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2020/0311 (CNS)

[Ipennoxenue 3a
JAUPEKTUBA HA CBbBETA

3a usMeHeHnue Ha Jlupexktusa 2006/112/EO Ha CbBeTa 110 OTHOLICHHE HA BPEMEHHUTE
MEpPKH BbB BPb3Ka € IaHbKa BbPXY 100aBeHATAa CTOHHOCT 32 BAKCHHH CPeLLy
COVID-19 u MequnMHCKH U3eJus 32 HHBUTPO nuarHoctuka Ha COVID-19 B otroBop
Ha nanaemusita or COVID-19
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OBACHUTEJEH MEMOPAHAYM

1. KOHTEKCT HA TIPEJJIOZKEHUETO

b OcHoBaHuA U eI HA MPEAJIOKCHUETO

Hacrosimata mHunmMatuBa uMa 3a el Ja C€ JaJe BB3MOXKHOCT Ha JIbP)KABUTE WICHKHU
BPEMEHHO Ja OCBOOOIAT OT JaHBK BBpXY moOaBeHara crorHocT (/IJIC) mocraBkarta Ha
BakcuHu cpenry COVID-19 u MmenquuuHCcKku u3enus 3a UHBUTPpO AuarHoctuka Ha COVID-19
(KOMIJIEKTH 32 TECTBAHE), KAKTO M YCIYTUTE, TSICHO CBHP3aHU C TAKUBA BAKCUHU U U3JICITUSL.
C Hes cbIIO Taka Ha JIbpPKABUTE WICHKU CE€ J1aBa BBH3MOXKHOCT Ja MNpuiiaraT HamalleHU
craBku Ha J[JIC 3a MeauuuHCKU u3aeaus 3a UHBUTPO auarHoctuka Ha COVID-19 u TscHo
CBBP3aHUTE YCIYT'H, KAKBBTO BEUE € CIIy4asiT C BAKCUHUTE.

Ha 30 simyapu 2020 r. CBetoBHara 3apaBHa opranuzanus (C30) o0sBU pa3npocTpaHEHHETO
Ha COVID-19 3a wuszBpHpeAgHa cuTyalus OT MEXIYHApOAHO 3HAUYEHHUE, CBBp3aHa C
obmecTBeHOTO 3apaBe. Briocnencteue Ha 11 mapt 2020 r. C30 xapakrepusnpa CUTyaIusITa
¢ pasnpoctpanenuero Ha COVID-19 karo nmannemus. OT HayaJl0TO Ha Pa3NpPOCTPAHEHUETO
Ha COVID-19 EBponeiickusiT cbio3 npeanpreMa 0e3npeneIeHTHH JeHCTBHS 3a 3alla3BaHe Ha
YOBEIIKHS KUBOT U MPEMUTAHUETO HA XOpaTa, KaKTO M 332 OrpaHMYaBaHe Ha BB3JICHCTBUETO
Ha BHpyca BbpXYy HMKOHOMHKaTa. ChbIO3bT € Hauelo Ha CBETOBHHUTE YCHWJIUS 3a BCEOOILO
TECTBaHE, JICUEHNE U BaKCHHAIM, KaTO MOOMIIM3UPA PECYPCH U CH CHTPYIHHYH C IbPKABH
U CBETOBHM OpraHu3anuu B cepaTa Ha 3/paBeola3BAaHETO Ype3 Mpekara 3a JOCTHI J10
UHCTpyMeHTH 33 60p6a ¢ COVID-19 (ACT-yckopuren)!.

Heiinoro Havano 6e nocraBeHo Ha 24 anpui 2020 r. or C30 u rpyna riao0ainHu yYaCTHHIIM.
ToBa e mpu3uB 3a JEHCTBUE B paMKUTE Ha 3a0€NEKUTENHO TIJI00alIHO CHTPYIHUYECTBO,
KOETO MMa 3a IIeJl YCKOpsBaHE Ha PaBHONpPAaBHUSA M TJo0alleH JOCThII 10 Oe30MacHH,
KayecTBEHHU M €(PEeKTUBHU AMArHOCTHKA, Tepamnus 1 BakcuHu cpeury COVID-19 Ha nocTbeiiHa
neHa. Ha 4 mait 2020 r. npeacenatenst Ha Komucusita ¢pon nep Jlaiien mocraBu Ha4yanoTo Ha
MHUIMaTUBaTa ,,[ 100anHu JeicTBUs cpelly KopoHaBHpyca™ Karo oTroBop Ha Chio3a Ha
TO3U Npu3uB 3a Aeiicreue. Ilo nymure Ha npencenarens Ha Komucusara [c/eemwvm we ce
0Cc6800600U OM MA3u NAHOEMUS CAMO KO2amo 6aKCuHume, KOMNJIEKmume 3a mecmeane u
JleYeHuama ca Ha pasnoiodcerue U ca Ha 0OCMbNHA YeHa 34 6CeKU, KOUmo ce Hydcoae om
max. B paMKuTe Ha KaMIIaHMUATA 3a [MOEMAHE HAa AHTAKUMEHTH 3a JAapeHUs IO JHMHMS Ha
MHUIMATUBATA ,,[ 100aHu eficTBUA cpellly KOpOHaBUpYyca“™ 10 MOMEHTa ca HaOpaHU MOYTH
16 munuapna eBpo, BrkiarouuTenHo 11,9 Munmapaa €Bpo, mpenocTaBeHHM OT IbpKaBUTE
yneHku, Komucusra u EBponeiickara HHBECTUIIMOHHA OaHKa.

Ha 18 centemBpu 2020 r. Komucusita norsbpau ydactuero cu B Mexanusma COVAX, cren
karo Ha 31 aBryct 2020 r. 00sBu, 4ye mpenoctaBst 400 MuIMOHA €BpPO KaTO TapaHLUU B
nonkpena Ha COVAX u HeroBure Ienu, B KOHTEKCTa Ha HMHHMIMATHBarta ,lo00amHu
neiictBus cpenty kopoHaBupyca®“. MexanuzmMbT COVAX e cBbp3aHUST C BAKCUHUTE CTHIO
Ha wuHcTpymeHta ,, ACT-yckoputen“ m uma 3a 1en Ja YCKOpH pa3paboTBaHETO U
Mpou3BOACTBOTO Ha BakcuHU cpenry COVID-19 u na rapantupa cpaBeijiuB U paBHOIIPABEH
JOCTBIT 32 BCHYKH JbP’KaBH 110 cBeTa. Toil ce ynpasisBa ceBMecTHO oT GAVI, Anunanca 3a
BakcuHu, Koanumusirta 3a nHoBanmu B o0nactra Ha enuaemuynara roroBHocT (CEPI) u C30.

Karo gact ot YCWIIMATA 3a 3alllMTa Ha XO0paTa HABCAKB/AC IO CBCTA U MMO-CIICLIUATIHO B Cnro3a

https://www.who.int/who-documents-detail/access-to-covid-19-tools-(act)-accelerator
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Ha 171oHn 2020r. Komucusara mnpemnoxu Crparerus Ha EC 3a BakcuHuTE cpelty
COVID-192. [Ipennoxenuar ot EC nmoaxon 3a ocurypsiBaHe Ha BaKCUHHU 3a TPAXJAHUTE HA
EC nombaBa nefictBusita Ha ChrO3a 3a YHHUBEPCAICH JOCTBII JI0 BaKCHHAIUS, JICUCHHE M
TECTOBE 3a KOpPOHaBHpyca Ha JOCThIIHA IeHa. llenrta e ma ce yckopu pa3paboTBaHETO,
MIPOM3BOJICTBOTO M BBHBEKIAHETO HA BAaKCHMHHU CpEIly BHUpPyca M Ja CE€ TapaHTHpa, Y€ B
6opbata cpenry COVID-19 Hukoii B Chro3a HsiMa fa ObJ1e N30CTaBEH.

Cpen nenute Ha Ctparerusta Ha EC 3a BakCMHHTE € Ja c€ rapaHTUpa paBHOIPABEH JAOCTHII
10 noctaBkuTe Ha BakcuHuM cpeury COVID-19 Ha gocTbnHa 1i€HA 32 BCUYKHM TPAXKJIaHU Ha
EC Bwv3MOxHO Haii-ckopo. [lo mpuniun edextuBHaTta M Oe3omacHa BaKCHHA CpEIly
COVID-19 ce pasraexna kato Hali-BEpOATHOTO TPalHO pEIICHHE HA MAaHIEMUATA, Thi KaTo
TS 1€ yJIeCHH KOHTpoia Ha 3abomsBaHeTo COVID-19 um me nHamanu cmbpTHOCTTA. He
ChILIECTBYBa oO0aue TapaHIUs, Y€ Ta3u BaKCHMHA 1€ ObJe Ha pa3MoJIOKEHHUE CKOpPO.
CrnenoBarenHO pa3paOOTBAHETO U BBHBEXKIAHETO HA MEIUIMHCKU HU3JIENHS 32 HHBUTPO
muarHoctuka Ha COVID-19 npoabinkaBar qa Ob1aT OT periaBaiio 3HaYeHHE.

