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(3aroHo0amennu armose)

IHNPEKTVBU

OMUPEKTUBA (EC) 2020/2020 HA CbBETA
ot 7 mekemspu 2020 roguna

3a uzmeHenne Ha [upextusa 2006/112/EO no oTHoweHue Ha BpeMEHHM MEPKM BBB BPB3Ka C JaHbKa
BBPXy Ho0aBeHaTa CTOIHOCT, MPWIOXKMM 3a BakcuHM cpemty COVID-19 M MemmuMHCKM M3menus 3a
MHBUTPO TMarHocTuka Ha COVID-19 B otroop Ha nannemusTa or COVID-19

CBBETBHT HA EBPOIEMCKUS ChIO3,

Karo B3e pensuy [orosopa 3a GpyHKUMOHMPAHETO Ha EBponeiicKust Cbio3, 1 mo-crenuanHo wied 113 or Hero,
KaTo B3e NpeIByI TpefioxKeHyeTo Ha EBponejickata Komucus,

CIiel IIpeflaBaHe Ha NIPOEKTa Ha 3aKOHONATENHMS KT Ha HALMOHAIHUTE NApIIaMeHTH,

KaTo B3e IpeABUI CTaHOBMIIETO Ha EBponerickus napmamenr ('),

KaTo B3e IMpeABUI CTAHOBMIIETO Ha EBpomefickyst MKOHOMMYeCKM U coluaneH KoMuter (%),

B CHOTBETCTBHUE ChC CIIENMATIHA 3aKOHONATeNHa IIPOLEAypa,

KaTo MMa TpeBIH, Ye:

(1) Ha 30 styapu 2020 r. CBerosHara 3npasHa opraruauus (C30) o0su pasnpocrparenvero Ha COVID-19 3a u3bHpenHa
CUTYaLysl OT MEKIYHAPOIHO 3HAueHe, CBbp3aHa ¢ 00uecTBeHOTO 3apase 1 Ha 11 mapr 2020 r. s xapakrepysupa Kato
TaHIEMMSL.

(2)  Corosbr obemun cumu cbe C30 u rpyma roGanHm yuacTHUIM B Ge3MpelieeHTHN YCUITHS 3a COMMIAPHOCT B CBETOBEH Maliab
3a GopOa ¢ manmemysta. Te3u ycumyst MMaT 3a Le [a TMONKPENIT pa3paOOTBAHETO M PABHOMPABHOTO pasmpeflersHe Ha
MEIIVILIMHCKY MBMIETHS 3 MHBUTPO IMATHOCTHKA, JIEUEHYSt M BAKCHHI, HeoOXoMmMI 3a KoHTpora 1 Gopbata ¢ COVID-19.

(3)  Tlpemum TpeBOXHOTO HapacTBaHe Ha Gpost Ha 3abomermmre or COVID-19 B mbpXaBuTe WICHKM, B ChOOLIEHMETO CU OT
17 yorn 2020 1. Komucusara npemnoxu Crparerns Ha EC 3a akcunmte cpeuty COVID-19. Ilenta Ha tasy crpaterus e ja ce
ycKOpu pa3pabOTBaHETO, IIPOM3BOLCTBOTO ¥ BHBEXKIAHETO HA BAKCMHI CpElly BUPYC3, 33 Aa CE 3ALIMTAT IPaXOaHUTE Ha
Cpro3a. Bbopeky ue Hail-BePOSTHOTO TpAiHO pelieHMe Ha MaHmemmsta ¢ edekTuBHa ¥ Oe3omacHa BAaKCMHA CpeLLy
COVID-19, TectBareTo ¢ aGCOMOTHO HeOGXONMMO 38 OrpaHIYaBAHE HA TAHIEMIATA.

(4) B obmacrra Ha maHbKa BhpXy moGaseHara croitHoct ([IC) Komucnsra mpemmpue M3BBHPEIHNM MEpKH, 3a [a TOLIOMOTHE
Kepreute Ha nmaHmemusra. Ha 3 ampun 2020 r. Kommcusra npue Pewenve (EC) 2020491 (), ¢ Koero Ha [xbpxKaBute
YIEHKM Ce 1aBa Bb3MOKHOCT BpeMeHHO fa ocBoGomst o HIIC v BHOCHM MuTa KM3HEHOBAXKHM CTOKM, HeoOXommmu 3a 6opba
¢ nocnemmumte OT naHgemusra or COVID-19, BKIIIOUMTENIHO MENMLMHCKYM M3HENMS 3a MHBMTPO [MAarHOCTMKA Ha
COVID-19. IlocoueHoto pemteHyie obaue o0XBala Camo BHOCA, HO HE M BLTPEOOLIHOCTHMTE [OCTABKM WIIM Te3M Ha
HALMOHAJIHO HMBO.

