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NMpoekT Ha NocTaHoBNeHue Ha MUHUCTepPCKUA CbBeT 3a OTME@HAHe Ha
MpaBunHuKa 3a ycnoBUATa M pena 3a paborta Ha LLeHTpanHaTa
KOMMCHUA NO eTUKa KbM MUHUCTEpCKUA cbBEeT No 3aKOoHa 3a
NeKapcTBeHUTe NPOoAYKTU B XyMaHHaTa MeAMUMHa

JIMNHK KbM KOHCYJITaLUATa

Nudcdopmauun

OTkpuBaHe / NMpukniouyBaHe: 10.03.2023 r. - 09.04.2023 r. HeakTuBHa
HomMmep Ha KoHcynTauua: #7419-K

OOGnacT Ha nonuTukKa: ApxuB - 3apaBeonasBaHe

Tun KoHcynTaumsa: AKT Ha MUHUCTepckus cbBeT

BHocuTten: MuHWCTEpPCTBO Ha 34paBeona3BaHeTo

Twun BHOCMTEeN: HauWMOHaNHO

MpenonoxeHuaT MNpoekT Ha lNocTaHoB/IeHNE HA MUHUCTEPCKNA CbBET 3a OTMEeHAHE Ha
MpaBunHWKa 3a ycnoBuATa 1 pela 3a paboTta Ha LleHTpanHaTa KOMUCUSA MO €TUKa KbM
MWHNCTEPCKUA CbBET MO 3aKOHA 3a JIeKapCTBEHUTE NMPOAYKTMN B XyMaHHaTa MeguumnHa e
N3roTBEH BbB BPb3Ka C HeobXxoaMMOCTTa OT NpmBeXXAaHe Ha NoA3akoHoBaTa HOPMaTUBHA
ypenba B CbOTBETCTBME C U3BBPLUEHNTE MPOMEHN B 3aKOHa 3a JIEKApCTBEHUTE NPOAYKTU B
XyMaHHaTa MeguumnHa (3JINXM) n nsbsarsaHe Ha NPOTMBOPEYNBO ThJIKyBaHe Ha NpaBHaTa
ypenba, ypexgallia NnpoBexX4aHETO Ha KANHUYHU N3NMUTBaHUSA.

C nprveMaHeTo Ha 3aKOHa 3a JIEKapCTBEHUTE NMPOAYKTUN B XyMaHHaTa MeanumnHa (o6H. 1B,
6p. 84 o1 2018 r., B cnna ot 12.10.2018 r.) 6gxa BbBeaAeHn pasnopeabu, c KOUToO ce
onTUMM3Mpaxa NpPoLecmnTe No NPoBeXX4aHe Ha KIUHUYHU U3NUTBAHMA N Ce Cb3Aaaoxa
ycnoBusa 3a npunaaraHe Ha PernameHT (EC) Ne 536/2014 Ha EBponenckus napjaMeHT M Ha
CobBeTa o1 16 anpun 2014 rognHa OTHOCHO KJIMHUYHUTE U3NNTBAHMNA Ha JIeKapCTBEHN
NPoAyKTW 3a XyMaHHa ynoTtpeba, n 3a oTMsaHa Ha Aupektmea 2001/20/EO.

CbrnacHo npuetuTe nameHeHus B 3JIMXM bele npeaBnaeHo pa3pellaBaHeTo Ha
KJIMHUYHUTE N3NUTBaHMA Oa 6bae opraHM3nMpaHo B eaHa eQUHCTBEHa aAMUHUCTPaTUBHA
rnpouenypa v ce 3ansawla efHa Takca, KaTo Mo To3M HauyuH ce HaMmanum
aAMNHUCTPaTUBHATa TEXXECT B NpoLueca no paspellaBaHe Ha KJAUMHNYHUTE n3nuteaHuA. C
obHapoABaHMTE NPOMEHM OTNaAHa 1 3a4b/IKEHNETO 3a fie4ebHnTe 3aBeeHns, B KOUTO ce


https://strategy.bg/index.php/bg/public-consultations/7419

npoeeXxagat KJIMHNYHN U3NUTBaHWA, Aa Cb3AaBaT €TU4YHUN KOMUCUN.

B Ta3un Bpb3Ka belwe oTMeHeHa 1 pa3nopeabaTta Ha 4n. 107 ot 3JIMXM, Bb3 OCHOBa Ha
KOATO fgencTBalle LleHTpanHaTa KOMUCKSA NO eTUKa KbM MUHUCTEPCKUA CHBET.
LleHTpanHaTa KOMUCUA MO eTUKa KbM MUHUCTEPCKNA CbBET PYHKLMOHMpPALLE KAaTO OpraH,
KOMNTO AaBalle CTaHOBMLLA MO AEOHTONOMMYHN N €TUYHN BbNpocK B obnacTTa Ha
KJIMHWYHUTE U3NUTBaAHUSA, B ClydanTe KoraTo bewe ce3npaHa.

OTMsaHaTa Ha pa3nopenbaTta Ha 4a. 107 o1 3JIMXM b6ewe npeaBuaeHa C oTaaraTesieH CPoK
1 BAM3alle B cuna 6 meceua cnepn nybamkyBaHe Ha cbobuieHmneTo no 4n. 82, naparpad 3
oT PernameHT (EC) Ne 536/2014, 3a noCTUraHe Ha MbJiHa PYHKLMOHANHOCT Ha MopTanabT
Ha EC n 6a3aTa gaHHu Ha EC 3a KNIMHNYHU U3NNTBAHUSA, KOETO KbM HaCTOALLNSA MOMEHT e
hakT.

