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MpennoxeHuat lNpoekT Ha lNocTaHoBIeHNe Ha MUHUCTEPCKNSA CbBET 3a OTMEeHsHe Ha
MpaBuNHWKa 3a yCNoBUATa U peda 3a paboTa Ha LleHTpanHaTa KOMUCKSA MO €TUKA KbM
MWHNCTEPCKNA CHBET MO 3aKOHa 3a JIEKAPCTBEHUTE MPOAYKTU B XyMaHHaTa MeguLmHa e
N3roTBEH BbB Bpb3Ka C He06XoAMMOCTTa OT NpMBeXaaHe Ha NoA3aKoHOoBaTa
HopMaTuBHa ypenba B CbOTBETCTBME C N3BBLPLUEHMNTE NPOMEHMN B 3aKOHa 3a
NeKapCTBeHUTe NPoAYyKTU B XyMaHHaTa MmeauuunHa (3J1NMXM) n nsbsareaHe Ha
NPOTMBOPEYNBO ThbJIKyBaHe Ha NpaBHaTa ypeaba, ypexxaalwa NnpoBeXAaHeTo Ha
KJIMHUYHW U3MNNTBAHUS.

C npuemaHeTOo Ha 3aKoHa 3a JleKapCTBEHUTE NPOAYKTU B XyMaHHaTa MegumumnHa (o0bH.
OB, 6p. 84 oT 2018 r., B cuna ot 12.10.2018 r.) 655xa BbBeAeHN pa3nopeanbu, ¢ KOUTo ce
onTMMU3Mpaxa rnpoLecuTe No rnpoBexxnaHe Ha KJAUHUYHN N3NNTBaHNA U Cce Cb34an0Xa
ycnosus 3a npunaraHe Ha PernameHT (EC) Ne 536/2014 Ha EBponencknsa napsaaMeHT U Ha
CbBeTa oT 16 anpun 2014 rognHa OTHOCHO KJIMHUYHUTE U3NNTBAHNA Ha JIeKapCTBEHN
NPOAYKTM 3@ XyMaHHa ynoTtpeba, n 3a oTMmaHa Ha Oupektusa 2001/20/EO.

CbrnacHo npmnetute nameHeHusa B 3J1INMXM belwwe npeasnaeHo pa3pellaBaHeTo Ha
KJIMHWYHUTE U3NnUTBaHMA ga 6bae opraHusnpaHo B eaHa eUHCTBEHA aAMUHUCTPaTUBHA
npouenypa v ce 3aniallia efiHa Takca, KaTo N0 TO3M Ha4YMH Ce HamMmanu
aAMUHNCTPaTUBHaTa TeXXeCT B npoueca no paspellaBaHe Ha KJIMHNYHNUTE n3nuteaHusa. C
obHapogBaHMTeE NPOMEHN oTnagHa N 3a4bJ/IXKEeHNeTOo 3a sie4yebHUTe 3aBeeHns, B KOUTO
ce npoBexAaT KJAMHUYHU U3NNTBAaHUA, a Cb34aBaT eTUYHU KOMUCUMN.

B Ta3um Bpb3ka belle oTMeHeHa 1 pa3nopeabaTa Ha 4. 107 ot 3J1MXM, Bb3 OCHOBa Ha
KOSATO AencTBawe LleHTpanHaTa KOMUCUA N0 eTUKa KbM MUHNCTEPCKNS CbBET.
LleHTpasnHaTa KOMUCUS MO €TUKa KbM MUHUCTEPCKMSA CbBeT DYHKLMOHMpPaALLe KaTo
OopraH, KOMTO AaBallue CTaHOBMLLA NO AEOHTONOMMYHN N €TUYHN BbNpocn B obsiacTTa Ha



KINNHNYHNTE N3NnNTBaHMUA, B CJ1lyHanTe KOrato bewe ce3npaHa.

OTMsAHaTa Ha pa3nopenbaTa Ha 4. 107 ot 3JIMNXM 6ewe npensnaeHa C oTnaraTeseH
CPOK 1 BAM3alle B cunia 6 meceua cnef nybnnkyeaHe Ha cbobLieHneTo no 4. 82,
naparpad 3 ot PernameHT (EC) Ne 536/2014, 3a nocTuraHe Ha nbJHa PYHKLNOHANHOCT
Ha nopTanbT Ha EC n 6a3aTa gaHHM Ha EC 3@ KAMHUYHN N3NUTBAHNSA, KOETO KbM
HaCTOALLMA MOMEHT e (PaKT.

MpenBua ToBa U C ornefl n3barsaHe Ha NPOTMBOPEYUBO ThIIKYBaHE U C Lies crna3BaHe Ha
NPUHLIKMNG 3a NpaBHa CUTYPHOCT e Heobxoaumo MpaBuaHMKa 3a YC/I0BUATa U peda 3a
paboTa Ha LleHTpanHaTa KOMUCKS N0 eTUKa KbM MUHUCTEPCKNSA CbBET Mo 3akoHa 3a
JIEKAPCTBEHUTE NMPOAYKTU B XyMaHHaTa MeAnLnHa 1a 6bae OTMEeHeH.