(") Cranoue ot 26 Hoempyu 2020 r. (Bce owwie HenyOnMKyBaHo B OQuLMasneH BECTHNK).

(%) Cranosue ot 2 nekemspy 2020 r. (Bee owe HenyOnuKyBaHo B OduimarneH BECTHUK).

() Pewennue (EC) 2020/491 Ha Komucyusra ot 3 anput 2020 r. 32 ocBoGoxnasate ot BHOCHN Muta 1 or [IJIC npy BHOC Ha CTOKM, HEOOXOIMMMY 3a
Gopbara ¢ nocnemyumre ot maxnemusita or COVID-19 mpe3 2020 1. (OB L 103 1, 3.4.2020 r., crp. 1).
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(5)  Hupexrysa 2006/112/EO Ha CoBeta (*) ChIbpxKa MHCTPYMEHTY, KOMTO MO3BOISIBAT HAa IbPXKABUTE WICHKM YaCTMYHO Aa
HAManAT pasxommute 3a BakcuHaums u TectBaHe 3a COVID-19, no-creumanHo upe3 ocoOoxmasanero or MIOC Ge3
npucnanasde 3a OONMHMYHATA U MEMMLMHCKATA IOMOLI M HamarneHata ctapka Ha [IIC 3a Bakcuute. Tasu mmpekTiBa obaue He
IlaBa Bb3MOXKHOCT Ha Obp2KaBMUTE WIEHKM [a IIpWlaraT HamaneHa crapka Ha [JIC 3a mocTaBKaTa Ha MENMUMHCKM M3LEINs 3a
unBNTPO ImarHoctuka Ha COVID-19 wim 3a ycimyru, TACHO CBBHP3aHM C TaKyBa M3HeNys. T4 CBIIO TakKa He IO3BONABA Ha
IIbpKABUTE UIICHKM M1 MPEIOCTABAT 0CBOOOXKIABaHe C Bb3MOXKHOCT 33 MPUCHIAaHe Ha IUIaTeHys Ha npeaxonHus erar [IC
0 OTHOIIEHMEe Ha JocTaBkaTa Ha Bakcuuyu cpemry COVID-19 m MemuMumHCKM M3IENMs 3a VIHBUTPO IMAarHOCTMKA Ha
COVID-19 wnu Ha ycimyT, TACHO CBbP3aHM C TaKMBa BAKCHHM M U3NIETINA.

(6)  TIpes 2018 r. Komucusita mpencrasu mpeyioxere 3a nsMererne Ha [upextusa 2006/112/EO no oTHOwIEHNE Ha CTABKUTE
Ha [MC (,mpemnoxennero or 2018 1.“). Ako CbBeThT Ipueme TOBa pelleHNe, TO, Haped C APYTOTO, e MO3BOIM Ha
IbPKABUTE YIEHKM NPU ONpEHENeHy YCIoBUsa Ha MNpuilaraT HamajeHa JaHb4yHa CTaBKa 3a [IOCTaBKaTa Ha MEIMLMHCKM
usgenus 3a MHBMTPO nuarHoctuka Ha COVID-19, kakTo M 3a NPEN3OCTaBSAHETO HA YCIIYTM, TACHO CBLP3aHU C TaKMBa
uzpenus. OcBeH ToBa, npeanoxenyneTo or 2018 r. e no3Bonm Ha IbpKaBUTeE UIIEHKM NPV ONPENeNieHM YCIIOBUS [1a BbBENaT
0cBOGOKIIABAHE C BH3MOXKHOCT 3a IPUCIANaHe Ha IUIaTeHust Ha mpenxonaus eran HIIC 3a mocraBKaTa Ha BAKCHHM CpeLy
COVID-19 n menmuvucky usnenus 3a nHBUTPO nuarHoctika Ha COVID-19, KakTo 1 3 IPEIOCTaBAHETO HA YCIIYTH, TACHO
CBbP3aHM C TaKyMBa BaKCuHM ¥ magenus. [Ipennoxennero or 2018 r. 1e n03B0NM Ha IbpKABUTe WIEHKM [1a IIPUITAraT Tesn
CTABKM, aKO TaKaBa [OCTABKA WM MPENOCTABSHE € OT II0J13a eNMHCTBEHO 3a KPAjiHMs MOTPeOMTET M € HACOYeHA KbM
TOCTUTAHETO Ha LeTT OT 0L MHTEepeC.

