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MpuynHUTE, KONTO HanNaraT NpPMeMaHeTo Ha NpeasioXKeHUTe U3MEeHEeHNA N JOoNbJIHEHUS
Ca CBbp3aHW OT efHa CTpaHa C Bb3HMKHaN npobnem npu cHabasasaHeTo Ha nevyebHuTe
3aBefeHNs, KOUTO HAMAT pa3KpuTa anTeka 3a 3a40BOJIiBaHe Ha COBCTBEHUTE HYXXAN C
NeKapcTBeHU NMPOAYKTU, KOUTO CbAbPXKaT HAPKOTUYHN BellecTBa. 3aTpyAHEeHMeTo
npomM3Tu4a OT NOCTaBEHOTO B 4J1. 55 0T 3aKOHa 3a KOHTPOJ1 BbPXY HAPKOTUYHUTE
BewlecTBa 1 npekypcopute (3KHBIT) nanckeaHe, CbriacHoO KOETO NMpaBo Aa 3aKynyBaT U
CbXpaHABaAT HAPKOTUYHU BeLleCTBa U Aa OTNYCKAT JIeKapCTBEHN NPOAYKTU, CbObpXKaLlLK
HaApPKOTUYHM BelwecTBa, MMaT caMo JinuaTa, Nony4Yunm nnueH3na no pega Ha 3KHBIM. B
TO3M CMUCH Ha NevyebHNTe 3aBefeHnNs, KOUTO He NpuTe)xaBaT cobCcTBeHa anTeka He
MoraT [a 3aKyrnyBsaT NoCOYeHUTE JIeKapCTBEHWN NPOAYKTU, CbOTBETHO He MoraT Aa
6bOaT n3gaBaHU NbPBUYHU CHETOBOAHM AOKYMEHTU NPU U3BBbPLUBAHETO Ha CbOTBETHATa
CcTonaHcKa onepaunsa. OT apyra cTpaHa rnpoekTa ce NpuBeXaa B CbOTBETCTBUE C
BN€3/INTE B CUJ1a U3MEHEeHMs B 3aKOHa 3@ CbCJIOBHUTE OpraHn3aumn Ha MeaAnuNHCKNTe
CecTpu, aKyLlepKnTe N acoUuNNpPaHNTE MEONLIMHCKM CNeumnanncTu, Ha 3bboTexHnunTe u
Ha NMOMOLHUK-(hapMaLeBTuTe, obHapoaBaHn B bp>xaBeH BeCTHUK, 6p. 91 o1 2018 r.,
Kacaelwln pernameHTUpaHeTo Ha AeNHOCTTa Ha CbCJIOBHATa OpraHm3aums Ha NOMOLLHUK-
hapMaueBTUTe. N3BBbpLUBA C& TEXHMYECKO NpeumnsmpaHe Ha perjlaMmeHTupaHuTe B
HapenbaTa NPOAYKTU, MMALLM MPAKO OTHOLWEHME KbM 34paBeTo Ha YOBEKa, KOUTO ce
npeanaraT B anTekuTe. MI3meHeHMeTO Kacae rpynute buoungn, KomTo ce npegnaratT B
anTeknTe n e cbobpaseHo ¢ PernameHT (EC) Ne 528/2012 Ha EBponenckns napjiaMeHT 1


https://www.strategy.bg/bg/public-consultations/5468

Ha CbBeTa oT 22 Main 2012 rogmHa OTHOCHO NpeAoCTaBsAHETO Ha Na3apa u ynotpebaTa
Ha 6mouwnan (OB L 167, 27.06.2012 r.). Ha cnefBawio MACTO Ce akKTyanm3ampa CNMCbKbT C
JleKapCTBEeHN NPOAYKTU, KOUTO Ce oTrnycKaT 6e3 fiekapcko npejnucaHne, KouTo MmoraTt
ha ce npofasat 4ype3 aBToMaTU. CNUCHLKDBT HE € aKTyaJIM3npaH oT CaMOTO My Cb3faBaHe
npe3 2008 r. n eTo 3awo0 ce obycnaBa HeobXxoaAMMOCT OT HeroeoTo obHoBsiBaHe. B
OONbJIHEHME Ce U3BBbPLUBA U MNPaBHO-TEXHMUYECKO npeunsnpaHe Ha gencreawiaTa
HopMaTuBHa ypepnba.
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