Komucusita me u3nbianasa Crpaterusita Ha EC 3a Bakcunute cpenry COVID-19 3aenno ¢
Ibp)KaBUTe WieHKU. ToBa yBennuasa BeposiTHocTTa Bcuukd B EC, kakTo u B EBponeiickoro
nkoHomuuecko npocrpanctso (EUII) na nonaydar paBHOIpaBeH JOCTHII 10 T€3H BAaKCMHU Ha
JOCTBhIIHA II€HA BBB BBH3MOXHO Haﬁ-KpaTLK CpOK. Beue 0e HaripaBC€Ha BaXHa CTBIIKAa KbM
CbBMCECTHHU I[GﬁCTBHSI MCXKAY AbPKABUTC YICHKU YPE3 Ch3AaBaHCTO OT CDpaHIII/Iﬂ, FepMaHI/Iﬂ,
Wranus u Hunepnanaus Ha npuodmasani Ayivasc 3a BakcuHu. To3u anuaHc Oelle cb3aaieH
C men oOenWHSBAaHE HA HAIMOHAIHUTE PECYpCH Ha TE3W ABPKAaBU M OCUTYpsSBaHE Ha
CIIPaBEUIMB JIOCTHII J0 JOCTAaBKUTE HA BAKCUHU 32 €BPOIEHCKOTO HACEJICHUE.

Crpro3bpT e ocbhiuecTBu Crparerusita cu 3a BakcuHu cpenry COVID-19 no aBa HauuHa.
[TBpBO, KaTO OCHTYpH NOCTATHYHO MPOU3BOACTBO Ha BakcMHM B EC — W mo TO3M Ha4uH
JIOCTaThYHO JIOCTABKH 32 HETOBUTE IBPKAaBH WICHKH — 4Ype3 MPEABAPUTEITHU CIIOPa3yMEHUs
3a 3akynyBaHe (APA) c mpousBogutTenute Ha BakcHMHHU. CBBP3aHOTO C TOBa (pMHAHCHUpAHE
e Obe ocurypeHo ot MHcTpymenTa 3a cnemna noaxpena (MCIT). Bropo, kaTo n3nonssa
CBIIIECTBYBAIIUTE PETYIATOPHU, (PUHAHCOBHM W KOHCYJATATUBHM WHCTPYMEHTHU, C KOUTO
pasmonara, ¥ ChIIEBPEMEHHO a/IalTHpa peryJaTopHara paMka Ha Chbio3a KbM U3BBHPETHUTE
00CTOATEJICTBA B MOMEHTA.

JloroBopute ¢ JApyXecTBaTa, KOUTO MPOMU3BEXKIAT BAKCHHM, II€ CE€ CKJIIOUBAT 4Ype3
MpoLeaypa 3a Bb3j1araHe Ha o0IecTBEeHa MOpbhUKa, pbKoBoJeHa oT KomucusTa oT UMETO Ha
BCHUKH y4YacCTBAaIU JbpKaBU dieHKU. Cliesl KaTo HAKOS OT MOJAKPETNSHUTE BAKCUHU CE OKaXKe
yCIIelTHa, AbP)KaBUTE WICHKH II[e MOoraT Ja ce CIOOUST C Hesl HampaBO OT MPOM3BOAMTENS
Bb3 OCHOBA Ha YCIIOBUATA B MPEABAPUTEIHOTO CIIOpa3yMEHHE 3a 3aKylyBaHe. Karo kpaiinu
KYIlyBauu Ha BaKCUHUTE JAbPKABUTE WICHKH III€ y4acTBaT B TO3MU MPOLIEC OT CAMOTO Hayao.

B pamxute Ha Crparerusita Ha EC 3a Bakcunute Kommcusirta Bedue € CkiIrodmia
CIIOpa3yMEHMsI 3a 3aKyllyBaHe Ha MoTeHIManHu BakcuHM cpenly COVID-19 ¢ nHsaxon
(bapMalieBTUYHN JPYKECTBa, JOKATO C JAPYrH ca MPOBEIEHH WM Ie ObJaT MPOBEICHU
IIPOYYBATEIHHN Pa3rOBOPH, IPEJHA3HAYECHU 1A AOBEAAT O CKIYBAHETO HA IPEIBAPUTEIHU
cnopasymenus 3a 3akymyBaHe. Ha 30 centemBpu 2020 r. C30 u3pane npoeKTOJOKYMEHT

Cpobmenne Ha Komucusita no EBponetickus napnament, EBponeiickust cpBet, ChBeta u EBporneiickaTa
nHBecTHIMOHHA 6anka — Crparerus Ha EC 3a Bakcunure cpemry COVID-19, COM(2020) 245 final,
17 ronu 2020 .

Pernament (EC) 2016/369 na CwBera ot 15 mapT 2016 T. OTHOCHO IPEIOCTaBSIHETO Ha CIICIIHA
nojkpena B pamkute Ha Chro3a, uaMeneH ¢ Pernmament (EC) 2020/521 na CoBera ot 14 anpun 2020 T.
3a akTUBHpaHe Ha crenrHara nmoakpena rmo Permament (EC) 2016/369 u 3a m3MeHeHHe Ha pa3opeaonTe
Ha IIOCOYEHHS perjJaMeHT npeasu n3dyxsanero Ha COVID-19 (OB L 117, 15.4.2020 r., ctp. 3).
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OTHOCHO 00CTaHOBKATa ¢ MOTeHIManHuTe Bakcuuu cperry COVID-19%, B koiito ca u36poenu
4] noTeHUMaNHN BaKCUHM B IIPOLIEC HA KIIMHUYHA OLICHKA.

Cnen mosgsara Ha nagemuara or COVID-19 u B ouakBaHe Ha BakCHHA MEIUIIMHCKUTE
CHEIMAIMCTH Ch3/1aJJ0Xa MHOTOOPOHHU TecToBe. Te3u TecTOBe OTKPUBAT WJIM HAJIMYMETO Ha
BHpYyCa, WJIM HaJUYMETO Ha aHTUTENA Cpelry Bupyca. Hali-uecTo cpeniaHuTe TECTOBE 3a
COVID-19, npemaranu Ha eBponeicKus ma3ap, ca, KakTo Clie/[Ba:

o TecT 3a HykJIenHoBH kucenunu (Hampumep PCR), OCHOBHO BKIIIOYBAI TaMIIOHHA
HATPHUBKA OT HOCA M T'bPJIOTO. B TO3M cilyyaii HaJIMYMETO HA BUPYyca CE OTKPHBA BHB
B3eTara npooa,

L4 AHTHUI'CHCH TCCT, ChIO BKJIIOYBAIl TaMIIOHHA HAaTPHBKa OT HOCA U I'bPJIOTO. C To3mu
TECT CBIIO C€ OTKpHBA HATMUMUECTO HA BUPYCA,

— uma ,,0pp3u” aHTUTEHHH TECTOBE, IPU KOUTO Mpodara ce MOCTaBs BBPXY
IIJIOYKA U PE3YyATaThT CE MOSABABA CIIEI HAKOJIKO MUHYTH;

— uMa cbio Taka tectoBe ELISA (€H3UMHO-CBBpP3aH UMYHOCOPOEHTEH aHaJu3)
nma ,,mogooHu Ha ELISA TecToBe, KOUTO ca MO-CIOKHM, HO Tpejarar mo-
HaJEKIEH U KaUueCTBEH METO/I;

. tect 3a antutena (IgG/IgM/IgA) upe3 kpbBHa mpoba. To3u TecT mo3BosiBa Ja ce
OTKpHUAT aHTUTEJA CPelly BUpyca BbB B3eTaTa npoba. TecToBeTe 3a aHTUTENA MOTatT
CBIIIO JIa C€ OCBIIECTBSABAT upe3 ,,0bp3u’‘ TecToBe min upe3 TectoBe ELISA wnm
,,ionooHu Ha ELISA‘ TecToBe.

I[T)p)KaBI/ITe YJICHKHN HOCAT OTFOBOpHOCT 3a CTpaTCFI/ISITa nu KpI/ITepI/II/ITC, II0 KOHUTO C¢C
OIpeeAT XOpara, KOUTO C€ TeCTBAT, U KAKBU BHIOBE MEIUIIMHCKH HW3JCIIHS 32 WHBUTPO
muarmoctrka Ha COVID-19 ce usmomnsBar.