(7)  Twit karo mpemnoxennero or 2018 r. obaue Bce ome e B mpouenypa mo mpuemade ot CbBera, HEOOXOOMMO € ma ce
IpelnpyeMar He3abaBHy HeiicTBMs 3a amantupane Ha [mpektmsa 2006/112/EO kbM M3BBHpemHMTE OOCTOSITENCTBA,
IbKamm ce Ha maHgemuAta ot COVID-19. Lenta Ha Te3u neficTBUA € a ce rapaHTupa, 4e JOCTaBKaTa Ha BAKCHHMU Cpeuly
COVID-19 n MenmvumHCKM M3Henus 3a MHBUTPO mmarHoctuka Ha COVID-19, KakTo ¥ NMpeNocTaBsHETO Ha YCIYTH, TSCHO
CBBP3AHN C TAKNBA BAKCHHI U M3IEMILS, CTABAT Bb3MOKHO HAli-6bp30 MO-IOCTHIHN B LIEHOBO OTHOIIEHNME B Chr03a.

(8)  3a Tasu wmen Ha TBpXKaBMTE WICHKM CNEABA Ja Ce Pa3peluy [a MpuiaraT HamaneHn crasku Ha HIIC 3a mocraBkata Ha
MEIMLMHCKM M3Menus 3a MHBUTpo mmarHoctuka Ha COVID-19 u 3a ycimyrm, TACHO CBBP3aHM C TaKMBA M3HENNA, MIIM Ja
TPEROCTaBAT 0CBOOOXKMIABAHE C Bb3MOXKHOCT 3a NpUCNANaHe HA IUIaTeHMs Ha mpenxopHust eran [JIC mo oTHouleHMe Ha
mocTaBkata Ha Bakcuuy cpeuty COVID-19 u MemuumHCKY M3enus 3a MHBUTPO mmarHoctuka Ha COVID-19, omoGperu
KaTo TakyBa OT KoMmcyATa Mim OT camuTe TAX, KAKTO U Ha YCIIyTH, TACHO CBbP3aHy C TAKMBA BAKCUHI U VI3[IETINA.

(9)  Bb3MoxHOCTTa 3a pMlaraHe Ha HamaneHa craBka Ha JJJIC 3a gocTaBKaTa Ha MEAMIMHCKY M3MIENNS 33 MHBUTPO IMAaTHOCTUKA
Ha COVID-19 u 3a ycrayrn, TSCHO CBBP3aHM € TaKMBA M3HENST WM 33 MPEIOCTABSHE HA OCBOOOXKIABAHE C BB3MOXKHOCT 3a
Ipucnagane Ha riatenyus Ha npenxopgnus eran [JJIC mo otHomenue Ha mocraBkaTa Ha BakcuHm cpemy COVID-19 n
MEIVMUMHCKM M3Jenus 3a MHBUTPO nuarHoctuka Ha COVID-19 u 3a ycnyrure, TACHO CBbp3aHM C TaKuBa BAaKCMHU U
u3Mens, cefBa aa Obie orpaHmueHa BbB BpeMeTo. Tasu Bb3MOXKHOCT criemBa ma Gble paspellieHa Camo 3a MEpUOfa Ha
u3BbHpenHNUTe OOCTOSATENCTBA, Ab/KAmM ce Ha maHmemusita or COVID-19. [lopamm HeCMIYpPHOCTTA OTHOCHO
TNPOIBIKUTETHOCTTA HA Te3M M3BbHPETHM OOCTOSITEINICTBA Bh3MOKHOCTTA 33 IPUIIAraHe Ha HamarneHa cTaska Ha [IIIC umu Ha
0cBOOOXKIAaBaHE ¢ Bb3MOXKHOCT 3a IPUCIAfaHe Ha IIaTeHyst Ha npenxofHus etar [IJ1C 3a TakuBa IOCTaBKY CrlefiBa 1a OCTaHe
B cuna 0o 31 mekemspy 2022 r. [Ipeny M3TMYaHETO HA TO3M NEPMON Bb3MOXKHOCTTA 3a NPMIIATaHe HAa HaMaJleHMe MM Ha
ocBoboxk/aBaHe CrefBa na Obe mpepasrienaHa ¢ OINeN Ha CUTYalMsTa BbB BPb3KA C MAHIEMUSATA M AKO € HeoOXOIMMO,
CrIe[IBa [1a € Bb3MOXKHO CPOKBT 3a IPUJIAraHeTo Ha MspKaTa a Obae yabixkeH. Ako npemtoxeruero or 2018 r. 6bae npuero
U 3allOYHE [1a Ce IIpWilara Hpemy M3TMYaHeTO Ha TO3M IIEPMOM, MOCOYEHMTE BPEMEHHM MEPKM, LIENAIM Ha Ce afanTupa
Hupekrusa 2006/112/EO kM margemusta or COVID 19, HsiMa moBeue [a M3IbIHSBAT IPETHABHAYCHNETO CIL.

