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MpoekT Ha PewweHne Ha MUHUCTEpPCKMUA CbBET 3a opo0OpsABaHe Ha
NPOEeKT Ha 3aKOH 3a AoNbJIHEHMEe Ha 3aKOHa 3a JleKapCTBeHuTe
NPOAYKTU B XyMaHHaTa MeaAuLUMHa

BUXX Ha CalTa

UHdpopmauuns

OTkpuBaHe / MpuknwouyBaHe: 23.09.2021 r. - 23.10.2021 r. HeakTunBHa
HomMmep Ha KoHcynTauua: #6302-K

O6nacTt Ha nonuTUKa: 3apaBeonasBaHe

Tvn KoHcynTauma: AKT Ha MUHUCTEPCKUA CbBET

BHocuTten: MuHWCTEPCTBO Ha 34paBeona3BaHeTo

Tun BHOCcuTen: HauMOHANHO

MpennoXXeHUaT NPOEeKT e U3roTBeH BbB BPpb3Ka C HEOBX0AMMOCTTa OT NpeoosigsBaHe Ha
noco4yeHaTa 3abpaHa 3a 3annawaHe ¢ NybanyYHU cpeacTBa Ha IeKapCTBEHU NPOAYKTH,
npunarann off-label, nopagn MHOXXeCcTBO NOCTBLNUAN XXanbu N CUrHaNM OT NALUNEHTU N
TEeXHW opraHm3aumm, KonTo nocoysaT nonsmte ot off-label ynoTpebaTa Ha nekapcTBeHwM
NPOAYKTU MPU HAKOM aBTOUMYHHMW 3abonaBaHns. T KaTo Te3n NeKapCTBEHU NPOAYKTU
Ca C BMCOKa CTOMHOCT, TO 3a NMauneHTUTe € U3KJIIYUTESTHO 3aTPYAHEH AOCTbMbT A0 TAX,
WMEHHO nopaan hMHaHCOBM NpUYMHN. B Ta3m Bpb3Ka ce npepnara ga 6vae cb3ganeHo
n3k4YeHue oT 3abpaHaTa 3a S1IeKapCTBEeHW NPOAYKTU, MNOJIyHYeHU OT YoBeLIKa KPbB UIn
yoBellKa nsia3Ma - UMyHOra106ynmHm, 3annaliaHn n3sbH obxBaTa Ha 3a4bJIXKUTENHOTO
30paBHO ocuUrypsiBaHe 1 rnpuaaraHn n3BbH YCJI0BMATA Ha pa3pelleHneTo 3a ynotpeba 3a
Nle4yeHme Ha HAKOU aBTOUMYHHM 3abonsaBaHusa. CbL0 Taka C NpoekKTa ce npeaBmXaa
ycnoBuaTa 1 pefa 3a 3arviallaHeTo Ha TakMBa JIeKapCTBEHU NPOAYKTU A ce onpenenar
c HapepnbaTa no 4n. 82, an. 1, T. 8 oT 3aKkoHa 3a 3a4paBeTo. 3abonsBaHe, Npu KOETO
nMyHornobynunHmn ce npunarat off-label e cuctemMHnAaT nynyc eputematonec, Nnpn KONTO
HAMA yCneLwHo sle4eHne € TPagnLMOHHO N3MOJI3BaHNTE JIeKapCTBEHN NPOOYKTU.

AQpec 3a n3npallaHe Ha CTaHOBMLA 1 NpeanoxeHns: mbotusharov@mh.government.bg

OTroBOpHa MHCTUTYLUA


https://www.strategy.bg/bg/public-consultations/6302

OTroBopHa MHCTUTYUMNA

MuUHUCTEpPCTBO Ha 3ApaBeona3sBaHeTo
Apnpec: Cogusa, Codumsa, nn. Ceeta Hepena Ne 5
EnekTpoHHa nowa: press@mh.government.bg

HauyuvHm Ha npeapoctaBsHe Ha nNpeanno>XXeHua M CTaHoBULLLA

MNMopTana 3a obLLeCcTBEHN KOHCYNTaunmn (M3NCKBa ce perncTpaumnsa 4ypes nmenn);
EnekTpoHHa rnollia Ha NocoYeHUTe agpecu;

CunctemaTa 3a cUrypHo enekTpoHHo Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBasnduumnpaH enekTpoHeH nognuc nnum NMK Ha HOW);

OdunumnanHua agpec 3a KopecrnoHaeHUns.

JOKYyMeHTH

MakeT OCHOBHM AOKYMEHTMU:

MpoekT Ha PewieHne Ha MMHUCTEPCKNSA CbBET 3a 0400psABaHE Ha MPOEKT Ha 3aKoH 3a
OONbJIHEHNE Ha 3aKOHAa 3a JIEKAapCTBEHUTE NPOAYKTU B XyMaHHaTa MeauuuHa - sep. 1.0

[ 23.09.2021

MpoeKT Ha 3aKOoH 3a JonbJ/IHEHNE Ha 3aKOHAa 3a JIeKapCTBEHUTE NPOAYKTU B XYMaHHAaTa
MeauumHa - Bep. 1.0 ] 23.09.2021

Joknaa Ha MMHUCTBbPa Ha 34paBeona3BaHeTo - Bep. 1.0 | 23.09.2021

MoTumeu - Bep. 1.0 | 23.09.2021

YacTun4YHa OLleHKa Ha Bb3aenctemeTo - Bep. 1.0 | 23.09.2021

CTaHoBULIE Ha anpekums ,MoaepHu3aumsa Ha agMUHNCTPaumaTa” - sep. 1.0 | 23.09.2021

KoHcynTauuoHeH AOKYMEHT:

CnpaBka cTaHOBMLUA:

KomMmeHTapm

UcTopms
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Hauyano Ha obwecTBeHaTa KOHcyaTauusa - 23.09.2021
MpuknoyBaHe Ha KOHcynTauuaTa - 23.10.2021
CnpaBKa 3a noJiy4yeHuTe npensioXXeHus

CnpaBka nnu cbobuieHune.

OKOH4YaTeJNIeH aKT Ha MMHUCTEpPCKUA CbBeT