W3npasena npen nanaemusara or COVID-19, Komucusta npeanprue M3BbHPENHU MEPKU B
obnacrra Ha JIJIC, 3a na moAnmoMorHe >KepTBUTE OT pasnpocTtpaHeHuero u. Ha 3 ampun
2020 r. Komucusra npue Pemenne (EC) 2020/491°, ¢ koeTo Ha IbPKAaBUTE YJICHKU CE€ J1aBa
BB3MOXXHOCT BpemMeHHO 1a ocBobomsat ot JJC (u ma oOnekuyar OT BHOCHH MHTA)
KU3HEHOBO)XHU CTOKM, HeoOXxomuMu 3a Oopbara ¢ mocienuuudTe OT NaHAEeMHsTa OT
COVID-19 (BxirouBanmiu, Hapea ¢ Apyro, JIUYHU MPENa3Hu CPEACTBA, METUIIMHCKU U3/ICITUS
3a MHBUTPO OUArHOCTHUKA, MEAUIMHCKH W3JENus, KaTO HampUMEp amapaTth 3a M3KYCTBEHa
6e10poOHa BEHTUIALMSA, M OTpaHUueH Opoit nekapcTBa®).

Pemenuero O6XB8.H_[8. caMO BHOC4, HO HC U B’LTpeO6H_[HOCTHI/ITC JOCTAaBKHM HWJIM TE3HW Ha
HaIMOHAaJIHO HUBO, TBhI KaTO CaMOCTOSITCITHUTE IIpaBOMOIIMA HA Komucusra ca OrpaHN4YCHU
A0 Ta3u oOiacr. H’prOHa‘-IaJ'IHaTa MspKa CC MpuJiarauic 3a nepuoJ OT meCT Mecela u Oecre

https://www.who.int/publications/m/item/draft-landscape-of-covid-19-candidate-vaccines

Pemenne (EC) 2020/491 na Komucusra ot 3 anpun 2020 r. 32 0cBOOOKIaBaHE OT BHOCHH MUTA U OT
JJIC npu BHOC Ha CTOKH, HEOOXOAMMH 3a Oopbata ¢ nocneaumre ot nanaemusta or COVID-19 mpes
2020r. (OB L 1031, 3.4.2020 r., cTp. 1).

6 Bx. IpUMEPEH CITUCHK Ha oOXBaHATHUTE CTOKH Ha!
https://ec.europa.eu/taxation_customs/sites/taxation/files/03-04-2020-import-duties-vat-exemptions-on-
importation-covid-19-list-of-goods.pdf
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JIOIIBIHUTEHO IPOIBJKeHa ¢ TpH Mecena 10 31 okromspu 2020 r.”. Beme B3eTo pelueHue 3a
JOI'BITHUTENTHO yIbIKAaBaHE HA CPOKa 110 Kpas Ha anpui 2021 r.

Hacrosmure mnpasmna 3a JIJIC cbappkaT aBa OCHOBHM HHCTPYMEHTAa, KOUTO Bede
II03BOJISIBAT HA JIbP)KABUTE WICHKH J1a HAMAJIAT pazxoaute 3a BakcuHu cpemy COVID-19 u
MEIULUHCKHU U3/IeHs 32 MHBUTPO auarnoctuka Ha COVID-19.

IIspBo, Jupextua 2006/112/EO Ha Cwpera® (JupextuBara 3a JJIC) mnpenasmxia
ocBobokIaBanus 6e3 npucnagane Ha JJIC 3a GomHMYHATA M MeAMIMHCKaTa oMoy . lenra
Ha Te3UW OCBOOOXJAaBaHMS € Ja Ce HaMalAT Pa3XOoJuTe 3a MEIUIMHCKAa MOMONII U Ja ce
HampaBW TS TO-AOCTHIIHA 3a OTASNHHUTE Jnna. [IpodriakTuuHaTa METUITMHCKA ITOMOIII,
HampuMep KOrato BBIPOCHOTO JIMIE HE CTpaja OT OIpeAeseHo 3alosisBaHe WU
pa3CcTpOMCTBO HA 3/IPaBETO, MOKE JIa MOMaiHe B 00XBaTa Ha 0CBOOOK1aBaHeTo. ToBa Ou OmIo
MPUJIIOKUMO IO OTHOLICHHE Ha BakcuHanusTa U tectBaHero 3a COVID-19 B pamkure Ha
OOJTHUYHATA U METUIIMHCKaTa oMol ChIecTBYBalOTO 0CBOOOXKIaBaHe o0adye He OM OUIIo
MPWIOKUMO 3a JocTaBkaTa Ha BakcuHu cpemy COVID-19 um menuuuHcku usnenus 3a
uHBUTPO quarHoctuka Ha COVID-19 — BKIIOYUTENTHO TSACHO CBBP3AHUTE C TAX YCIYTH — 32
OOJHWIM, JIGKapW, TEPANCBTHYHU WU JTUATHOCTHYHU MEIUIIMHCKHA IICHTPOBE U JPYTH
HAJJIeKHO TPU3HATU 3aBeJeHUs ¢ MojobeH xapakTtep. Taka Te Ouxa Owin oOpeMeHEHU C
pazxomute 3a JJIC npum mpumoOuBaHe HA TaKWBa BAaKCHHU M MEIWIMHCKH W3JENUS 32
WHBUTPO AUATHOCTHKA.

CnenoBarenHo, BBIPEKH uye BakcuHauuatra u TectBaHero 3a COVID-19, ocurypsiBanu B
KOHTEKCTa Ha OOJHMYHATa M MEIMIMHCKaTa nomoll, 6uxa 6umu ocBoboaenu ot JJIC,
JOCTaBKUTE Ha TaKWBa BAaKCHMHM M MEIUIMHCKU W3JENUs 3a HHBUTPO JIMAarHOCTHUKA,
OpuaoOMBaHU OT OOJHMLM, JIeKapH, TEpPaneBTUYHM WIM JUArHOCTUYHU MEIUIIMHCKU
[EHTPOBE M JPYrd HAJIC)KHO TMPHU3HATH 3aBEICHUS C TOJO00CH Xapakrep, He Omxa Owim
o0xBaHaTH OT ToBa ocBoOOk1aBaHe. CienoBarenHo Texecrra Ha JI/IC 3a T4x Ou ce 3ana3uia.

Bropo, cwriacuo nactosimmre npaBwia 3a JIJIC gbpikaBUTE WIEHKM MOTAT Ja MpuiiaraT
HamalieHa (KosTo € He mo-Manko oT 5 %) craska Ha JJJIC 3a ¢papmayesmuunu npooykmu om
8U0, OOUKHOBEHO U3NOJ36AH 3a 30PABHA NOMOW|, NPOPUIAKMUKA HA 3a001A6aHUS U 3d
neuenue 3a meouyuncku [...] yeau!’. TlomsTuero ,papMaleBTUYHH HPOAYKTH® He e
onpeneneHo B JupektuBara 3a JJIC, HO BuHarm ce pa3dupa Karo 0O0XBaIIaIio
(apmalleBTHUHUTE MPOAYKTH, KAaKTO ca ompeaeleHH B KomOunupanata HoMeHKnaTypa'l.
Bakcunutre ce BKIOYBAT cpel  (papManeBTUYHUTE MPOIYKTH, CHABPKANM Cc€ B
Komb6unupanata wnomenkiatypa (rmaBa 30). CreqoBaTeHO BAKCHHUTE TOHACTOSIIIEM
OTrOBapsAT Ha YCIIOBHATA 3a NMpWiIarane Ha Hamanenu ctaBku Ha J[JIC. OcBeH ToBa Bb3 OCHOBA
Ha MPWJIATaHUTE MO-PaHO JEPOTalliU 3a 3ala3BaHe Ha CHIIECTBYBAIIOTO MOJOKEHUE HAKOU
JTBbpKABU YWICHKH MOTaT Jla TPOJBIDKAT Ja MpHiaraT CBPhbXHAMAJICHH CTAaBKH (2 MMEHHO TI0-
Manko OT 5 %) uiaum ocBOOOXKIaBaHUS C BBH3MOKHOCT 3a MpHCMaJaHe Ha IJIaTeHUS Ha

7 Pemenne (EC) 2020/1101 na Komucusta ot 23 romu 2020 r. 3a n3menenune Ha Pemenne (EC) 2020/491
3a ocBoOoknmaBaHe or BHOocHM muTa M OoT JIJIC mpu BHOC Ha cTOKM, HeoOXoaumu 3a Gopbata ¢
nocaenuimre ot mangemusita or COVID-19 mpes 2020 r. (OB L 241, 27.7.2020 r., ctp. 36).
Hupextua 2006/112/EO Ha ChBera oT 28 HOemBpu 2006 r. OTHOCHO oOIIaTa CHCTeMa Ha JaHBKa
BBPXY nobaBeHara croiiHoct (OB L 347, 11.12.2006 r., ctp. 1), n3MeHeHa.

Unen 132, naparpad 1, Oyksu 0) u B) ot Aupekrusara 3a JJ/1C.

Kateropus 3 ot npuoxenne [ koM dupextuBata 3a JJC Cnucvk na docmaskume na cmoxu u
yenyeu, 3a Koumo mo2am 0a 60am npuiodCeHy HamaieHume cmaeku, nocoyenu 8 uien 98.