MpeaBua ToBa W C ornefd usbsireaHe Ha NMPOTUBOPEYNBO ThJIKYBAHE U C LIE/ Cra3BaHe Ha
NPUHLMMA 3a NpaBHa CUI'YPHOCT e Heobxoanmo MNpaBuUIHMKA 3a YyCI0BMATa U peda 3a
paboTa Ha LleHTpasHaTa KOMUCKS MO eTUKA KbM MUHUCTEPCKUS CbBET Mo 3aKOoHa 3a
JlIeKapCTBEHMTE NPOAYKTU B XyMaHHaTa MeauumMHa aa 6bae oTMeHeH.

Cnep n3BbpLIEH aHaM3 3a CbOTBETCTBME C NMPaBOTO Ha EBponenckns Ccbio3 ce yCTaHOBMN,
Yye obLLecTBEHUTE OTHOLWLEHUS, NpeaMeT Ha NPoeKTa Ha NoCTaHOBJIeHNe, He ca
persnaMeHTUpPaHM B eBPOMNenCcKoTO 3aKoHoAaTeNcTeo. YpenbaTta Ha obwecTBeHnTe
OTHOLLEeHNA, NpegMeT Ha NpoekTa Ha Hapenba, e BbMNPOC Ha HaLUMOHAJIHO peLleHne n e oT
KOMMEeTEHTHOCTTa Ha OTAe/HUTe Abp)KaBu-41eHKN. ToBa npon3Tuya oT pa3nopenbaTta Ha
4ysn. 168, nap. 7 ot [loroBopa 3a pyHKLMOHUPaHe Ha EBpONenckus cbio3, KOATO Npensmxna
V3Klo4YUTESIHa KOMMETEHTHOCT Ha AbPXXaBUTe-4JIeHKU Mo onpeaesaHe Ha 34paBHaTa UM
MOJINTUKA U OPraHNU3npPaHEeTo N NpeaoCTaBAHETO Ha 34PaBHN YCIyryv N MeAULMHCKU
rPVXKN.

MpennoXXeHNAT NPOEeKT Ha aKT HAMa Aa OKa)ke (OYMHAHCOBO Bb3AENCTBME BbPXY
ObpXXaBHUS BloaXeT.

MpoBeneHo e nyban4Ho obcb>xaaHe Ha NMPOeKTa Ha NOCTaHOBJIEHNE Ha OCHOBAHME Y. 26,
an. 3 oT 3aKOHa 3a HOPMaTUBHUTE akToBe. [IPOEKTBLT e CbrjlacyBaH U MeXXAyBeJOMCTBEHO
B CbOTBETCTBME C 4. 32, an. 1 oT YCTPONCTBEHUSA NPAaBUIHNK Ha MUHUCTEPCKNA CbBET n
Ha HerosaTa agMUHUCTpPaLMS.

Appec 3a u3npalliaHe Ha CTaHOBMWaA U nNpedsoxxeHnsa: mbotusharov@mh.government.bg

OTroBOpHa UHCTUTYLUA

OTroBoOpHa UMHCTUTYLUA

MuHUCTEpPCTBO Ha 34paBeona3BaHeTo
Apnpec: Codusa, Copusa, nn. Ceeta Hepensa Ne 5
EnekTpoHHa nowa: press@mh.government.bg



HauyuHm Ha npeapoctaBsasHe Ha nNpeano>XeHua U CTaHoOBULLLA

MNMopTana 3a obLLEeCTBEHN KOHCYNTaUUK (U3NCKBa Ce perncTpaunsa 4pes nmemnn);
EnekTpoHHa noulia Ha Noco4YeHUTe agpecy;

CnctemMaTa 3a CMIypHO efieKTPoHHO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBanupuunpaH enekTpoHeH noanuc nau NMMK Ha HOWN);

OdnumnanHna agpec 3a KopecrnoHOeHUuns.

JOKYyMeHTH

MakeT OCHOBHMU AOKYMEHTHU:

MpoeKT Ha lMocTaHoBMeHNE Ha MNHUCTEPCKNS CbBET 3a OTMEHSAHEe Ha lMpaBuiHKKa 3a
yCNIOBUATa 1 peda 3a paboTa Ha LleHTpasHaTa KOMUCKUS N0 eTUKa KbM MUHUCTEPCKUS
CbBET MO 3aKOHa 3a JIEKAPCTBEHUTE MPOAYKTM B XyMaHHaTa MedunumHa - sep. 1.0 |
10.03.2023

JNoknag Ha MUMHUCTBbPa Ha 3a4paBeona3BaHeTo - Bep. 1.0 ] 10.03.2023

YacTunyHa oueHKa Ha Bb3genctemeTo - Bep. 1.0 ] 10.03.2023

CTaHoBULLE Ha anpekuuns ,MoaoepHM3aUnsa Ha agMnHUCTpaumaTa” - sep. 1.0 | 10.03.2023

CnpaBKa 3a 0Tpa3siBaHe Ha NpenIoXKeHUsATa U CTaHoBULIATa - Bep. 1.0 [ 19.04.2023

KOHcynTaLI,VIOHEH AOKYMEHT:

CnpaBkKa CTaHOBMLUA:

KomeHTapm

UcTopus

Hauvano Ha obwiecTBeHaTa KOHcynTauusa - 10.03.2023
MpuknioyBaHe Ha KOHcynTauuaTa - 09.04.2023
CnpaBka 3a nosny4yeHuTe npepnoXxenuus - 19.04.2023

CnpaBKa 3a OoTpa3siBaHe Ha NpenJioKeHNAaTa U CTaHOBULLAaTa

OKOH4aTeJiIeH akKT Ha MuHucTepckusa cbBeT
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