MpoekT Ha Hapepba 3a usmeHeHme u ponbJsiHeHue Ha Hapenb6a Ne 28
oT 2008 r. 3a YCTPOMUCTBOTO, peAa U opraHusaumaTa Ha paboTtaTa Ha
anTeKuTe U HOMeHKJlaTypaTa Ha JieKapCTBeHUTEe NPOoAYKTH

NHdopmauus

OTkpuBaHe / MpukniwoysaHe: 14.10.2020r.-12.11.2020 r. HeakTMBHa
HoMmep Ha KoHcynTaumsa: #5468-K
OO6nacT Ha nosnMTUKa: 34paBeonasBaHe

Tun KOHCynTauua: ---

MpuynHUTE, KONUTO HaNaraT NpPMeMaHeTo Ha NpeasioXKeHUTe U3MEeHEeHNA N JOoNbJIHEeHUS
Ca CBbp3aHW OT efiHa CTpaHa C Bb3HUKHanN npobnem npu cHabasBaHeTOo Ha nevyebHuTe
3aBefleHNs, KOUTO HAMAT pa3kpuTa anTeka 3a 3a40BoJIsBaHe Ha COOCTBEHUTE HYXXAWN C
JleKapCTBEHN NPOAYKTU, KOUTO CbAbpXKaT HAPKOTUYHN BewecTBa. 3aTPyaHEHMETO
npomM3Tu4a OT NOCTAaBEHOTO B Y. 55 0T 3aKOHa 3a KOHTPOJ1 BbPXY HAPKOTUYHUTE
BewecTBa 1 npekypcopute (3KHBIT) nanckeaHe, cCbrnacHoO KOETO NMpaBo Aa 3aKynyBaT n
CbXpaHaBaT HAPKOTUYHU BeLleCTBa U Aa OTNYCKAT JIeKapCTBEHN NPOAYKTU, CbObpXKaLLK
HaApPKOTUYHM BewecTBa, MMaT caMo JuuaTa, NoNy4Yunam nuueHsna no pena Ha 3KHBI. B
TO3M CMUCBH Ha NnevyebHMTe 3aBefeHUs, KOUTO He NpuTexasaT cobCcTBeHa anTeka He
MoraT Ja 3aKyrnyBsaT NoCoOYeHUTEe JIeKapCTBEHUN NPOLYKTU, CbOTBETHO He MoraT Aa
OboaT n3gaBaHM NbPBUYHU CHETOBOAHU LOKYMEHTU NPU N3BBbPLUBAHETO Ha CbOTBETHaTa
CcTonaHcKa onepaunsa. OT gpyra cTpaHa npoeKkTa ce NpuBeXKaa B CbOTBETCTBUE C
BJIe3/INTE B CUJ1a U3SMEHEHUNA B 3aKOHa 3a CbCJIOBHUTE OpraHM3aunum Ha MeguumnHCKuTe
CecTpu, aKyLLlepKMTe U acoummpaHmTe MeguUNHCKK CNeunannucTun, Ha 3bboTexHnunTe n
Ha NMOMOLHWK-(hapMaueBTuTe, obHapoaBaHu B Jbp>xaBeH BeCTHUK, 6p. 91 oT 2018 r.,
Kacaelwln pernameHTUpaHeTo Ha AeNHOCTTa Ha CbCJI0OBHATa OpraHm3aums Ha NOMOLLHUK-
hapMaueBTUTe. U3BBpLUBA CE TEXHMYECKO NpeunsnpaHe Ha perjlaMeHTupaHuTe B
HapenbaTa NPOAYKTU, MMALLM MPAKO OTHOLWEHME KbM 34paBeTo Ha YOBEKa, KOUTO ce
npepnaraT B anTekuTe. MIaMeHeHneTOo Kacae rpynute buouman, KONTo ce npeanaratT B
anTeknTe n e cbobpaseHo ¢ PernameHT (EC) Ne 528/2012 Ha EBponenckus napjiaMeHT 1
Ha CbBeTa oT 22 Man 2012 rogmnHa OTHOCHO NpeaoCTaBAHETO Ha Na3apa u ynotpebaTa
Ha 6uouwnan (OB L 167, 27.06.2012 r.). Ha cneaBawio MACTO Ce aKTyanm3ampa CNMCbKbT C
JleKapCTBEHN NPOAYKTU, KOUTO Ce oTnycKaT 6e3 fiekapcko npejnucaHne, KouTo MoraTt
ha ce npojasaT 4ype3 aBToMaTU. CMNCHKBT HE e aKTyasin3npaH OT CaMOTO My Cb3[aBaHe
npe3 2008 r. n eTo 3awo0 ce obycnaBa HeobXxoaAMMOCT OT HeroeoTo obHoBsiIBaHe. B
OONbJIHEHME Ce U3BBPLUBA U MNPaBHO-TEXHUYECKO npeumnsnpaHe Ha gencreawiaTa
HopMaTuMBHa ypenba.

AJZipec 3a u3npallaHe Ha CTaHoBMLLA U npeanoxeHus: mbotusharov@mh.government.bg



mailto:mbotusharov@mh.government.bg

HauuHu Ha npepocTaBsAHe Ha NpensiodkKeHUust U CTaHOBULLLA

MopTana 3a 06LWECTBEHN KOHCYATaUUKM (U3NCKBaA Ce perncTpaumsa 4ypes nMmenn);
EnekTpoOHHa noLlla Ha NoCoYeHUTE agpecy;

CnctemaTa 3a CUrypHo enieKTpoHHO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmduumpaH enektpoHeH noanuc nam NMNNUK Ha HOW);

OdmumanHua agpec 3a KoOpecnoHaeHUns.

JLOKYyMeHTH

MakeT OCHOBHU OOKYMEHTM:

CnpaBKa 3a OoTpa3sBaHe Ha NpeasiodXeHUsTa N CTaHoBuwaTa - Bep. 1.0 22.12.2020

MoTumBm - Bep. 1.0 13.10.2020

MpoekT Ha Hapenba 3a nusmeHeHne 1 gonbHeHne Ha Hapenba Ne 28 o1 2008 r. 3a
YCTPOMNCTBOTO, pea 1 opraHusaumnsaTa Ha paboTaTa Ha aNTEKMTE M HOMEHKJ/1aTypaTa Ha

NIeKapCTBeHNTE NpoayKTu - Bep. 1.0 | 13.10.2020

KoHcynTauMOHEeH OOKYMEeHT:

CnpaBkKa cTaHOBMLUA:

KomeHTapu

UcTopus

Hauyano Ha obuwiecTBeHaTa KOHcynTauus - 14.10.2020
MpuknoyBaHe Ha KOHcynTauuaTa - 12.11.2020
CnpaBKa 3a NoJiy4yeHuTe NpensioXKeHusn

CnpaBka nnn cbobuieHne.

OKOHuYaTesNieH akKT Ha MuHMcTepckusa cbBeT
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