Pernmament (EMO) Ne 2658/87 na CoBera oT 23 1oxmm 1987 r. oTHOCHO TapudHATa M CTaTHCTHYECKa
HoMeHKIaTtypa u O6mara mutHrdecka tapuda (OB L 256, 7.9.1987 r., cTp. 1), KOHTO MOHACTOAIIEM €
B CHJIA.
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npeaxoanust eran JIJIC (HyneBa craBka) 3a (apMaleBTUYHU MPOIYKTH, BKIFOUHUTEIHO
BakcuHu. B JlupexktuBata 3a JIJIC obave Hsma oOma pasmopenda, KOATO Ja TO3BOJISBA
MpUIaraHeTo Ha HyJIeBa CTaBKa 3a (papMalleBTUYHM MPOAYKTH, KOSITO OM MOTJIa /1a ce Mpuiiara
B ciiyyasi Ha Bakcunute cpeury COVID-19.

3a pasznuka oT BakcuHuTe, oomute npasuia 3a [JJIC cerimacuo Jupexruara 3a JIJIC He Ouxa
MO3BOJIMJIM TIPUJIaraHeTO Ha HAMAJEHU CTaBKM 32 MEIWLMHCKU HW3JEIHs 3a HHBUTPO
nuarHoctuka Ha COVID-19'2. OcBen ToBa, mokato Pemenne (EC) 2020/491 nmane
BB3MOXHOCT Ha JIbP>KaBUTE WICHKH BpeMeHHO Ja ocBoOoaat oT [IJIC BHOca HA MEAUIIMHCKU
W3JIeIMs 32 MHBUTPO IMAarHOCTUKa, Hape] ¢ Apyry, B mpaswiara Ha EC 3a JI/IC HaMa uzpuuHa
pasnopenda, KosTo mo3BoiiABa ga 0baat ocBoboeHu ot J/IC BbTpeoOIIHOCTHUTE TOCTaBKU
Ha TaKWBa U3/IEJIMS U TE3U Ha HALIMOHAJIHO HUBO.

B 3aknirouenue, Bppeku ue HacTosumTe npasuia 3a JJ/1C nmo3BonsBaT yacTUHUHO HaMaJIIBaHEe
Ha pasxoauTe 3a BakcuHauus u tectBaHe 3a COVID-19, Te He no3BoisBaT NpUIaraHeTo Ha
HyJieBa JIaHbYHA CTaBKA 3a TaKMBa BAKCHHU M TACHO CBBp3aHUTE ¢ TiaX ycnyru. [lo mogoben
HAaYuH T€ HE IMO3BOJSBAT NPHWJIAraHETO HUTO HA HaMalieHa, HUTO Ha HYyJieBa CTaBKa 3a
MEAUIMHCKH H3eNUs 32 WHBUTPO IMArHOCTHKA, BKJIIOUUTEIHO TSACHO CBBP3aHUTE C TAX
yenyru. Ipennoxenuero Ha Komucusra ot 2018 r.'° 3a nsmenenue na Jupexrusara 3a JJIC
no otHomeHue Ha craBkute Ha JJIC, xoeto e B mponenypa nmo npuemane otr ChbBeTa, Ou
MOTJIO Jla OCUTYPH 3aJI0BOJUTENHO pemieHue 3a npemaxBaHe Ha JIJIC mo oTHomieHue Ha
LSAJIOCTHOTO OCHUTypsiBaHe Ha BakcuHauusg u TectBaHe 3a COVID-19. Ako Obae mpueto
enuHOAYITHO 0T ChBeTa, TO O IMO3BOJIIIIO HA IBPKABUTE WICHKH JIa TIPHJIaraT HaMaJeHa WK
JIOpU HyJIeBa CTaBKa 3a JocTaBkuTe Ha BakcuHu cpeiry COVID-19 u MmegunuHcku u3aenus 3a
uHBUTPO auarHoctuka Ha COVID-19, BKIIOYMTENHO TSCHO CBBP3aHUTE C TAX YCIYTH, aKO
TakvBa JOCTAaBKH ca OT I0Ji3a €QUHCTBEHO 3a KpalHHA MOTpeOUTeNT M ca HACOYEHH KBbM
MMOCTUTAHETO Ha 11eJ OT 001l MHTEpEC.

HeoOxonumu ca obaue He3abaBHM JeiicTBUS 3a Oopba ¢ manaemwusta. [IpenBun cnemHus
XapakTep ce Hajara Obp30 agantupane Ha npasuiaata Ha EC 3a JIJIC ¢ nen aa ce rapanrtupa,
ye BakcuHuTe cpeuly COVID-19 u mMenunuHckuTe M3AEIUs 3a UHBUTPO TUArHOCTUKA Ha
COVID-19 craBaT nmo-goCThIIHA B IIEHOBO OTHOILIEHHE 3a €BPOMNEWCKUTE T'pakJaHHU upe3
HaMaJIsiBaHe Ha Pa3XOJUTE 3a OCUTYPSIBAHETO UM OT CUCTEMHUTE 3a 3/ipaBeola3BaHe, KaTo M0
TO3W HAa4YMH C€ YyBEJIMYaBa MOTEHIHAIBT 3a npoduinaktuka u ckpuHuHr Ha COVID-19 B
Cwroza. ToBa e mpeIBapuTEIHO YCIOBUE, 3a JIa CE TapaHTHPa, Ye IUIOCTHATA OOIIECTBEHA H
MKOHOMMYECKA IEHHOCT MOXe 1a ObJie Bb3CTAaHOBEHA B OJIM3KO OBIIEIIE.

Hanoxutenno e tazu Mspka 1a Oblie C BpeMEHEH XapakTep ¢ 1en ocBoboxkaasane ot JJIC
Ha jgoctaBkata Ha BakcuHH cpenry COVID-19 w meaunuHCKM W3AENUS 32 WHBHUTPO
nuarHoctuka Ha COVID-19, xato cwiieBpeMeHHO ce Jomycka HaMmalneHa ctaBka Ha J[JIC 3a
nocnennure. Ta3uw Mspka ciie/iBa jJa OCTaHE B CWJa, JOKATO 3JpaBHATa KpH3a, CBHP3aHa C
COVID-19, npuxmtoun. [To-KOHKpETHO BBIIPOCHATa MsApKa HE CleABa Ja MPOAbJIKABA CIE
31 nexemBpu 2022 r. [lpenn M3THYaHETO HA TO3M TMEPHOJ Ie OBJEC HANMPaBEH Mperiie]] Ha
CUTyalusTa M ako € HeoOXOJWMO, TIEPUOIBT Ha TMpHJIAraHe Ha MsIpKaTa MOXe jJa Objae
YABIDKEH.

CorinacHo uieH 94, maparpadp 2 ot upextuBara 3a JIJIC mpuioxumara eBEHTYaHO

MenuuuHCcKUTe M3A€AHMsS 32 UHBUTPO JAMArHOCTUKA HE Ca BKIIOUEHM B HHUKOS OT KaTETOPUHUTE OT
npunoxenne Il kem upextuBara 3a 1JIC.

[Ipennoxxenne 3a JupextuBa Ha ChBera 3a m3MeHeHue Ha JupextuBa 2006/112/EO mo oTHoOmIeHHE Ha
CTaBKHUTE Ha JJaHbKa BBPXY AobaBeHaTa cToitHOCT, COM(2018) 20 final, 18 sayapu 2018 1.
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HamaneHa craBka W ocBoboxkmaBanero ot J[JIC monm d¢opmara Ha HyneBa cTaBkKa 3a
TOpPENOCOYCHUTE JOCTABKH Ha TEPUTOPHATA HA JaJCHA Ibp)KaBa WICHKA e Ce MpuiiaraT
CBIIIO 3a BBTPEOOITHOCTHHUTE JOCTAaBKM WJIM BHOCA B Ta3W JIbp)KaBa 4YICHKAa HAa BaKCUHH
cperry COVID-19 u MmeauuuHcKy u3Aenus 3a UHBUTPo AuarHoctuka Ha COVID-19.

o CbriacyBaHoOCT € AeiicTBaIMTE Pa3nopeadu B Ta3u 00J1aCT HA MOJIUTHKATA

[Mpennoxenuero nomwnBa Pemenue (EC) 2020/491 na Komwmcusra ot 3 ampun 2020 r. 3a
ocBoOokaaBaHe ot BHocHH mMuta U oT JIJIC npu BHOC Ha CTOKH, HeoOxonuMu 3a 6opbara c
nociaeauuure ot nanaemusata or COVID-19 npe3 2020 r., yuiiTo CpoK ce yabjkaBa 10 Kpas
Ha anpui 2021 r. To e u B cboTBeTCTBUE C IpeiokeHneTo Ha Komwucusita ot 2018 r. 3a
m3meHenue Ha [upektuBata 3a JJJIC mo ornomenue Ha crtaBkute Ha [JIC, koeto € B
npoueaypa no npuemane ot CrBera.

b CbrnacyBanocT C APy NNOJIMTUKHA HA Crl03a

[Ipemiosxkennero € B chOTBeTCTBHE C mnoinuThkara Ha EC B oOnactra Ha OOIIECTBEHOTO
311paBe, rno-crneunanto cbe Ctparerusira Ha EC 3a Bakcunute cpety COVID-19.

