3aKOH 3a U3MeHeHUe U aonbJiIHeHue Ha 3aKOHa 3a JiIieKapCTBeHuTe
NMPOAYKTU B XyMaHHaTa MeéaMMLMHa

UHdopmaunsa

OTkpuBaHe / MpukniwouBaHe: 19.10.2016r.-02.11.2016 r. HeakTuBHa
HomMmep Ha KOHcynTauua: #2263-K

O6nacTt Ha nonuTUKa: 3apaBeonasBaHe

Tvn KoHcynTaumsa: 3aKkoH

BHocuTen: MuUHUCTEPCTBO Ha 34paBeorna3BaHeTo

Tuvun BHOCMTEeNn: HauUMOHANHO

C npoekTa Ha 3aKoH 3a U3MeHeHne N oNbJ/IHEHME Ha 3aKOHa 3a JIEKapCTBEHUTE
NPOAYKTM B XyMaHHaTa MeguumHa ce npegnaraT npoOMeHu B CsieAHUTE OCHOBHN HaCOKMU:

- Cb3/[aBaHe Ha HauuroHaHa anTe4yHa KapTa U Ha NpeAnocTaBKu 3a nogobpsieaHe Ha
JIOCTbMNa Ha rpakgaHUTe A0 anTeKn 3a OCUrypsBaHe Ha JIEKApPCTBEHW NPOAYKTH;

- pernaMeHTMpaHe Ha MepKu 3a HabnaeHne Ha IeKapCTBEHU MPOAYKTU 1 3a
orpaHn4yaBaHe Ha U3HOCA MM Npu HeEOBXOANMOCT;

- ONTUMM3MPAHE Ha AENHOCTTa Mo NpoBeXAaHe Ha KJIMHUYHN U3NNTBAHUA U Cb34aBaHe
Ha ycnoBuA 3a npuaaraHe Ha PernameHT (EC) Ne 536/2014 Ha EBponenckus napjiamMeHT 1
Ha CbBeTa OTHOCHO KJIMHUYHUTE U3NMUTBAHMSA Ha JIEKApPCTBEHN NPOAYKTU 3a XyMaHHa
ynoTtpeba, n 3a oTMsaHa Ha AunpekTmBa 2001/20/EO (OB L 158/2014) (PernameHT (EC) Ne
536/2014);

- Cb3AaBaHE Ha Bb3MOXHOCTU 3a OCUTYypsABaHE Ha NEKapCTBEHUN MPOAYKTW NMpwn nurca
nin HegoCcTur Ha TakMBa Ha 6'b)'|rapCKVIFI Nna3ap, KakKTo 1 3a 3arJialllaHe C I'Iy6J'II/I‘-IHVI
cpencTtBa Ha 1eKapCTBeEHWU NPOAYKTU, KONTO Ca N3KJTIOYEHW OT Mo3nTnBHUA neKapcrteeH
CMNNCBK N HAMAT aJZITepHaTMBa 3a JiedeHne C gpyr JleKapCTtBeH NpoaykKT,

- Cb34daBaHe Ha Bb3MOXXHOCT 3a NnpwuJaraHe Ha J1eKapCTBeH NPOAYKTWUN 3a NOKa3aHWNA
M3BbH 01106peH|/|Te TaKnBa.

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLUA

MuHuCcTepcTBO Ha 34 paBeona3BaHeTo
Appec: Codusa, Codusa, nn. Ceeta Hepena Ne 5
EnekTpoHHa nowa: press@mh.government.bg



HauuHM Ha npepocTaBsHe Ha NPenJZio>KeHUs U CTaHOBULLA

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:

33aKOH 33 U3MEeHEeHNe N AoNbJIHEHNE Ha 3aKOHa 3a JIeKapCTBEHUTE NPOAYKTU B
XYMaHHaTa MegunuuHa - sep. 1.0 19.10.2016
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MpoeKT Ha pelwieHne Ha MNHUCTepPCKUAT cbBeT - Bep. 1.0 19.10.2016

CtaHoBMUle Ha AMepUKaHCKaTa TbProsBcka KaMapa B bbarapus, nojy4YeHo No en. nouwa
(02 HoemBpKn 2016 r.) - Bep. 1.0 ] 03.11.2016

KoHCcynTauuoHeH AOKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

KomeHTapwu (pdf)

KomeHTapwm (csv)

ABTop: lBa Nasnosa (02.11.2016 15:03)
CtaHoBuUe Ha AMepnKaHCKa Tbproecka Kamapa B bbvarapua otHocHo 3U[ Ha 3JIMTXM

CTaHoBUWETO Ha AMEepMKaHCKaTa TbproBCKa KaMapa B bbarapusa oTHOCHO 3aKOH 3a
N3MEHEeHMe N gonbJiIHEHME Ha 3aKOHa 3a JlIeKapCTBEeHUTe NPoAYyKTU B XyMaHHaTa
MeguumHa (3J1MXM) e OCTbNHO Ha CNegHns JINHK:
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http://amcham.bg/2016/11/02/amcham-statement-draft-act-amendment-supplement-
draft-act-medicinal-products-human-medicine-amphm/

UcTopms

Hauyano Ha obuwiecTBeHaTa KOHcynTauua - 19.10.2016
MpuknwoyBaHe Ha KOHcynTauuaTa - 02.11.2016
CnpaBKa 3a noJliyyeHuTe npeasioXXeHus

CnpaBka nnum cboblieHune.

OKOHuYaTeJiIeH akKT Ha MuHucTepckusa cbBeT
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