(10)  Twit KaTo LieNTa HA HACTOSIIATA NMPEKTMBA [Ia CE OCUIYPU B3MOXKHO Hail-Gbp30 JOCTBHII 10 NOCTABKATA HA BAKCHHU CpeLLy
COVID-19 n memmMuyHCcKy M3nenus 3a MHBUTPO nuarHoctuka Ha COVID-19, KakTo u 10 ycrymy, TACHO CBbP3aHM C TaKyBa
BAKCVMHM ¥ M3[IENNSI, HA MO-IOCTHIHA leHa B Chio3a He Moxe [a Obfe MOCTUIHATA B OCTATHYHA CTENEH OT IbPXKABUTE
WIeHKM, a nopany 06XBaTa U MOCTENMIMTE Ha NefCTBUETO MOXe fa Oble mo-modpe MOCTUTHATa Ha paBHMILETO Ha Chbio3a,
Cbi035T MOXE [a NpMeMa MepKM B CHOTBETCTBME C NPUMHLMIA HA CyOCMIMApHOCT, ypedeH B wieH 5 or [oroBopa 3a
EBponesickus cpro3. B choTBeTCTBME € IPUHLMITA HA TPOMOPUVOHAIHOCT, YpeleH B ChUINS UIleH, HACTOSIIATA IUPEKTVBA He
HAIXBbPIISL HEOOXOMMMOTO 33 IOCTUTAHE Ha Ta3! LeNL.

(11) TIlopamu ToBa Oupextnsa 2006/112/EO crensa ma Gbe ChOTBETHO M3MEHEHA.

(*) Hupextusa 2006/112/EO Ha CbBera ot 28 HoeMBpu 2006 r. OTHOCHO o0lIaTa CUCTeMa Ha NaHbKa BbpXy HobaseHara croitHoct (OB L 347,
11.12.2006 ., ctp. 1).
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(12) Topamy nannemusita ot COVID-19 u HeobxommMocTTa OT He3abaBHM MENCTBIS B OTTOBOP HA HACTBIIMIIATA 3[IPaBHA KPK3a €
YMECTHO J1a Ce MPENBYIM U3KITIOUEHME OT CPOKA OT OCEM CEAMUILIM, OCOUeH B urieH 4 or ITporokon Ne 1 OTHOCHO ponsATa Ha
HalMOHAIIHNUTE TNIApJIaMeHTH B EBpomeiickust cbro3, npwioxeH kbM Jlorosopa 3a EBpomelickust cbio3, KbM [lorosopa 3a
¢yHKIMOHMpaHeTo Ha EBpomelickust cbio3 1 KbM JloroBopa 3a ch3nasaHe Ha EBporieiickaTa OOIIHOCT 3a aTOMHA EHEpPris.

(13) Ilpemsum HEOTNIOXHMS XapaKTep Ha CUTYaLMATa, opofeHa o maHaemusTa or COVID-19, HacrosimaTa mMpeKTyBa creasa aa
BIIe3e B CUITA B JIeHsI Ciel mybnyKyBaHeto 1 B Ouyuanet secmnur Ha Eeponeticrus cato3,

[TPUE HACTOSLLIATA OUPEKTHMBA:

Ynen 1
B [upektisa 2006/112/EO ce BMbKBA CIIETHMSIT WIEH:
»dnen 129a
1. Ibpxasute 4leHKYM MOTaT IIPedNpUEMAT eIHa OT CIIEIHNTE MEPKU:

a) [a mpuarar HamajeHa JaHbUHA CTaBKa 3a MOCTABKATa HAa MEOMUMHCKM M3HENMS 32 MHBMUTPO AmarHoctuka Ha COVID-19 u
YCITyTH, TACHO CBBP3aHM C Te3U U3IEINS;

6) na mpenocTaBsT ocBoOOXKIAaBAaHE C BH3MOXKHOCT 3a MPUCIATaHe HA IUTaTeHMs Ha npemxomuus eran [JIIC o oTHOlIeHMe Ha
IIOCTaBKAaTa Ha MEIMIMHCKM U3HENNs 32 MHBUTPO amarHocTyka Ha COVID-19 u ycryru, TACHO CBbp3aHy C Te3U M3HENus.

