena cpemy SARS-CoV-2 unu 1pyr HayqHO BalauaupaH
MmetoA. C TakuBa JielerupaH akTOBE ¢€ U3MEHsI U TOUKa 3 OT MPHIIOKEHUETO, Upe3
no0aBsiHe, IPOMsIHA WK IIpeMaxBaHe Ha IoJeTaTa 3a JaHHHU, [0Ia/lallld B KATErOpUUTE

JIMYHU TaHHH, TOCOYCHH B maparpad 2, 0ykBu 0) U B) OT HACTOSIINS YJICH.

Cren mpuemMaHeTO Ha JIeJIeTHpaHUTE aKTOBE, MOoco4YeHu B maparpad 4, Komucusra
nyOJIMKyBa CIIMCHKA HA U3CJIEBAHUATA 3a AaHTUTENA, Bb3 OCHOBA HA KOUTO MOKe J1a Obje
u3gazseH cepTudukar 3a npedoseyBaHe, KaTo MOCOYEHUAT CIIUCHK Ce U3TOTBS OT

Komurera 3a 3ApaBHa CUT'YPHOCT, BKIIFOYUTCIHO CBCHTYAJTHUTC aKTyaJIM3allnuu.

B noxmana, mpeasuieH B wieH 16, maparpad 1, Komucusita orensisa nenecro0pa3HocTTa u
OCBILECTBUMOCTTA, MPE/IBU]I HATMYHUTE HAyYHH JIOKA3aTeICTBA, HA IPUEMAHETO Ha
JIeJISTUPAHUTE aKTOBE, TOCOUEHH B naparpag 4 ot Hacrosus uieH. [Ipeau npenaBanero
Ha TO3M J1oknaj], Komucusra Tbpcu peloBHO HACOKH CHIVIACHO WieH 3, naparpad 11
OTHOCHO HaJIMYHUTE Hay4YHHU JJ0KA3aTEJICTBA U HUBOTO HA CTaHAAPTH3aIUs BbB BPb3Ka C
€BEHTYaJIHOTO U3/aBaHe Ha cepTU(UKATH 3a pedosieTyBaHe Bb3 OCHOBA HA U3CJIEIBAHUS
3a aHTUTEJA, BKIIIOUYUTEIIHO CEPOJIOTUYHM U3cieaBaHus 3a auturena cpemy SARS-CoV-2,

KaToO B3€Ma MpEABUI HATMIUCTO U JOCTBIIHOCTTA Ha TC3U U3CJICABAHU .
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IIpu nosiBUIM ce HOBU HAY4YHU JOKA3aTEJICTBA UJIU 34 [1a CE OCUTYPH OllepaTUBHA
CBBMECTUMOCT C MEXIYHAPOJHH CTAHIAPTU U TEXHOJIOTMYHU CUCTEMH, KOTaTo TOBA CE
Hajara 1opaay HaJIOKUTEJIHA IPUYMHU 34 CIIELIHOCT, 3a JAEJIErMPaHUTE aKTOBE, IPUETU B

CHOTBETCTBUEC C HACTOAIIMA YWICH CC IIpHJIara rmpoucaypara, np€aBuacHa B 4JICH 13.

Koraro qppkaBuTe YWiIeHKH IpUeMaT J0Ka3aTeICTBO 3a MpedosieyBaHe 0T HHPEKIHS ChC
SARS-CoV-2, 3a na nomycHar ocBOOOKJaBaHE OT OTPAHUYCHHUS HA CBOOOTHOTO
JBUKEHHE, BbBEJCHH B ChOTBETCTBHE C MPaBOTO Ha ChI03a C 1€ J1a ce OTpaHuyu
pasnpoctpaneHueTo Ha SARS-CoV-2, Te nmpuemar npu ChIIUTE YCIOBHS U cepTUPHUKATH
3a npedosieryBaHe, U3aJ€HH OT IPYI'H IbPKAaBU WIEHKU B CbOTBETCTBUE C HACTOSIINS

pErJIaMeHT.

Ynen 8

Cepmudghuxamu u opyeu ookymernmu 3a COVID-19, uzoadenu om mpema 0vpaicasa

Koraro ceprudukar 3a BaKCHHAIMS € U3a/IeH B TPETa IbpKaBa 3a BAKCHHA CPEIIy
COVID-19, crotBercTBaima Ha eaHa ot Bakcunute cperry COVID-19, nocouenu B wieH S,
naparpad 5, ¥ OpraHuTe Ha JIbpKaBa WICHKA ca MOJIYYWIIH IsU1aTa Heo0Xouma
uHpOpMaIIKs, BKIFOYUTEIHO HAICKIHHU JI0KA3aTEIICTBA 32 BAKCUHAIIMSI, TIPU TIOUCKBaHE
TE3U OpTraHu MOraT Ja u3gaBaT Ha CbOTBETHOTO JIMIIC CepTI/I(i)I/IKaT 34 BaKCHUHaIluA, KaKToO €
ocoYeH B wieH 3, naparpad 1, Oyksa a). OT 1bprkaBa 4jeHKa HE Ce 3KMCKBA /1a U3/1aBa
ceprudukar 3a BakcuHaius 3a Bakcuna cpemy COVID-19, kosito He e pa3perieHa 3a

yrnoTpeba Ha HelfHaTa TepUTOPHUS.
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Komucwusita Moxe 1a mpreMe akT 3a U3IBIHEHHE, C KOWTO J1a yCTaHOBH, Y€ CepTUDUKATU
3a COVID-19, uznanenu ot Tpera AbpxaBa B CbOTBETCTBUE ChC CTAHIAPTH U
TEXHOJIOTUYHU CUCTEMH, KOUTO Ca OIepaTUBHO ChbBMECTHUMH C paMKaTa 3a JOBEpHe 3a
Hudposust COVID ceptudukar Ha EC 1 naBaT Bb3MOXKHOCT J1a ObJIe TPOBEPEHA
ABTEHTHUYHOCTTA, BAIMIHOCTTA U IIEJIOCTTA HA CEpTU(PUKATA, 1 KOUTO CEPTHUPUKATH
ChIBPKAT JJAHHUTE, ITOCOYCHU B TIPUIIOKEHUETO, TPSOBA J1a C€ CUMTAT 33 PABHOCTOWHU Ha
ceptuduKaTuTe, N3JaBaHU OT AbPXKABUTE WICHKU B CHOTBETCTBUE C HACTOSIIIUS
pErjamMeHT, ¢ 1iell Ja ce yJIECHU YIMPaKHABAHETO OT IPUTEXKATEeITUTEe Ha TaKUBa

ceptu(dUKaTH Ha IPABOTO HA CBOOOIHO JBIKeHHE B Chio3a.