2. ITPABHO OCHOBAHHME, CYBCUIAUAPHOCT U ITPOITIOPHHUOHAJIHOCT

. IIpaBHO ocHOBaHMe

IIpaBHOTO OCHOBaHME Ha IpeasoxkeHuero € wieH 113 ot JloroBopa 3a GyHKIMOHUPAHETO HA
EC. B To3u unen ce npeasuxaa CbBeThT, KaTO JEHCTBA C €IMHOAYIINE, B ChOTBETCTBUE ChC
CIelMaJIHA 3aKOHOJATENHA MpoLefypa U cilel KOHcylrauus ¢ EBponeickus napiaMeHT U
HNkoHomuueckuss U colMalieH KOMHTET, Ja INpueMa paslnopeldu 3a XapMOHM3UpPAHE Ha
pasnopenouTe Ha JbpPKABUTE WIEHKH B 00JIaCTTa HA KOCBEHOTO JaHBbYHO O0JiaraHe.

. CyoOcuauapHocTt (Mp¥ HEM3KJIIOYHUTETHA KOMIIETEHTHOCT)

Cropen mpuHIMIIA Ha CYOCHIMApHOCT, YCTaHOBEH B wieH 5, maparpad 3 ot JoroBopa 3a
EBpornelickust cbto3, 1eiicTBUE Ha paBHULIETO Ha Chio3a MOXe /1a ObJe MpeArprueMatHo caMmo
KOTaTo 3aJIOKCHUTE IIeM HE Morar jJa ObJaT IIOCTUTHATH B JOCTaThYHA CTEICH
CaMOCTOATENTHO OT JIbP)KaBUTE WICHKHM M CJIEAOBATEIHO MOraT Ja OBbJaT MOCTUTHATH T10-
no6pe ot EC nopaau mamaba wiv Bb3ACHCTBUETO HA MpeIIoKeHUTe aelicTBusa. Hacrosmiara
Hupextuna 3a JIJIC He mo3BOIsIBa HAa IBP’KABUTE YICHKH Jla MpUjiarar HaMajaeHa CTaBka Ha
JJIC 3a gocraBkata Ha MEIULIMHCKU U3AENIUs 32 UHBUTPO auarHoctuka Ha COVID-19, kakto
n HyneBa ctaBka Ha JIJIC 3a mocrtaBkara Ha BakcuHu cpemy COVID-19 u menuuumHcku
n3nenus 3a WHBUTpo auarHoctuka Ha COVID-19. 3akoHojaTenHata WHULMATHBA Ha
paBuumiero Ha EC 3a usmenenue Ha JlupektuBara € Hail-e(pUKaCHUAT HAUMH 32 OCUTypsIBaHE
Ha paBHONPABEH JOCTBHII O IOCTABKUTE HA T€3U BAKCUHU U MEIULIMHCKHU U3/EIHS 32 UHBUTPO
JIMarHOCTHKA Ha JJOCTHITHA [IE€HA 32 BCUUKH rpaxaaHnu Ha EC Bb3MOXKHO Hal-CKOPO.

. IIponopuuoHa HOCT

[IpemoxenneTo mmMa orpaHudeH oOXBaT U € C BPEMEHEH XapakTep. To € B ChOTBETCTBUE C
MpPUHIMIIA Ha MOPOMOPIMOHATHOCT, TbH KaTO HE HAAXBBPJIS HEOOXOJUMOTO U
MPOMOPIMOHATHOTO 32 MOCTUTaHE HAa TTOCTaBeHaTa Ieyl. To eIMHCTBEHO JAaBa B3MOKHOCT Ha
TP KaBUTE WICHKH Ja npujiaraT HamajeHa ctaBka Ha [[JIC 3a nmoctaBkaTta Ha MEIMIIMHCKHU
n3aenus 3a uHBUTpo AuarHoctuka Ha COVID-19 u HyneBa cTaBka 3a 1I0CTaBKaTa Ha BAKCUHU
cpemy COVID-19 u memuumHcku wu3nenusi 3a wWHBHTPO auarHoctuka Ha COVID-19.
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Pemenuero 3a onpeznensHe Ha TakMBa CTaBKU MPOABIDKABA J1a € M0 NPELEHKA Ha JIbpPKaBUTE
YIEHKHM M TAXHa OTroBopHOCT. WHunmatuBaTa OM NpenoTBpaTHiIa HapylIaBaHETO Ha
HupektuBara 3a JIJIC oT cTpaHa Ha IbpKaBUTE WICHKH, aKO 32 BBIIPOCHUTE JIOCTABKU ObIe
Mpe0CTaBeHa HAMAJICHA WJIM HYJEBa JaHbYHA CTAaBKa, Thil KaTO peaula AbpKaBU YICHKH
MPEIBHKIAT TAKUBA CTABKU.

. HN3060p HA HHCTPYMEHT

3a u3meHenue Ha jaeiictBamara J{upextusa 3a JI/IC e HeoOXoquma TUpEeKTHRA.

3. PE3YJTATH OT HOCJIEABAIIMTE OHEHKH, KOHCYJITAHMUTE CbC
3AUHTEPECOBAHUTE CTPAHU U OHEHKUTE HA BB3AEUCTBHUETO

. KoHcynaTauum ¢bc 3auHTepecOBaHUTE CTPAHU

He Oeme mpoBeneHa KOHCYATAaIUsi ChC 3aWHTEPECOBAHUTE CTPAHU TOPATU HEOTIIONKHUS
XapakTep Ha MHUIIMATUBaTa B KOHTEeKCTa Ha nmanaemusTa or COVID-19.

. CbOupaHe ¥ U3M0JI3BaHe HA eKCIIEPTHU CTAHOBMINA

Komucusara ce mo3oBaBa Ha mnyOnMYHO — JOCThIIHATa  WHQGOpPMAIMS  OTHOCHO
eIUIeMHUOJIOTHYHATa 00CTAHOBKA, KAKTO M ChOTBETHUTE HAMYHHU HAYYHH JIOKA3aTEICTBA 10
oTHomieHue Ha BakcuHuTe cpemy COVID-19 u MemunuHCKUTE H3AENTUS 32 WHBUTPO
muargoctuka Ha COVID-19.

. OneHKa HA BL31eHCTBHETO

He Gemre mpoBeneHa oT/eHA OIICHKA Ha BB3JCHCTBUETO MOPATN HEOTIOKHUS XapaKTep Ha
WHUIMATHBATA B KOHTeKcTa Ha manaemusta ot COVID-19'4,

. OcHoBHH npaBa

3ApaBeTo € OCHOBHO YOBEHIKO MpaBo. [lpemnoxeHnero € B CbOTBETCTBUE C ujieH 168 ot
JloroBopa 3a (QyHKIIMOHMpaHETO Ha EBpomedckus Cbr03, MTPEABIKIAI, Y€ TpH
pa3paboTBAaHETO M MU3MBIHEHUETO HAa BCHUKH MOJUTUKU U AeHHOCTH Ha CbhbrO3a ce OCUTYypsiBa
BHCOKO paBHMINE Ha 3aKpuja Ha YOBEHMIKOTO 3/paBe. OCBEH TOBa TO € CHOTBETCTBHE C
e 35 ot XapraTa Ha OCHOBHHUTE IpaBa Ha EBpomeickusi Cbi03, KOWTO NMPEIBUXKIA, 4YE
BCEKHM MMa TPaBo Ha JOCTHII J0 3/ipaBHA MPOoUIAKTHKA U J1a TOJI3Ba MEIUIIMHCKU TPYKU TIPU
YCJIOBUATA, YCTAHOBEHU OT HALIMOHAIIHUTE 3aKOHOAATENICTBA U IPAKTUKHU.

4. OTPA’KEHUE BbPXY BIO/KETA

CerimacHo JeiicTBalIUTe TMOHACTOSIIIEM TIpaBuia 3a cobcTtBeHute pecypcu ot JJIC
MPEIIOKEHUETO HSAMa OTPUIATENIHO OTpakeHue BBbpXy Oromxkera Ha Cblo3a, T Karo
Hamanenute npuxoau ot JJIC me ce koMImeHcupaT ¢ KOpekuus Ha ocHoBara. ChbITIaCHO
HOBaTa CHCTEMa 3a OMPOCTSIBaHE o0ade, KOSATO ce o4yakBa jJa Bie3e B cwmia mpe3 2021 r.,
MIPEITIOKEHUETO HA-BEpOSATHO 16 Ma (PMHAHCOBO OTpakKeHUE BHPXY Orokera Ha Chio3a.