Cnep v3BbpLUEH aHa/IN3 3a CbOTBETCTBME C MPABOTO Ha EBpoNencknsa cbo3 ce yCTaHOBY,
ye obuecTBEHNTE OTHOLWEHNS, NPeaMeT Ha NPoeKTa Ha NOCTaHOB/IEHME, He Ca
pernaMeHTMpaHn B eBPOMenNCKOTO 3akoHoaaTencTeo. Ypenbata Ha obuiecTBeHnTe
OTHOLUEeHNs, NpeaMeT Ha NpoeKkTa Ha Hapenba, e BbNPOC Ha HAaLMOHAJIHO PEeLUEHNE 1 e
OT KOMMNETEHTHOCTTa Ha OTAEe/IHUTE Obp>KaBU-4NeHKN. ToBa Npon3TnUYa oT
pa3nopenbaTta Ha 4n. 168, nap. 7 oT [Jorosopa 3a hyHKUMOHMPaHe Ha EBponenckus
Cbl03, KOATO NpeaBmxaa N3KJIYNTENIHa KOMMNETEHTHOCT Ha Abp)XaBUTe-4EeHKMN Mo
onpenesnsaHe Ha 3QpaBHaTa UM NOJINTUKA U OPraHN3NPaHETO N NPeaoCTaBAHETO Ha
30paBHU yCAYr U MeANLUHCKN FPUXKMN.

MpennoXXeHNAT NPOEKT Ha akKT HAMa Aa OKake (PMHaHCOBO Bb3AENCTBME BLPXY
Obp>xaBHUA BloaXxXeT.

MpoBeneHo e Nybany4HO 06CbXKAaHe Ha NpoeKTa Ha NOCTaHOBAEHNE HA OCHOBaHME Y.
26, an. 3 oT 3aKOHa 3a HOPMATUBHUTE aKToBe. [POeKTBLT e CbriacyBaH u
Me>XXOyBeO4OMCTBEHO B CbOTBETCTBME C 4. 32, ajl. 1 OT YCTPONCTBEHNSA NMPaBUHUK Ha
MWHNCTEPCKUA CHBET M Ha HeroBaTa agMUHUCTpPaLUS.

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

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYUMA

MuUHUCTEpPCTBO Ha 34paBeona3sBaHeTo
Apnpec: Cogpusa, Codumsa, nn. Ceeta Hepgena Ne 5
EnekTpoHHa nowa: press@mh.government.bg

HauuHu Ha npepocTaBsAHE Ha NPenJIoOKeHUs U CTaHOBULLA

e [MopTana 3a obwecTBeHN KOHCYNTaunm (M3NCKBa Ce perucTpaums 4ypes uMmenn);
e EnleKTpoHHa noLa Ha NOCoYeHUTe afpecuy;



e CnctemaTa 3a CUIypHO eN1IeKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (n3nckea ce
KBaMpuumpaH esniekTpoHeH nognuc nan MUK Ha HOW);
e OhmumranHua agpec 3a KOpecnoHAeHUVA.

JOKyMeHTH

MakeT OCHOBHM AOKYMEHTMU:

MpoeKT Ha [NocTaHoBNeHUe Ha MNHNCTEPCKUSA CbBET 3a OTMeHsiHe Ha [lpaBuiiHMKa 3a
yC/I0BUSATa U pefa 3a paboTa Ha LleHTpasHaTa KOMUCUA N0 eTUKa KbM MUHNCTEPCKUSA
CbBET N0 3aKOHAa 3a JIEKAPCTBEHUTE MPOAYKTU B XYMaHHaTa MeaunLmHa - Bep. 1.0 |
10.03.2023

Joknag Ha MUHUCTBbPA Ha 3apaBeona3BaHeTo - Bep. 1.0 | 10.03.2023

YacTun4Ha oLleHKa Ha Bb3aencrtemeTo - Bep. 1.0 ] 10.03.2023

CTaHoBULIE Ha Anpekumns ,MoaepHu3aumsa Ha agMUHUCTPaunaTa” - sep. 1.0 [ 10.03.2023

CnpaBKa 3a O0Tpa3siBaHe Ha NpeaJIoXXKEeHUSATa U CTaHoBMLWATa - Bep. 1.0 | 19.04.2023

KoucynTau,uoueH AOKYMEHT:

CnpaBka cTaHOBMLUA:

KomMmeHTapm

UcTopus

Hayano Ha obwecTBeHaTa KOHcynTauusa - 10.03.2023
MpuknioyBaHe Ha KOHcynTauusaTa - 09.04.2023
CnpaBkKa 3a nosly4yeHuTe npegsioxeHus - 19.04.2023

CnpaBKa 3a oTpa3siBaHe Ha NpealioKeHUsaTa U CTaHOBULAaTa

OKOHu4YaTeJIeH aKT Ha MuHucrepckma cbBeT
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