[Ipean na npuemMe TakbB akT 3a U3NMBbJIHEHHE, KoMucusTa npeneHsBa Jajim cepTuduKaTuTe
3a COVID-19, u3znaBanu ot TpeTaTa Ibp>kaBa, OTTOBAPSAT HA YCIOBUATA, IOCOUCHU B

I'bpBaTa aJIMHECA.

AKTBT 3a U3ITBJIHEHHUE, TOCOYCH B IIbPBA alliHEs OT HACTOSIIUS rmaparpad, ce npuemMa B

CHOTBETCTBHUE C MPOLIEypaTa Mo pa3riexiaaHe, mocoueHa B wieH 14, maparpad 2.

Komucusara onosectsBa HY6HI/IHHO CIIMCBKA HAa aKTOBCTC 34 U3IIBJIIHCHUC, ITPHUCTU CBIJTIACHO

HacTosus naparpad.

HpI/IGMaHeTO OT AbPXKABUTC YJICHKHU Ha CCpTI/I(bI/IKaTI/ITe, IIOCOYCHH B HACTOAIIMA YJICH, CC

M3BBPINBA MPU CIa3BaHE Ha WieH 5, maparpad 5, wien 6, naparpad 5 u wieH 7, naparpad
8.

Koraro abpkaBuTe WieHKH IpuemMar cepTU(GHUKATH 32 BAKCHHAINSA, U3/1aJIeHH OT TpeTa
IbprkaBa 3a BakcuHa cpenty COVID-19, kakTo e nocodeHa B wieH 5, maparpad 5, Bropa
allvHes, Te IpueMarT NP ChUIUTE YCIOBUS U cepTU(UKATUTE 32 BaKCUHALUSA, U3Ja/IeHU OT
JOPYTH IbpKaBU WICHKU B ChOTBETCTBUE C HACTOSIIIMS PETJIAMEHT 3a ChIlaTa BAKCHHA

cpemwy COVID-19.
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S. HacrosmusT uieH ce npuiara 3a ceptuduxarure u apyrure gokymentu 3a COVID-19,

M3JaJIEHU OT OTBBIMOPCKHUTE CTPAHU U TEPUTOPUH, IIOCOYECHHU B WieH 355, maparpad 2 ot

J@PEC u uzbpoenu B npuinoxerue Il koM Hero, u o @apropckute octpoBu. Toil He ce

npuiara 3a cepruduratute u apyrure 1okymeHTd 3a COVID-19, uznagenu ot uMeTo Ha

IbpKaBa YWICHKA B OTBBIMOPCKUTE CTPAHU U TEPUTOPHUH, IOCOYEHU B WieH 355,

naparpad 2 ot JOPEC u uzbpoenu B npunoxenue Il koM Hero, unm BbB @apbopckute

OCTpPOBH.
Ynen 9
Texnuuecku cneyugukayuu
1. 3a ;1a ce rapaHTUpaT €HAKBH YCJIOBHS 3a MPUJIAraHEeTO HA paMKaTa 3a JOBEpHE, Ch3Aa/IeHa

C HACTOAIIUA PCTIaMCHT, Komucusra IIpu€Ma aKTOBC 3a U3IIBJIHCHUC, CbAbpiKallll

TEXHUYCCKUTC CHGHI/I(bI/IKaI_[I/II/I H IIpaBuJia 3a OCJIMTC Ha:

a)  W3/JaBaHETO M NMPOBEpKaTa MO CUTYPEH HaYMH Ha CepTU(UKATUTE, IOCOUYCHH B
yiieH 3, maparpad 1;

0) rapaHTHpPaHETO HAa CUTYPHOCTTA Ha JINYHUTE JAHHM, KaTO Ce B3eMa IPEABHL
€CTECTBOTO Ha JIAHHUTE;

B)  ION'BJIBAHETO Ha cepTU(UKATUTE, TOCOUYECHHU B WieH 3, naparpad 1, BKIOUUTETHO
crcTeMara 3a KOJMpaHe M BCUYKH JIPYTH €IEMEHTH, KOUTO Ca OT 3HAUYCHHE;

I)  ONpEeleNsiHETO Ha 00IaTa CTPYKTypa Ha YHUKAIHUS UASHTU(PHUKATOP Ha
cepTUdUKaTa;

1)  M3JaBaHETO Ha BAJIUJIEH, CUTYPEH U ONEpaTUBHO ChbBMECTUM OApKOI;
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€)  CTpeMeXa KbM OCUTYpsIBAaHE Ha ONIEpPaTUBHA CbBMECTUMOCT C MEXAYHApOIHUTE

CTaHAApPTHU U TCXHOJIOT'MYHU CUCTCMHU,

k)  pasmpeneisHETO Ha OTTOBOPHOCTUTE MEXAY aIMUHUCTPATOpPUTE U 00padoTBAIIUTE

JIUWYHYU JaHHHU B ChoTBEeTCTBHE C r1aBa [V ot Pernament (EC) 2016/679;

3)  TapaHTUPAHETO Ha JOCTBITHOCTTA 32 XOpa C YBPEKJAaHHS HA YETHMAaTa OT YOBEKa
uHpopManus, ChIbpKalla ce B Ln(ppoBus cepTU(UKAT U B cepTU(PUKaTa HA XapTHEH
HOCHTEJN, B ChOTBETCTBHUE C M3UCKBAHUATA 32 JOCTHIIHOCT, IPEIBUICHH B IIPAaBOTO HA

Crplo3a.