14 Bx. o0ade omeHkara Ha BB3ACUCTBHETO, NpHIpYyXKaBamia mpenjaoxeHuero ot 2018 r.
(SWD(2018) 7 final), mHa: https://ec.europa.eu/transparency/regdoc/rep/10102/2018/EN/SWD-2018-7-
F1-EN-MAIN-PART-1.PDF.
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S. APYI'M EJIEMEHTH

. O0sicHUTEeJIHM TOKYMEHTH (32 IUPEeKTHUBHUTE)

3a MPCAJIOKCHUCTO HC CC U3UCKBA J1a CC NPCAOCTABAT PA3AICHUTCIHNA JOKYMCHTU BbB BPpb3Ka C
TPAHCIIOHUPAHETO.

b HOHPOGHO Pa3CHCHHUE HA OTACJITHUTE pa3110pe116n Ha NMPEAJIOKCHUETO

[Ipemnoxennero mma 3a 1en ga ce u3Menm JupextuBata 3a JIJIC upe3 mobGaBsiHe Ha
unied 129a B kpas Ha gsn VI rnaBa 5 Bpemennu paznopeobu: Jlanb4HN CTaBKH.

Unen 129a me mo3BOJIM Ha Jbp)KABUTE WIEHKUM Ja MPEJOCTaBAT OCBOOOKIaBaHE C
BB3MOKHOCT 3a IpUCHajaHe Ha IuiareHus Ha npenxoxanus eran JJIC (HyneBa craBka) Io
OTHOIIIEHHWE Ha JocTaBkara Ha BakcuHM cpemly COVID-19 m mMeauuuMHCKH W3ACIHsS 3a
uHBUTpO AuarHoctuka Ha COVID-19, BKIIOYMTETHO YCIyrd, TSICHO CBBbpP3aHM C TaKuBa
BAaKCHHM U TakuBa u3zenus. Tol chlo Taka IIe MO3BOJIU Ha IbP/KaBUTE WIECHKHU Jia pujaraTt
HamaneHu craBku Ha JIJIC 3a MeOUIIMHCKUTE U3JeNHsl 33 MHBUTPO AMArHOCTHKA Ha
COVID-19 u TcHO CBBp3aHUTE YCIYTH, KAKBBTO BEUE € CIIY4asiT ¢ BAKCUHUTE. ENMHCTBEHO
MEIUIIMHCKU u3lenusi 3a UHBUTpo nuarHoctuka Ha COVID-19, Ha kxouto Moxe na Obae
nocraBeHa Mapkuposka ,,CE“, u Bakcunu cpenty COVID-19, paspewmenu ot Komucusita nim
OT IBbpP’KAaBUTE WIEHKH, II€ OTrOBapsT Ha YCJIOBUSATA 3a MpuUjaraHe Ha HyjeBa CTaBKa (U
HaMaJIeHa CTaBKa 10 OTHOLIEHME Ha MEAMIIMHCKHUTE H3JENIUs 32 MHBUTPO JUArHOCTHUKA).
»MapkupoBka ,,CE®“ o03HauaBa MapKHUpOBKa, 4pe3 KOSATO IPOU3BOJIUTENAT YyKaszBa, 4e
U3JIEJIMETO € B CHOTBETCTBUE C MPWIOKHUMHUTE HW3UCKBAHUS, ONpPEICIECHU B
3aKOHOJATeICTBOTO HAa ChI03a 32 XapMOHHU3ALKs, KOETO NPEIBMIK/Ia HelfHOTO nocTaBsiHe .

Bp3moxkHOCTTAa 3a HaMasisBaHe WIM OTKa3 oT HauuciasgBaHe Ha JIJIC 3a nmocraBkata Ha
TOPENOCOYEHUTE YCIyru clefiBa Ja ObJe OrpaHHYEeHa BbB BPEMETO, TaKa 4ye Ja OOXBaHE
caMO NepuoJa Ha U3BBHPEIHUTE OOCTOATEICTBA, IbJDKAIM C€ HAa MaHAEMHITa OT
COVID-19. Ilo-xoHKpeTHO Ts He ciensa na ce npuiara ciaen 31 nekemspu 2022 r. Ilpenun
M3TUYAaHETO Ha TO3W Mepuoj Ie ObJe HalmpaBeH Mperje]l Ha CUTyalusTa U ako e
HE00X0AMMO, MEpPUOABT Ha NMpHJIaraHe Ha MspKaTa Moxe Ja Oble yabbkeH. Ako obaue
npeuioxkennero Ha Komucusta or 2018 r. 3a pedopmupane Ha cuctemara 3a CTaBKH Ha
JUIC 6pae npueto, ToBa 1€ AaJie Bb3MOXKHOCT Ha Jbp)KaBUTE WIEHKHU Jla MpUiarat HyjieBa
CTaBKa II0 OTHOLIEHME Ha JocTaBkara Ha BakcuHu cpemy COVID-19 u memuuumHCckn
n3zenus 3a MHBUTpO auarHoctuka Ha COVID-19, BKIIOUMTENHO TACHO CBBP3AaHUTE C TSIX
yeayru. CienoBarenHo, B ciiydail ye mpeioxxenueto ot 2018 r. 6bae mpuero u natara, oT
KOSITO TpsAOBa J]a ce MpuiaraT HallMOHAJIHUTE pa3nopenou, HeoOXO0AUMH 3a ChOOpa3siBaHe C
n3meneHara Jlupexkrusa 3a [IJIC, e mo-panHa ot kpas Ha nanaemusara or COVID-19,
yieH 129a 6u Oun JuIIeH OT cBosATa OOOCHOBKA, KOraTo TE3W HAIMOHAIHHU pa3nopenou

CTaHaT NPUIIOKHUMU.
2020/0311 (CNS)

[Ipemnoxenue 3a

JNPEKTHUBA HA CBbBETA

[Mo-cnieranno Permament (EC) 2017/745 na EBponetickus napiamenT u Ha CpBera ot 5 anpuin 2017 1.
3a MEAMIIMHCKUTE U37enus, 3a u3Menenne Ha Jlupextusa 2001/83/EO, Pernament (EO) Ne 178/2002 u
Pernament (EO) Ne 1223/2009 u 3a otmsuaa Ha aupextuBu 90/385/EVIO u 93/42/EMO na Covera (OB
L117,5.5.2017 r., cTp. 1).
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3a u3menenue Ha /lupextusa 2006/112/EO na CbBeTa 110 OTHOIICHHE HA BpEMEHHHUTE

MEPKH BbB BPb3Ka C IaHbKa BbPXY /100aBeHATa CTOIHOCT 32 BAKCHHHU CpelLy

COVID-19 u MeAMIMHCKH U3JeJIMs 32 MHBUTPO Auarnoctuka Ha COVID-19 B otrosop

Ha naggemusara or COVID-19

CBBETHT HA EBPOITEMCKIS ChIO3,

Kato B3e npensua JJoroBopa 3a ¢yHKIMOHWpaHeTO Ha EBponeiickusi Chr03, U TO-CIEIUATHO
yiied 113 ot Hero,

KaTo B3€ IPpEABUI IPCIAIOKECHUCTO Ha EBpOHeﬁCKaTa KOMMUCHA,

CJICO IpCaaBaHC Ha MPOCKTA HA 3aKOHOAATCIIHHA aKT Ha HAHIWUOHAJIHUTC MTApPJIaMCHTH,

KaTo B3€ MPCABHUA CTAHOBUIIICTO HA EBpOHeﬁCKHH mapJIaMEHT -,

16

KaTo B3€ MpCABU CTAHOBUIICTO Ha EBpOHeﬁCKHﬂ HNKOHOMHNYCCKH U COLIMAJICH KOMI/ITCT”,

B CBOTBCTCTBHUC CHC CIICHUAIHA 3dKOHOAATCIIHA IIpoucaAypa,

KaTo nMa 1npeaBui, 4uc:

(1)

2)

€)

4

Ha 30 snyapu 2020r. CseroBHata 3napaBHa opranuzanus (C30) o00sBu
pasnpoctpanenuero Ha COVID-19 3a u3BbHpeAaHa cUTyalust OT MEXKIYHAPOIHO
3HaYeHWe, CBBbp3aHa C obmecTtBeHOTOo 3apaBe. Ha 11 mapr 2020r. C30
XapakTepusupa cutyanusTa ¢ pasnpoctpanernueto Ha COVID-19 karo nangemusi.

Cr103pT 00eauHu cun ¢be C30 u rpyna riobanHu y4yacTHUIM B Oe3NpeleeHTHU
YCWJIMS 3a COJIMJIAPHOCT B CBETOBEH Mariad 3a 6opOa ¢ manmemwusita. Te3um ycunus
uMaT 3a Led Ja MOJKPenaT pa3pabOoTBAaHETO M PaBHOIPABHOTO pa3NpeneisiHe Ha
MEIUIIUHCKH U3ETHs 32 MHBUTPO JMATHOCTHKA (KOMIUIEKTH 32 TECTBAHE), JICUCHUS U
BaKCHMHH, HE00X0IMMHU 3a KOHTpoJa u 6opbdata ¢ COVID-19.