CaMo MenMUMHCKUTE M3LeNMs 3a MHBUTPO amarHoctka Ha COVID-19, KouTo ca B CbOTBETCTBME C NMPUIIOKMMUTE U3UCKBAHMS,
nocouern B [upexrusa 98/79/EO Ha EBponeitckus napiaMent u Ha CbBera * wm B Pernament (EC) 2017/746 na EBponeiickus
napramenT 1 Ha CbBeTa **, ¥ IPyTOTO NPMIIOKVMO 3aKOHONATEIICTBO Ha Cb103a, OTTOBAPST HA YCIIOBMATA 3 NPWIaraHe Ha MEPKUTE,
TpeABUIEHN B ITbPBa aTIMHESL.

2. [Ipp:KaBuTe UIEHKM MOTAT [a IPENOCTABST OCBOOOXKIABAHE C BE3MOXKHOCT 3a IPUCIATAHE Ha [IATEHVs Ha IIPEAXOIHMS eTall
HIC o oTHOWenKe Ha JocTaBkaTa Ha Bakcuanm cpemy COVID-19 u ycimyru, TACHO CBbP3aHM C Te3U BAKCHUHIL

Camo Bakcunute cpemry COVID-19, omoGpeny or Kommcusita wnv OT HbpKaBUTE WIEHKM, OTIOBApST HA YCIOBMSTA 3a
0cBOOOKIABAHE, PEBUICHN B IIbPBA ATMHESL.

3. Hacrosimmsr unen ce npwiara oo 31 nekemspu 2022 r.

*  upektvsa 98/79/EO Ha Espomeiickust mapiament u Ha CbBera oT 27 okromBpu 1998 r. OTHOCHO MMArHOCTHYHMUTE
MeIMIMHCKY m3perms in vitro (OB L 331, 7.12.1998 r., ctp. 1).

** Permament (EC) 2017/746 na Espomeiickust napnament u Ha CbBera oT 5 anpun 2017 r. 32 MEDMLMHCKMTE M3HETMS 3a
VHBUTPO [MArHOCTMKA U 3a orMsiHa Ha [{upektusa 98/79/EO u Pewenne 2010/227[EC na Kommcmsra (OB L 117,
5.5.2017 1., ctp. 176)."

Ynen 2

1. Koraro gbpXaBuTe WIEHKM peliaT fa IpPUIIAraT HamajeHaTa CTaBKa WIM [ [PENOCTaBsT OCBOOOXKIABAHETO, NMOCOUEHN B
wieH 1, B 33KOHOBUTE, [OI3AKOHOBUTE M AIMUHICTPATHBHMUTE Pasmopen6y, KOUTO ca IpueTH  OOHAPOMBAHM OT TSX M KOWUTO Ca
HEOOXOMMMA, 3d 1 ce CbOOPA3AT C HACTOSIATA OMPEKTIBA, Ce ChIbPKA [I030BABAHE HA HACTOSIATA IMPEKTHBA WM TO Ce M3BBPLIBA
Tpy OQMILMAITHOTO UM IyONMKYyBaHe. YCIOBIUSITA M PEIBT Ha [I030BABAHE Ce ONPEMENST OT AbPKABUTE UIICHKNL.

2. H"I:-p}KaBI/ITe YJICHKN C'b06II18.BaT Ha KoMucusTa TekcTa Ha OCHOBHUTE pa3nope11614 OT HAIIMOHAJTHOTO 3aKOHOMIATEIICTBO, KOUTO
TE IIpueMat B 06HaCTTa, YpelcHa € HacTos1IaTa OMPEKTVBA, B CPOK OT IBd MECeLd OT TAXHOTO IIpMEMaHe.
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Ynen 3

Hacrosiiara upexTiBa B13a B Cuila B JIeHs criell myonukysaseto it B Oduyuanen secmuur Ha Esponeiicrua ceros.
UYnen 4

AnpecaTy Ha HaCTOAIIATA TMPEKTUBA Ca HbPXKABUTE YIIEHKM.

Cncraseno B bprokcen Ha 7 gekemspu 2020 ropmna.

3a Cegema
IIpedcedamen
M. ROTH




	Директива (ЕС) 2020/2020 на Съвета от 7 декември 2020 година за изменение на Директива 2006/112/ЕО по отношение на временни мерки във връзка с данъка върху добавената стойност, приложим за ваксини срещу COVID-19 и медицински изделия за инвитро диагностика на COVID-19 в отговор на пандемията от COVID-19 