2. Te3u akTOBE 32 U3N'BJIHEHUE CE ITPUEMAT B ChOTBETCTBHE C IIPOLEAYpATa IO pa3riIekKaaHe,

rmocodeHa B wieH 14, maparpad 2.

3. [To Hamne)xHO 0OOCHOBAHH HAIIOXKUTEIIHU MIPUYMHH 32 CIEIIHOCT, ITO-CIIEIUATHO 32 J1a Ce
rapaHTHpa CBOCBPEMEHHOTO TpUJIaraHe Ha paMmKara 3a jioBepue, Komucusita npuema
aKTOBE 3a M3IIBITHEHNE C He3a0aBHO MPUIIOKEHUE B CHOTBETCTBUE C MPOIEAypaTa,
nmocodena B wieH 14, maparpad 3. AKToBeTe 3a U3IIBIHCHUE, TIPUETU CHIIIACHO HACTOSIIIHS

naparpad, ocTaBar B cujia 3a CpoKa Ha MpUJIaraHe Ha HACTOSIIUS PETrJIaMEHT.
Ynen 10
3awuma na 1uuHUMeE OAHHU

1. Pernament (EC) 2016/679 ce mpuiara 3a 00pa00oTBaHETO Ha JIUYHU JaHHU, U3BBPIIBAHO

IIPpH U3IN'BJIHCHUETO HA HACTOALIUA PETIIAMCHT.
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3a HCJIIUTC HAa HACTOAIUA PCTIIAMCHT JIMYHUTC JaHHU, CbABPIKAIIA CC B CepTI/I(l)I/IKaTI/ITe,
W3J1a/ICHU CHITIACHO HACTOSALIMS PETJIAMEHT, c€ 00paboTBaT EAMHCTBEHO C 1eJ JOCTBII 10 U
poBepka Ha HH(opManusITa, ChIbpKalla ce B cepTudukara, 3a Ja ce yIecH!
VIIPaKHSBAHETO Ha MPABOTO Ha CBOOOIHO JBMKEeHUE B ChI03a 110 BpeMe Ha IMaHeMHATA
ot COVID-19. Cnen n3tnuaHeTo Ha CpOKa Ha MpUJIaraHe Ha HACTOSIIMS PErIaMeHT HE Ce

M3BBHPIIBA MMO-HATATHIIHO 00paboTBaHe.

JInuHWTE NaHHU, BKIIOYEHH B CepTHU(UKATUTE, TIOCOYSHHU B wieH 3, naparpad 1, ce
00paboTBaT OT KOMIIETEHTHUTE OpPraHu Ha JIbpKaBara 4ieHKa Ha MECTOHa3HAYCHHUE UITU
TPaH3UT UJIU OT ONEPATOPUTE HA TPAHCTPAHUYHM YCIYTH 32 IPEBO3 HA IbTHULIUA, OT KOUTO
CHIJIACHO HAIMOHAIIHOTO 3aKOHOAATEJICTBO C€ M3MCKBA J]a MpuUJiaraT ONpeeICHH MEPKH B
o0racTTa Ha 00IIECTBEHOTO 3/IpaBe 1o Bpeme Ha nanaemusara or COVID-19, enunctBeHo
3a MMPOBEpKa U MOTBBPK/IaBaHE Ha BaKCHMHAIIMATA, pe3yaTaTa OT HalpaBEHO U3CIICIBAaHE
WM pedosielyBaHe OT MPUTEKATENS Ha cepTU(UKaTa. 3a Ta3u Mell JMIYHUTE JJAaHHU CC
orpaHuyYaBaT JI0 CTPOro HEOOX0IMMOTO. JINYHUTE TaHHU, IO KOUTO € OCHIIECTBEH JOCTBII

CbINIaCHO HACTOAIIUA naparpa(l), HC CC 3al1a3Bart.

JInunurte nanHu, 00pabOTBAHU 3a LIETUTE HAa U3/IaBAaHETO HA CepPTU(PUKATUTE, IOCOYEHU B
yiieH 3, naparpad 1, BKIIOUHTEIHO 32 U3JaBAaHETO HA HOB CEPTH(HKAT, HE CE ChXpaHsBAT
OT M3aBalIHs OPTaH MO-IBJT0 OT CTPOr0 HEOOXOIMMOTO 3a IeNITa My U B HUKaKbB CITyqal
3a O-ABJTO OT CPOKA, MPe3 KOWTO cepTU(UKATHTE MOTAT J1a CE M3IOI3BAT 3a

YIIpaKHABAHC HA IIPABOTO Ha CBO6OZ{HO JABHKCHUC.

CrnuchiuTe Ha OTMEHEHUTE CepTUPUKATHA, OOMEHSHU MEXKIY IbPKABUTE YWICHKU CHIIIACHO
uieH 4, maparpad 2, He ce ChXpaHsBaT CJie]l U3THUYAHETO Ha CPOKA Ha MpUjIaraHe Ha

HACTOAIIMA PCrIIaMCHT.
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6. Opranute Uiau Apyru ONpEAEIeHH CTPYKTYPH, OTTOBApSIILHY 33 N3/1aBaHETO Ha
cepTU(HKATUTE, TOCOYECHHU B WieH 3, maparpad 1, ce cuuTar 3a aAMUHUCTPATOPU CHIVIACHO

onpeneneHueTo B wieH 4, Touka 7 ot Permament (EC) 2016/679.

7. ®u3NYeCcKOTO WK IOPUANIECKOTO JIUILE, TyOJUYHHUST OpPraH, areHIuATa WK APYT OpraH,
KOHTO € nocraBui BakcuHa cperty COVID-19 wiu e HanpaBui U3CJI€BaHETO, 32 KOUTO
1Ie ce U3/1aBa cepTudukar, mpegaBa Ha OPraHUTE UM Ha IPYTH ONPEIEICHU CTPYKTYPH,
OTrOBapsIH 3a U3ABAHETO HA CEPTUPHUKATUTE, IMYHUTE TAaHHU, HEOOXOJMMH 3a

IIOITBJIBAHC HAa I10JICTaTa C AaHHH, IIOCOYCHHU B IIPUIIOKCHHUECTO.