[IpenBua TpeBOKHOTO HapacTBaHe Ha Opost Ha 3abonenure or COVID-19 B
nbpkaBute uieHkn Komucusara npemnoxu Ctparteruss Ha EC 3a BakcuHuTe cpeuty
COVID-19'8, Ilenta Ha Tasu cTpaTerus € Ja ce YCKOpM pa3paboOTBaHETO,
IPOM3BOJICTBOTO M BBBEKIAAHETO HAa BAKCHHU CpPELly BHpYcCa, 3a Ja Ce 3aIlUTAT
rpakganute Ha Cbro3a. Bbhopekun ue HaW-BEpOSITHOTO TpalHO pelIeHHEe Ha
na"jgemusTa e epekTuBHa M Oe3zomacHa BakcuHa cpeulry COVID-19, tectBaneTo e
a0COJIFOTHO HEOOXOMMO 32 OTpaHUYaBaHE Ha MAHICMUSTA.

B obnactra Ha nanbka BbpXy gobaseHata croiiHocT (I/IC) Komucusta npenmpue
W3BBHPEIHU MEPKH, 32 Ja MOIIIOMOTHE KepTBUTE Ha nanaemuara. Ha 3 ampun 2020 r.

OBC,,c1p..

OBC,,c1p..

Crobmenne Ha Komucusra no Eponeiickust mapiaament, EBponeiickus cpBet, CpBera u EBponeiickara
nHBecTHIIMOHHAa OaHka — Crparerus Ha EC 3a Bakcmunte cpemry COVID-19, COM(2020) 245 final,
17 1oum 2020 T.
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)

(6)

(7

Komucusra npue Pemenne (EC) 2020/491'°, ¢ xoeTo Ha abpkaBUTe 4YIeHKH Ce JaBa
BB3MOXKHOCT BpeMeHHO J1a ocBoOo AT oT JI/IC 1 BHOCHU MHTa )KM3HEHOBAXHU CTOKH,
HeoOxoaumu 3a 6opba ¢ mocneaunure ot nanaemusta or COVID-19, BximrounteTHo
MEIUIIMHCKN wu3aenus 3a WHBUTpo auarHoctuka Ha COVID-19. Pemenue (EC)
2020/491 obave obOxBamia camo BHOCA, HO HE W BBTPEOOIIHOCTHUTE TOCTABKH WIIU
TE€3M Ha HAIlMOHAJIHO HUBO.

Jupextusa 2006/112/EO na Cpeta’’ chabpika MHCTPYMEHTH, KOMTO TO3BOJIABAT HA
IbPKABUTE WICHKH YaCTUYHO J1a HAMAJSAT pa3xoJuTe 3a BaKCHHAIUS U TECTBAaHE 3a
COVID-19, mo-cnenmanHo upe3 ocBoOoxmaBanero ot JIJIC Ge3 mpucnamane 3a
OOJIHUYHATA U MEIUITMHCKATa MTOMOIIl ChriacHO WwieH 132, maparpad 1, Touku 0) U B)
oT chulata [{upextuBa u Hamanenara craBka Ha JIJIC 3a BakcuHMTE, NPE/BUICHA B
yined 98 or Jupekrusara. J[upektuBa 2006/112/EO obave He qaBa BB3MOXKHOCT Ha
IbpXKaBUTE 4YIEHKM Ja Ipwiarar HamaieHa craBka Ha JIJIC 3a pgocraBkara Ha
MEJIUIIMHCKHU U3JIeNns 3a UHBUTPO AuarHoctuka Ha COVID-19, kakto u 3a yciyrure,
TACHO CBBpP3aHM C TakuWBa H3Jenus. Ts ChIIO Taka HE MO3BOJISIBA HA JIBHP’KABHUTE
YJIEHKU J]a MPEAOCTaBAT OCBOOOXK/IaBaHE C BH3MOXKHOCT 3a MpUCHAJaHe Ha IUIaTeHUs
Ha nipeaxoxnus eran JJIC (HyneBa craBka) o OTHOIIEHUE HA JOCTABKaTa HAa BAKCUHU
cpemwry COVID-19 n MenuumHCKM n3aenus 3a MHBUTPO AuarHoctuka Ha COVID-19,
KAaKTO M 110 OTHOIIIEHUE HA YCIYTUTE, TACHO CBbP3aHU C TAKMBA BAKCUHU U U3JIEIHS.

Axo Obme mpuero ot CwbBera, mnpemioxkeHuero Ha Komwucusta ot 2018 r.?! 3a
u3menenue Ha J(upektuBa 2006/112/EO mo otHomenue Ha ctaBkute Ha JIJIC, koero
MOHACTOSIIIEM € B Mpolienypa mno npuemane or ChpBeTa, IIe TMO3BOJIU HA IbP)KaBUTE
YJICHKU TPU OTMPEEIICHN YCIOBUA Ja MpUiarart, Hapej ¢ Apyroto, HaMmajaeHa JlaHbyHa
CTaBKa 3a JIOCTaBKaTa Ha MEIWIMHCKHA H3JACIUsS 3a HWHBUTPO JTUArHOCTHKA Ha
COVID-19, kakTo u 3a yCiIyruTe, TACHO CBbP3aHM C TakuBa uzzaenus. [lo momoOen
HAaYMH TOBAa NPEIJIOKCHHE IIE IMO3BOJM HAa JIBP)KABUTE WICHKH IPU OIPEACIICHH
YCJIOBHS Ja BbBEJIAT OCBOOOXIaBaHE C BH3MOXKHOCT 3a MPHUCMaJaHe Ha TUIATCHHS Ha
npeaxoanus eran JJJIC (HyneBa cTaBka) 3a JocTaBKUTe Ha BakcuHH cpeuty COVID-19
U MEAWIMHCKU u3Jenusi 3a WHBUTpPO auarHoctuka Ha COVID-19, kakto u 3a
YCIIYTUTE, TCHO CBBbP3aHU C TaKMBa BakCUHU U uznenus. [Ipennoxxenunero ot 2018 r.
1€ TI03BOJIM Ha IbP>KaBUTE WICHKH J1a MpUjlarat Te3u CTaBKH, aKO TaKMBa JOCTABKH Ca
OT TIOJI3a €IMHCTBEHO 3a KpalHUs MOTPEOUTEN M ca HACOYEHU KbM MOCTUTAHETO Ha
1€ OT 001l MHTEpEC.

Toit kato mpemioxennero oT 2018 r. obave Bce olie € B Mpoleaypa 1o npuemMase,
HEo0XO0UMO € Ja ce IpeanpremMar He3abaBHU AeWCTBUA 3a ajanTHpaHe Ha JupexkTuna
2006/112/EO  xbM  H3BBHpPEIHUTE  OOCTOATENCTBA,  JIBJDKAIM  CE€  Ha
pasnpoctpanenuero Ha COVID-19. IlenTa Ha Te3n AEHCTBUA € Ja Ce TapaHTHUpa, 4Ye
nocrtaBkara Ha BakcuHM cpemy COVID-19 u mMeguuuHCKM u3Aenus 3a UHBUTPO
muargoctrka Ha COVID-19 cTaBaT mo-a10CTHIIHHE B IIEHOBO OTHOIIIeHHE B ChI03a.

20

21

Pemenune (EC) 2020/491 na Komucusra ot 3 anpun 2020 r. 32 0cBOOOKIaBaHE OT BHOCHH MUTA U OT
JJIC npu BHOC Ha CTOKH, HEOOXOAMMH 3a 6opbata ¢ nocneauure ot nanaemusta or COVID-19 mpes
2020r. (OB L 1031, 3.4.2020 r., cTp. 1).

Hupextua 2006/112/EO nHa CobBera ot 28 HOoemBpu 2006 r. OTHOCHO oOIIaTa CHCTEMa Ha JaHBKa
BBPXY AobaBeHata ctoiiHocT (OB L 347, 11.12.2006 1., cTp. 1).

IIpennoxenue 3a lupektuBa Ha ChBeTa 3a u3mMeHenue Ha Jlupextusa 2006/112/EO no oTHOIIEHHE HA
CTaBKWTE Ha JIaHbKa BHPXY nobaBeHata croiiHoct, COM(2018) 20 final, 18 sHyapu 2018 .
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3a Ta3u 1en IbpKABUTE WICHKU CIIeABa Ja UMAT BH3MOXKHOCT Jla MpUiIaraT HaMaJIeH!
craBku Ha JIJIC 3a moctaBkata Ha MEIUIIMHCKHU M3JIEIUS 34 UHBUTPO JUArHOCTHKA Ha
COVID-19 unu na mpenoctaBatr ocBOOOKIaBaHE C BB3MOXKHOCT 3a TpHUCHaJaHe Ha
maTeHus Ha npeaxoanus eran JJIC (HyneBa cTaBka) 1O OTHOIIEHHWE HA JOCTaBKaTa
Ha BakcuHu cpey COVID-19 u MenunuHcKy u3aenus 3a MHBUTPO JUAarHOCTHKA Ha
COVID-19, onoOpenu karo takuBa oT Komucusita wiim OT CaMHTE TAX, KaKTO U 3a
YCIIYTUTE, TSCHO CBbP3aHH C TAKMBA BAKCUHU U U3JIEIHS.