8. KoraTto anMunamcTparop 1o cMuchia Ha naparpad 4 u3nosnssa yciayrute Ha oOpaboTBaiil
JUYHH JaHHM 32 [IeTUTe, TocodeHu B wieH 28, maparpad 3 ot Pernament (EC) 2016/679,
HE MOJXKE JIa C€ M3BBPIIBA NIPEaBaHe Ha JUYHU JJAaHHH OT 00pabOTBAIMS TMYHH TAHHH

KbM TpETa AbpiKaBa.
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Ynen 11

Oepanuuenus Ha c60600HOMO O8uUdICEHUEe U 0OMeH HA UHpOopMmayus

be3 na ce 3acsira KOMIIETEHTHOCTTA Ha IbPYKABUTE YWICHKH J1a HAjlaraT OrpaHuYeHUsI Ha
OCHOBaHUS$, CBbP3aHU C OOIIECTBEHOTO 3/IpaBe, KOraTo AbpKaBUTE YWICHKHU MpUeMaT
cepTH(HKATH 32 BAKCHHALIMSA, 32 OTPULIATENICH PE3YyJITaT OT HAPaBEHO M3CIICABAHE WU 32
npeboJieyBaHe, T€ c€ Bb3IbPKAT OT HANAaraHe Ha JOMBIHUTEITHH OTPAaHUYCHUS HA
CcBOOOJHOTO JBMKEHHE, KaTO HAPUMEP JOMBIHUTEIHH CBbP3aHU C TbTYBAHETO
n3cienBanus 3a nHpekumsa cb¢ SARS-CoV-2 wim cBbp3aHa ¢ MbTyBaHETO KapaHTHHA WU
camou30Jalysl, OCBEH aKo T€ ca HEOOXOJAMMHU U IPONOPLMOHAIHY Ha LeJITa 3a Olla3BaHe Ha
00IIeCTBEHOTO 3/IpaBe B oTroBop Ha nauaemusita or COVID-19, xato ce B3emar mpenBuI
Y HAIUYHUTE HAyYHU J0KA3aTeNCTBA, BKIOYUTEIHO eMUIEMHOJIOTHYHUTE TaHHH,

nyonukyBanu oT ECDC Bb3 ocHoBa Ha [Ipenoprka (EC) 2020/1475.

Koraro apprkaBa 4ieHKa H3UCKBA, B ChOTBETCTBHUE C MPpaBoTO Ha Chi03a, OT
MPUTEKATEINTE HAa CEPTUPHUKATUTE, TOCOUYCHH B WieH 3, maparpad 1, cies BIu3aHETO UM
Ha HeiHa TepuTopus 1a ObJaT MOCTaBeHH O/ KapaHTHHA UM CAMOU30JIALNS WIH J1a Ce
MOJJIOKAT Ha u3cneaBaHe 3a uHdexus cbec SARS-CoV-2, unu ako Hanara apyru
OTpaHUYCHUS Ha MPUTESIKATSIIUTE HA TAKMBA CEPTUPUKATH, HAIIPUMED MTOPATU TOBA, U
enuJIeMrYHaTa 00CTaHOBKA B JbprKaBa WICHKA WM B PETHOH B PAMKHUTE HA JbpKaBa
YJICHKA CE BJIOIIaBa 0bP30, MO-CIEUaTHO B pe3yaTaT Ha BapuanT SARS-CoV-2, koiito
MOpaX</a 3arpr>KeHOCT WM UHTepec, TS HHPopMupa choTBeTHO KomucusTta u ocraHanure
IbPKABU YJICHKH, TI0 BE3MOXKHOCT 48 yaca Nnpeau BbBEKIAHETO HA HOBUTE OTPaHUYCHHUS.

3a ta3u LEJI AbpiKaBaTa YICHKaA MpeaoCTaBs Cli€aHaTa I/IH(bOpMaIII/ISII

a)  TPUYUHUTE 32 Te3U OTPAHUYCHUS;
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6) oOxBara Ha Te3W OrPaHUYCHUS, KATO YTOUHSIBA MPUTEXKATEIUTE HA KOU CcepTH(UKATH

MOAJICKAT HAa TAKKMBA OTpaHUYCHHUA UJIU Ca OCBO6OII€HI/I OT TAX;
B) JaraTta U NpoOAbJDKUTCIIHOCTTA Ha TE3U OI'PaHUYCHUS.

HbpxaBute wieHku nHGopmupar Komucusra 1 ocraHaauTe Jbp>KaBU YICHKH 3a
M3JIaBaHETO U YCJIOBUSATA 3a IPUEMaHe Ha cepTH(UKATUTE, TOCOUYEHH B WieH 3, maparpad
1, BimrounTenHo Bakcunute cpemty COVID-19, kouto Te npuemar cbIriacHO WieH 5,

naparpad 5, BTopa anuHes..

JIbpkaBUTE WIEHKU NPEAOCTAaBAT Ha OOLIECTBEHOCTTA SCHA, U3UepIiaTesHa U HaBpEeMEHHa
nHpopManus BbB Bpb3Ka ¢ nmaparpadu 2 u 3. [lo npuHIMI AbpKaBUTE WICHKU TPABAT
Ta3u MHPOpMaLUs OOIIECTBEHO TOCTOSIHUE 24 yaca mper HOBUTE OTPAaHUYCHUS J1a BIISA3aT
B JICUCTBUE, KaTO C€ UMa IPEABH, Y€ € He00X0AUMa U3BECTHA I'bBKABOCT TP U3BBHPEIHU
enueMUyHu cutyauu. OCBeH ToBa, MHPOPMaLUATA, IPEJOCTaBEHA OT AbPIKAaBUTE
YJICHKH, MOJKE J1a ObJIe HalpaBeHa 00IIecTBEHO JocTosiHIE oT Komucusra o

HCHTpAaJIU3UPAH HAYHH.

Ynen 12

VYnpaoicnasane na oenecupanemo

[IpaBoMommeTo ga mpuema Jejaerupaiu akToBe ce npegaoctans Ha Komucusta npu

CIta3BaHC Ha MPECABUACHUTC B HACTOAII WA YICH YCIOBUA.

[TpaBoMommeTo ga mpuema JieJerupalu akToBe, IIOCOYCHO B WieH S5, maparpad 2, usieH 6,
naparpad 2 u wien 7, maparpadu 1 u 2, ce npegoctasst Ha Komucusita 3a cpok ot 12

Mecena, cayutano ot 1 roymm 2021 T.
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JlenerupaHneTo Ha MPaBOMOLIHS, TOCOUEHO B WieH 5, maparpad 2, wieH 6, naparpad 2 u
unieH 7, naparpadu 1 u 2, Moxe 1a ObJie OTTETTICHO MO BCAKO BpeMme oT EBpomneiickus
napiaaMeHT uim oT Cbeera. C peleHneTo 3a OTTErNIsHE ce MPEKPaTsBa IOCOYEHOTO B HETO
Jenerupane Ha nmpasomouiust. OTTErNIIHeTO NopaXaa AEUCTBUE B JIEHS Clle]
myOJIMKYBaHETO Ha peuieHneTo B Oguyuanen eecmuuk na Eéponetickus cvio3 Wn Ha TO-
KbCHA J1aTa, I0COYEHA B penieHneTo. To He 3acsra AeHCTBUTEIHOCTTA Ha JEJIETHPAHUTE

dKTOBEC, KOUTO B€YC Ca B CHJIA.

[Tpenn npuemanero Ha generupad akT KomucusTa ce KOHCYITHpa ¢ €KCIIEPTH,
OTIpeJICJIEHH OT BCSIKA IbP)KaBa WICHKA B ChOTBETCTBHE C MPUHIIUITUTE, 3aJI€THAIH B
MeX1yMHCTUTYLIMOHAIHOTO criopasyMenue ot 13 anpun 2016 r. 3a mo-n1o0po

3daKOHOTBOPYCCTBO.

Benunara cnen xato IMpUeMe ACJICTUPAH aKT, Komucusra HOTI/I(I)I/ILII/Ipa aKTa CIHOBPCMCHHO

Ha EBponeiickus napiaamenT u Ha CbBeTa.

JlenerupaH axT, MPHET ChIVIACHO WieH 5, maparpad 2, wieH 6, maparpad 2 wium 4ieH 7,
naparpadu 1 unu 2, Biu3a B cujla €AMHCTBEHO ako HUTO EBponeicKusT napaaMeHT, HUTO
CbBeThT He ca NPeICTaBIIIN Bb3PaXKEHUS B CPOK OT J[Ba Mecela ciell HOTU(PHUIMPAHETO Ha
chllUs akT Ha EBponeiickus napiaament u ChBeTa WIK aKo MPeAr U3TUYAHETO HA TO3H
cpok u EBponeiickusar napiament, 1 CbBeThT ca yBenommin Komucusra, ye Hsima 1a
IPEJCTABAT Bb3paxeHUs. [IocoOueHHsT CpoK MOXKe J1a ce YIBIDKHU C JIBa Mecela 110

HMHHUIIMAaTHBa Ha EBpOHeﬁCKHH MapJIaMCHT HUJIK Ha CnbBerTa.
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Ynen 13

Ilpoyeoypa no cnewnocm

Jlenerupanute akTOBE, MPUETU CHIIIACHO HACTOSALIMS YICH, BIU3aT B CHJIa HE3a0aBHO U ce
Ipuiiarar, 0Kato He ObJaT IpeICcTaBeH! Bb3paKeHUsl B ChOTBETCTBUE ¢ maparpad 2. B
HOTU(UKAUATA OTHOCHO JieJierupanus akT 10 EBponeiickus napnament u CbBera ce

IMOCOYBAT NPUYHUHHUTC 3a U3IOJI3BBAHCTO Ha IMponcaypara o CriCcurHocCT.

EBponeiickust napaameHT win ChBETHT MOTAT Ja Bb3Pa3sT CpEllly JeJerupaH akT B
CBHOTBETCTBHE C IIPOLIeyparTa, mocoueHa B wieH 11, maparpad 6. B TakbB cirydait
Komucusita oTMeHs akta He3a0aBHO CJie]l HOTU(DUIIMPAHETO HAa PEIICHUETO Ha

EBponeiickust mapnamenT win Ha ChBeTa, C KOETO C€ MPEACTABIT Bh3PaXKEHUS.
Ynen 14
IIpoyedypa na xkomumem

Komucusra ce nmoarmomMara OT KOMHUTCT. To3u KOMUTET € KOMUTET 110 CMHChJIa Ha

Pernament (EC) Ne 182/2011.

ITpu no3oBaBaHe Ha HacTosUs naparpad ce npuiara uieH 5 ot Pernament (EC)

Ne 182/2011.

[Tpu mo3oBaBane Ha Hactosus naparpad ce mpwiara wieH § ot Pernmament (EC)

Ne 182/2011 BBB Bpb3Ka € 4jieH 5 OT HETO.
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Ynen 15

Ilepuoo na noemanno éwvsedicoamne 6 oelicmaue

1. Cepruduraru 3a COVID-19, uznanenu ot abpkaba uieHka npeau 1 womm 2021 1., ce
npuemar OT IPYTUTe AbprkaBu WieHKH 10 12 aBryct 2021 r. B CbOTBETCTBHE C WIEH 5,
naparpad 5, uien 6, maparpad 5 u wieH 7, naparpad 8, koraTto ChbabpKAT JAHHHUTE,

IOCOYCHHU B IMPUITOKCHUCTO.