Bb3MokHOCTTa 3a mpuiaarane Ha HamaineHa ctaBka Ha J[JIC 3a meaumumHCKHTE
u3nenust 32 HBUTPO auarHoctuka Ha COVID-19 unm 3a ocBoboxkaaBane ot AJIC Ha
noctaBkara Ha BakcuHu cpemy COVID-19 u MeaunuHCKH u3AEIHs 32 UHBUTPO
nuarHoctuka Ha COVID-19, BKIIOUMTENHO YCIYruTEe, TSICHO CBBP3aHM C TaKHUBa
BaKCUHU W W3JeNus, cielBa jJa ObJe orpaHMYeHa BHB BpeMeTO. Ta3u BB3MOXKHOCT
cimenBa jga OblIe paspelieHa caMo IO BpeMe Ha Mepuojia Ha HU3BBHPEIHHUTE
obcrosTencTBa, aAbiokany ce Ha mangemustTa or COVID-19. Ilopaau HecurypHocTTa
OTHOCHO IPOJIBJDKUTEITHOCTTA Ha TE3W U3BBHPEIHU OOCTOATENICTBA BH3MOXKHOCTTA 32
npuiarane Ha HamasneHa ctaBka Ha [IJIC wnm HyneBa cTaBKa 3a TakuMBa JTOCTaBKU
cienBa a ocraHe B cuia a0 31 nekemBpu 2022 r. Ilpeau n3tnyaHeTro Ha TO3H MEPUOJT
nie ObJe HampaBeH Mperje] Ha CHTyalusTa U ako € HeoOXOIuMO, CPOKBT 3a
MPUJIAraHeTo Ha MsIPKaTa MOXE J1a ObJie YABIIKEH.

TBi KaTo LenTa Ha HacTosIlaTa JUPEKTHUBA J1a CE€ OCUTYPH JOCTBI 10 IOCTAaBKUTE Ha
BakcuHU cpeury COVID-19 u MeaunMHCKM M3/A€IUs 3a MHBUTPO AMArHOCTHKAa Ha
COVID-19 ma mno-moctenHa IieHa B Cbro3a He MOXe na ObJe MOCTHUrHATa B
JIOCTaThUHA CTEMEH OT IbP)KaBUTE WICHKH, a MOpaaud oO0XBaTa M TOCIETUIIMTE Ha
JIEHCTBUETO MOXKE J1a Obje Mmo-700pe mocTuruara Ha paBHUIEeTo Ha Chio3a, ChIO3bT
MOXE J]a MpUeMa MEPKU B ChOTBETCTBHUE C NMPHUHIIMIA HA CYOCHUAMAPHOCT, YPEICH B
yineH 5 ot JloroBopa 3a EBpomeiickusi cbto3. B ChOTBETCTBHE C NpPHUHIMIIA Ha
MIPOTIOPIIMOHAIIHOCT, YPEJEH B CBIIUS WICH, HACTOANIATa AUPEKTUBA HE HAIXBBHPIIA
HEOOXOJIMMOTO 3a ITOCTUTAHE HA TE3U LICIIH.

[Topaau ToBa upextuBa 2006/112/EO cneasa na 61 CbOTBETHO U3MEHEHA,

ITPUE HACTOAIIATA JUPEKTHUBA:

Ynen |

B nsn VIIL, rnaBa 5 ot Jupextua 2006/112/EO ce BMbKBa cneaHusT wieH 129a:

6)

., Qnen 129a
JIbprKaBUTE YICHKA MOTAT MPEANpUEMaT €IHa OT CICTHUTE MEPKH:

Jla IpwiaraT HaMajaeHa JaHbuYHA CTAaBKa 3a JOCTaBKATA HA MEAMLIMHCKU HU3JCIIUS 3a
nHBUTPO auarHoctuka Ha COVID-19 u ycimyrure, TACHO CBBP3aHU C TE€3H U3EIHNS;

Ja TIPElIOCTaBAT OCBOOOXKIaBaHE C BB3MOXKHOCT 3a MPUCIATaHe Ha IJIaTCHHs Ha
npeaxoanus eran J[JIC nmo oTHolIeHWE Ha JOCTaBKaTa Ha MEAUIMHCKUA U3JEIUd 3a
uHBUTPO AuarHoctuka Ha COVID-19 u ycnyrure, TACHO CBbP3aHU C TE€3HU U3ENHS.
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CaM0 MeIUUMHCKUATE W3Aenus 3a WHBUTpo auarHoctuka Ha COVID-19, kouto ca B
CHOTBETCTBHE C MPUIOKUMHTE H3UCKBaHMs, mocoueHn B Permament (EC) 2017/745 na
EBponelickus mapiaamenT u Ha ChBeTa’?, M IpyroTo MpHUIOKUMO 3aKOHOAATeIcTBO Ha Chlo3a
3a XapMOHHM3aLUs, OTTOBapAT Ha YCJIOBUATA 3a NPUWJIAraHe Ha HAMaJEeHU JaHbYHU CTaBKU WIN
ocBoboxaasane ot JJ1C, npensuaeHu B mbpBa aauHesl.

2. JIbpKaBUTe UIEHKH MOraT Ja NpeaocTaBiIT OCBOOOXKIaBaHE C BBH3MOXKHOCT 3a
npucnajgaHe Ha ruiateHus Ha npeaxoanus ertan JJIC mo oTHolleHwe Ha JOCTaBKaTa Ha
BakcuHu cpenry COVID-19 u ycayrure, TICHO CBbpP3aHU C T€3W BAKCUHM.

Camo Bakcuamte cperry COVID-19, ogo6penn ot Komucusara uimu OT Abp)KaBUTE UYJICHKH,
OTrOBapsT Ha YCIOBHATA 32 OCBOOOKIaBaHe, IPEIBUICHH B IIbPBA aJIMHES.

3. [Maparpadu 1 u 2 ce npunarar g0 31 nexemspu 2022 r.*.
Ynen 2
1. Koraro pppkaBuTe WIEHKHM pemiaT jJa MpuiaraT HaMmajeHaTa cTaBKa WM Ja

npeaocCTaBAT OCBO60)KI[3B3H€T0, ITOCOYCHMH B YJICH 1, " npueMat 3aKOHOBUTEC, IMTOA3AKOHOBUTE
n aIMUHUCTPATUBHUTC pa3nopez[61/1, H€O6XOI[I/IMI/I 3a IIPUBCIKAAHC B HeﬁCTBHC Ha HacTosg1ara
AUPCKTHUBA, B TC3U pa3n0pezl61/1 CC CbAbPiKa IO30BaBaHC HA HACTOANIATa JUPCKTHUBA UJIM TO CC
HU3BbpHIBa IIpHU O(I)I/ILII/IEU'IHOTO 5001 HY6HI/IKYBaHC. VcnoBusta u p€aABT Ha IIO30BABAHC CC
OIPCACIIAT OT ABPIKABUTC YICHKHU.

2. HLp)KaBI/ITC YJICHKH CLO6H_IaBaT Ha KomucwusaTa Tekcta Ha OCHOBHUTE pa3n0pez[61/1 oT

HAallMOHAJIHOTO 3aKOHOAATCJICTBO, KOWTO TC IIPpUCMAT B O6HaCTTa, ype€acHa € HaCTodllaTa
AUPCKTHUBA, B CPOK OT ABa MECCLld OT TAXHOTO IIPpHUCMaHEC.

Ynen 3

HacrosmaTta nupekTiBa BiiM3a B CHJIa Ha JBaJieCeTHs JeH CJeJl JIeHS Ha MyOJIUKYBaHETO M B
Oguyuanen secmuux na Eeponeiickus cvio3.

Ynen 4
AJlpecaTt Ha HACTOSIIATA TUPEKTUBA Ca IbPKABUTE YWICHKH.

CscraBeno B bprokcen Ha [...] roguHa.

3a Cveema
IIpeoceoamen

2 Pernament (EC) 2017/745 na EBpomneiickust mapiament M Ha CbBera ot 5 ampmn 2017 1. 3a

METUITMHCKUTE n3fenvs, 3a u3meHeHne Ha upextuBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Pernament (EO) Ne 1223/2009 u 3a otmsHa Ha aupextuBu 90/385/EVO u 93/42/ENO na CrBeta (OB
L117,5.5.2017 r,, ctp. 1)
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