2. Koraro nanena nppxaBa 4jieHKa HE € B CbCTOSIHUE Ja u3aaBa oT 1 romum 2021 r.
cepTuduKaTUTE, TOCOUYCHHU B WwieH 3, maparpad 1, BbB ¢hopmar, OTroBapsi Ha
M3UCKBAaHUSTA HA HACTOSIIIUS PETJIAMEHT, TS mHpopMupa KoMucusita u ocTaHamuTe

ABPIKaBU YWICHKHU 3a TOBA. Axo CbAbpKAT JAHHUTC, IOCOYCHHU B IIPUIIOKCHHULCTO,

ceprudukarure 3a COVID-19, uzganenu ot choTBETHATA IbpKaBa WieHKa BbB (hopmar,

KOWUTO HE OTTroBapsda Ha UBMCKBAHUATA HA HACTOAIIUA PCIrIIaMCHT, CC IIpUEMAT OT

OCTaHAJIMTE JbP)KaBU YWICHKH B CHOTBETCTBHE C WiIeH 5, maparpad 5, unen 6, naparpad 5 u

ynieH 7, naparpa¢ 8 no 12 aBrycr 2021 r.

Ynen 16

Joxnaou na Komucusama

1. Jo 31 oxtomBpu 2021 r. Komucusita npeacrass 1okiaa Ha EBponeiickus mapiaaMeHT U Ha

CsoBera., JloknaabT BKIIOYBA 0030p Ha:

a)  Opos Ha cepTUPUKATUTE, U3/IaJICHN CHIJIACHO HACTOSIIUS PETJIAMEHT;
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0)  HAaCOKHUTE, NOMCKaHH ChITACHO wieH 3, maparpad 11 OTHOCHO HAIMYHUTE HAYYHH
JI0Ka3aTeJICTBAa U HUBOTO HA CTaHAAPTU3aLlUs BbB BPb3Ka C €BEHTYAJIHOTO H3/1aBaHE
Ha cepTu(uKaTu 3a rmpedoieyBaHe Bb3 OCHOBA Ha U3CJICIBAHUS 32 aHTUTENA,
BKJIFOUMTEIHO CEPOJIOTHUYHM U3cieBaHus 3a anturtena cpemy SARS-CoV-2, karo

B3€Ma MPEABH] HATMYHUETO U TOCTHITHOCTTA Ha TE3U M3CIICABAHUS; U
B)  HMH(pOpMaLuUATa, HOJy4YeHa ChIIIACHO wieH 11.

2. Ho 31 mapt 2022 r. Komucusita npencrasst Ha EBponeiickus napiameHTt 1 Ha CbBeTa

AOKJIaa 3a INpujiaraHeTo Ha HaCTOAIIUA pEriIaMCHT.

I[OK.H&I{’I)T CbAbpiKa MO-CIICHUAIHO OLICHKA Ha B’I)BIIGI;'ICTBI/ICTO Ha HACTOAIHA PETIaMCHT
BBPXY YJICCHABAHCTO HA CBO6OI[HOT0 ABWKCHUC, BKIIIOUUTCIIHO BbPXY IIbTYBAHUATA U
Typu3Ma U IpUEMaHCTO Ha Pa3JIMYHUTC BUAOBC BAKCHUHU, BbPXY OCHOBHUTC IIpaBa U
HCAUCKPpUMHHAILIUATA, KAKTO U BBPXY 3alllUTATA HA JIMYHUTC JaHHHU 110 BPEMC Ha

naunemusata or COVID-19.

I[OKJI&I{"I)T MOXEC Ja 6’[),[[6 MNPUAPYKEH OT 3aKOHOAATCIIHU IPCIIOKCHHUA, ITO-CIICIUAIIHO 3a
YABIKABAHEC HAa CPOKa HA IPpUJIaraHe Ha HACTOALIUS PETIIAMCHT, KaTO CC€ B3EMCE IIPEABU/

Pa3BUTHETO HA eMUJIEeMUYHATa 00CTaHOBKA BB Bphb3Ka ¢ manaemusita or COVID-19.
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Ynen 17

Bruzane 6 cuna

HaCTOHI_HI/IHT PCTIIAMCHT BJIM3a B CHJIa B JICHA HaA HY6J'II/IKYBaHeTO MY B quuuuajzeﬂ 6€CMHUK HA

Esponertickus cvios.

[Tpunara ce ot 1 ronu 2021 r. no 30 rouu 2022 r.

HaCTOHH_II/ISIT PEriIaMCHT € 3aABbJDKUTCIICH B CBOATA LAJIOCT U CC ITpUJjiara nNpsikO BbB BCUYKU

ABbpPKaBH YJIICHKH.

CncraBeno B bprokcen Ha

3a Eeponetickus naparamenm 3a Cveema
IIpeoceoamen Ilpeoceoamen
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HPUJIOXKXEHUE

HABOP OT IAHHU 3A CEPTUOUKATUTE

1. [Tonera 3a naHHU, KOUTO TpsAOBa Aa ObAAT BKIIOUEHU B cepTU(UKATA 32 BAKCUHALIUSA:
a)  wume: pamMmuiHO(M) nMe(Ha) U coOCTBeHO(M) MMe(Ha), B TO3H Pejl;
0) 1ara Ha paxIaHe,
B)  3abomsBane unu nmaroredn: COVID-19 (SARS-CoV-2 unu HIKOM OT HETOBHUTE
BapUaHTH);
r)  BakcuHa cpemy COVID-19 unu npodunaktuka;
1)  HAMMEHOBAaHME HAa BaKCMHAMOHHUA MpoaykT cpemry COVID-19;
€)  TPUTEKATE] Ha Pa3pEIICHUETO 32 ThPTOBUS WIM IPOU3BOIUTEI Ha BAKCUHATA CPEILY
COVID-19;
)  TOpeIeH HOMep MPH Cepus OT JO3H, KaKTO U 0011 Opoii Ha 03UTE B CEPUATA;
3)  Jara Ha BAaKCHHAIMATA, KATO C€ TIOCOYBA JlaTaTa Ha MocieIHaTa MoydeHa J103a;
W)  JbpKaBa WICHKA WIN TPETa Ibp)KaBa, B KOATO € TIOCTABeHA BAKCHHATA;
i)  uw3garen Ha cepTUdUKATa;
K)  YHHUKaJeH WJeHTU(HUKATOpP Ha cepTUduUKara.
PE-CONS 25/1/21 REV 1 1

IMTPUJIOXXEHUE BG



2. [Tonera 3a JaHHU, KOUTO TPsIOBA a OBbIAT BKIIOUEHH B CEpTU(HUKATA 32 HAIPABEHO

u3cJe/IBaHe:

a)  wume: pamMmuiHO(M) nMe(Ha) U coOOCTBeHO(M) MMe(Ha), B TO3H pel;

0) mara Ha paxkJIaHe,

B)  3abomsBane unu maroren: COVID-19 (SARS-CoV-2 unu HSIKOW OT HETOBHUTE
BapHaHTH);

T) BHJI Ha TECTA,

1)  HaMMEHOBAaHHWE HA TecTa (MIOCOYBAHETO € 1Mo u300p npu usciensane NAAT);

€)  IPOM3BOJUTEIN Ha TecTa (TIOCOYBAHETO € Mo u300p mpu u3cieasane NAAT);

’K) Jara M 9ac Ha B3€MaHETO Ha Mmpooda 3a U3CJe/IBaHe;

3)  pe3yiTaT OT M3CIIEBAHETO;

M)  ICHTBD WIN 3aBEICHUE, U3BBPIIWI U3CICIBAHETO (IOCOYBAHETO € 10 H300p NpU
OBp3 TECT 32 AHTUTCHH);

i)  JppkaBa WICHKA WIK TPeTa Ibp)KaBa, B KOATO € HAIPABEHO M3CIICABAHETO;

K)  u3Jare’n Ha cepTHdUKaTa;

J)  YHUKaJeH UAECHTU(UKATOp Ha cepTUduUKara.

PE-CONS 25/1/21 REV 1
IMTPUJIOXXEHUE

BG



3. [Tonera 3a maHHU, KOUTO TPsAOBa Aa OBJAT BKIIOUEHU B cepTU(UKATa 3a IpeOoieyBaHe:

a)

6)

ume: pamutHo(1) nMe(Ha) U coOcTBeHO(M) MMe(Ha), B TO3U PEI;

JaTa Ha paXKaaHe;

3a00J151BaHE WJIU TIATOTEH, KOETO/KONUTO mpuTexaTessiT € npedonemyBan: COVID-19

(SARS-CoV-2 nnu HAKOW OT HETOBUTE BapUaHTH);

JaTa Ha IbPBHUS MOJIOKHUTENIEH pe3ynTtaT oT uscienane NAAT Ha nmputexaresns
IbprKaBa WICHKA MM TPeTa IbpkaBa, B KOATO € HAIPaBEeH TECTHT;

U37aTelN Ha cepTuuKara;

ceptuduKar, BaJUJICH OT;

ceprudukar, BaauaeH 1o (He mosede ot 180 qHM cnex naTara Ha TBPBUS

MOJIOKUTENIEH pe3ynTaT oT uzcneasane NAAT);

YHHUKaJIeH uAeHTU(UKaTop Ha cepTudukara.
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	а) сертификат, потвърждаващ, че на притежателя е поставена ваксина срещу COVID-19 в държавата членка, издала сертификата (наричан по-нататък „сертификат за ваксинация“);
	б) сертификат, потвърждаващ, че на притежателя е направено изследване NAAT или бърз тест за антигени, включен в общия и актуализиран списък на бързите тестове за антигени за COVID-19, съставен въз основа на Препоръката на Съвета от 21 януари 2021 г., ...
	в) сертификат, потвърждаващ, че след положителен резултат от изследване NAAT, извършено от здравни специалисти или квалифициран тестващ персонал, притежателят е преболедувал инфекция със SARS-CoV-2 (наричан по-нататък „сертификат за преболедуване“).
	Комисията публикува списъка на бързите тестове за антигени за COVID-19, изготвен въз основа на Препоръката на Съвета от 21 януари 2021 г., включително всички актуализации.
	„Настоящият сертификат не е документ за пътуване. Научните доказателства за ваксинирането срещу, изследването за и преболедуването на COVID-19 продължават да търпят развитие, включително по отношение на новите варианти на вируса, представляващи повод ...
	Държавите членки предоставят на притежателя ясна, изчерпателна и навременна информация относно издаването и предназначението на сертификатите за ваксинация, за направено изследване или за преболедуване за целите на настоящия регламент.
	Преди приемането на такива актове за изпълнение Комисията извършва преценка дали съответната трета държава издава сертификати, равностойни на сертификатите, издавани в съответствие с настоящия регламент и дали е предоставила официални гаранции, че ще ...
	Актовете за изпълнение, посочени в първата алинея от настоящия параграф, се приемат в съответствие с процедурата по разглеждане, посочена в член 14, параграф 2.
	а) самоличност на притежателя;
	б) информация за ваксината срещу COVID-19 и броя на дозите, поставени на притежателя;
	в) метаданни на сертификата, като например издаващия орган или уникален идентификатор на сертификата.
	Личните данни се посочват в сертификата за ваксинация в съответствие със специфичните полета за данни, посочени в точка 1 от приложението.
	На Комисията се предоставя правомощието да приема делегирани актове в съответствие с член 12 с цел да изменя точка 1 от приложението, като променя или премахва полета с данни или като добавя полета с данни в категориите лични данни, посочени в букви ...
	За същата цел държавите членки могат също така да приемат сертификати за ваксинация, издадени от други държави членки в съответствие с настоящия регламент, за ваксина срещу COVID-19, получила разрешение за търговия от компетентния орган на държава чл...
	Когато държавите членки приемат сертификати за ваксинация за ваксина срещу COVID-19, посочена във втората алинея, те приемат, при същите условия, и сертификатите за ваксинация, издадени в съответствие с настоящия регламент от други държави членки за с...
	а) самоличност на притежателя;
	б) информация за изследване NAAT или за бърз тест за антигени, направени на притежателя;
	в) метаданни на сертификата, като например издаващия орган или уникален идентификатор на сертификата.
	Личните данни се посочват в сертификата за направено изследване в съответствие със специфичните полета за данни, посочени в точка 2 от приложението.
	На Комисията се предоставя правомощието да приема делегирани актове в съответствие с член 12 с цел да изменя точка 2 от приложението, като променя или премахва полета с данни или като добавя полета с данни в категориите лични данни, посочени в букви б...
	Сертификат за преболедуване се издава най-рано 11 дни след датата, на която на лицето за първи път е било направено изследване NAAT, дало положителен резултат.
	На Комисията се предоставя правомощието да приема делегирани актове в съответствие с член 12 с цел да изменя броя на дните, след които да бъде издаван сертификат за преболедуване, въз основа на насоки, получени от Комитета за здравна сигурност в съотв...
	а) самоличността на притежателя;
	б) информация за прекарана инфекция със SARS-CoV-2 на притежателя след положителен резултат от изследване;
	в) метаданни на сертификата, като например издаващия го орган или уникален идентификатор на сертификата.
	Личните данни се посочват в сертификата за преболедуване в съответствие със специфичните полета за данни, определени в точка 3 от приложението.
	На Комисията се предоставя правомощието да приема делегирани актове в съответствие с член 12 с цел да изменя точка 3 от приложението, като променя или премахва полета с данни или като добавя полета с данни в категориите лични данни, посочени в първа а...
	Преди да приеме такъв акт за изпълнение, Комисията преценява дали сертификатите за COVID-19, издавани от третата държава, отговарят на условията, посочени в първата алинея.
	Актът за изпълнение, посочен в първа алинея от настоящия параграф, се приема в съответствие с процедурата по разглеждане, посочена в член 14, параграф 2.
	Комисията оповестява публично списъка на актовете за изпълнение, приети съгласно настоящия параграф.
	а) издаването и проверката по сигурен начин на сертификатите, посочени в член 3, параграф 1;
	б) гарантирането на сигурността на личните данни, като се взема предвид естеството на данните;
	в) попълването на сертификатите, посочени в член 3, параграф 1, включително системата за кодиране и всички други елементи, които са от значение;
	г) определянето на общата структура на уникалния идентификатор на сертификата;
	д) издаването на валиден, сигурен и оперативно съвместим баркод;
	е) стремежа към осигуряване на оперативна съвместимост с международните стандарти и технологични системи;
	ж) разпределянето на отговорностите между администраторите и обработващите лични данни в съответствие с глава IV от Регламент (ЕС) 2016/679;
	з) гарантирането на достъпността за хора с увреждания на четимата от човека информация, съдържаща се в цифровия сертификат и в сертификата на хартиен носител, в съответствие с изискванията за достъпност, предвидени в правото на Съюза.
	а) причините за тези ограничения;
	б) обхвата на тези ограничения, като уточнява притежателите на кои сертификати подлежат на такива ограничения или са освободени от тях;
	в) датата и продължителността на тези ограничения.
	а) броя на сертификатите, издадени съгласно настоящия регламент;
	б) насоките, поискани съгласно член 3, параграф 11 относно наличните научни доказателства и нивото на стандартизация във връзка с евентуалното издаване на сертификати за преболедуване въз основа на изследвания за антитела, включително серологични изс...
	в) информацията, получена съгласно член 11.
	Докладът съдържа по-специално оценка на въздействието на настоящия регламент върху улесняването на свободното движение, включително върху пътуванията и туризма и приемането на различните видове ваксини, върху основните права и недискриминацията, както...
	Докладът може да бъде придружен от законодателни предложения, по-специално за удължаване на срока на прилагане на настоящия регламент, като се вземе предвид развитието на епидемичната обстановка във връзка с пандемията от COVID-19.
	а) име: фамилно(и) име(на) и собствено(и) име(на), в този ред;
	б) дата на раждане;
	в) заболяване или патоген: COVID-19 (SARS-CoV-2 или някой от неговите варианти);
	г) ваксина срещу COVID-19 или профилактика;
	д) наименование на ваксинационния продукт срещу COVID-19;
	е) притежател на разрешението за търговия или производител на ваксината срещу COVID-19;
	ж) пореден номер при серия от дози, както и общ брой на дозите в серията;
	з) дата на ваксинацията, като се посочва датата на последната получена доза;
	и) държава членка или трета държава, в която е поставена ваксината;
	й) издател на сертификата;
	к) уникален идентификатор на сертификата.
	а) име: фамилно(и) име(на) и собствено(и) име(на), в този ред;
	б) дата на раждане;
	в) заболяване или патоген: COVID-19 (SARS-CoV-2 или някой от неговите варианти);
	г) вид на теста;
	д) наименование на теста (посочването е по избор при изследване NAAT);
	е) производител на теста (посочването е по избор при изследване NAAT);
	ж) дата и час на вземането на проба за изследване;
	з) резултат от изследването;
	и) център или заведение, извършил изследването (посочването е по избор при бърз тест за антигени);
	й) държава членка или трета държава, в която е направено изследването;
	к) издател на сертификата;
	л) уникален идентификатор на сертификата.
	а) име: фамилно(и) име(на) и собствено(и) име(на), в този ред;
	б) дата на раждане;
	в) заболяване или патоген, което/който притежателят е преболедувал: COVID-19 (SARS-CoV-2 или някой от неговите варианти);
	г) дата на първия положителен резултат от изследване NAAT на притежателя;
	д) държава членка или трета държава, в която е направен тестът;
	е) издател на сертификата;
	ж) сертификат, валиден от;
	з) сертификат, валиден до (не повече от 180 дни след датата на първия положителен резултат от изследване NAAT);
	и) уникален идентификатор на сертификата.

		2021-06-14T09:47:49+0000
	 Guarantee of Integrity and Authenticity


	



