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MpoekT Ha Hapepnba 3a nsMmeHeHue un ponbJsiHeHue Ha Hapepnba Ne 28
oT 2008 r. 3a YCTPOMUCTBOTO, peAa U opraHusauuaTa Ha paboTtaTa Ha
anTeKuTe U HOMeHKJlaTypaTa Ha JiIeKapCTBEHUTE NPOAYKTH

JIMNHK KbM KOHCYJITaLlUATa

NHdopmauus

OTkpuBaHe / Mpuknio4yBaHe: 28.06.2022 r.-12.07.2022 r. HeakTunBHa
HomMep Ha KoHcynTaumsa: #6871-K

OOGnacT Ha nonuTukKa: ApxuB - 3apaBeonasBaHe

TuUn KoHcynTaumsa: AKT Ha MUHUCTBP

BHocuTten: MwuHMCTEPCTBO Ha 34paBeornasBaHeTo

Tun BHocuTen: HauMOHaNHO

MpunynHaTa, KOATO Hanara nipaboTesaHeTo Ha NpoekTa Ha Hapenba 3a nsmeHeHne n
nonbaHeHne Ha Hapepba Ne 28 o1 2008 r. 3a yCTPONCTBOTO, pefa M OpraHM3aumaTa Ha
paboTaTa Ha anTekMTe U HOMEHK/NaTypaTa Ha IeKapCTBEHUTE NMPOAYKTN €
HeobxoAMMOCTTa OT NpeumsrpaHe Ha cera AencTBalM TEKCTOBE Ha HapeabaTa, KakTo n
BbBEXOAHETO Ha OONBJHUTENHN TEKCTOBE, KOUTO YTOYHABAT OpraHm3aumaTa Ha paboTa
Ha anTekuTe.

LenTa Ha Npeasio)XXeHnTe TEKCTOBE Ha MPOEKTa e Aa Ce BbBeAaT YTOYHEHNS BbB BPpb3Ka C
opraHu3auusaTa Ha paboTaTa Ha anTekuTe. B TO31 cMUCHA ce Npeasara AonbiHeHne
OTHOCHO npogakbaTa Ha NIeKapCTBEeHM NPOAYKTIN Ype3 aBTOMAT, KaTo Ce YTOYHSABA, Ye
CbLMA cNlefBa [a € PasnosioXKeH B NPUEMHOTO NoMeLLleHNe Ha anTeKaTa.

B npoekTa ce npensara cb3gaBaHeTO Ha HOBa afiMHed B 4. 1, C KOSATO ce onpeaens, 4e B
anTekaTa He MoraT Aa ce M3BbpLBaT AENHOCTU, N3BBH NOCoYeHUTe B 4. 219, an.l oT
3aKoHa 3a NIeKapCTBeHNUTE NPOAYKTN B XyMaHHaTa MeguuunHa (3J1MNXM).

Ha cnenBallo MacTo B 4. 3 ce nobaBs HOBa asnMHes, C KOSITO Ce persiaMeHTupa, 4ye
anTekaTa noaabpiKa anTeyeH codTyep, ocurypsisall HOpMaaHOTO PYHKLUMOHMpPAHE Ha
npoueca no oTrnyckaHe Ha JlIeKapCTBEHN MPOAYKTU, BKJIOYNTENHO N Ha NlIeKapCTBEeHUTe
NPOAYKTW, 3aniallaHn HanbJIHO UM YacTUYHO OT Boa)KeTa Ha HauunoHanHaTa
3pPaBHOOCUTYpPUTESIHA Kaca.


https://strategy.bg/bg/public-consultations/6871

O4akBaHWUTE pe3ynTaTuUTe OT NMPeasoKEHNAT NPOEKT Ha HOPMATMBEH aKT e Mpwu
npunaraHeTo Ha HapenbaTa fa ce oCUrypu siCHOTa OTHOCHO pefa U opraHmM3aumnaTa Ha
paboTaTa Ha anTekuTe.

MpensioXXeHNAT NPOeKT HAMA fa foBede A0 NPAKO U/WUIN KOCBEHO Bb3AENCTBUE BbPXY
Obp>XKaBHMSA Bl0OXKET, HUTO BbPXY Bl04)KeTa Ha anTeknTe, KOUTO Ca ONbXHU Aa A
npunaraT Nnopaan auncaTta Ha HOBU 3a4bJ/IKEHUS NN U3NCKBAHWS, KOUTO He ca bunn
06eKT Ha perysvpaHe rno pea Ha OeNcTBaLLOTO 3aKOHO4ATEsCTBO.

Cnep n3BbplUeH aHaNM3 3a CbOTBETCTBME C NPABOTO Ha EBpONENCcKNs Cbio3 ce yCTaHOBMN,
Yye obLiecTBEeHUTE OTHOLWEHUS, NpeaMeT Ha NpoeKkTa Ha Ta3u Hapenba, He ca
periaMmeHTMpaHn B €BPOMENCKOTO 3aKoHoAaTencTeo. YpeabaTta Ha obuwiecTBeHuTe
OTHOLLEHMNSA, NpeaMeT Ha NpoekTa Ha Hapenba, e BbNPOC Ha HAaLMOHAJIHO peLleHne un e oT
KOMMEeTEeHTHOCTTa Ha OTAEeJIHUTEe ObpKXaBU-41eHKN. ToBa NponsTuya oT pasnopenbaTa Ha
4yn. 168, nap. 7 ot [loroesopa 3a yHKUMOHMpPaHe Ha EBponNencknsa cbio3, KOATO Npeasmxaa
VU3KJIIOYUTESIHA KOMMETEHTHOCT Ha AbpXXaBUTe-4JIeHKU Mo onpenesnsHe Ha 3paBHaTa UM
NOJINTUKA U OPraHnU3vpaHeTo N NpefoCTaBAHETO Ha 34PaBHN YCIYryu U MegULMHCKN
rPUXN.

Ha ocHoBaHue 4n. 26, an. 4, napeyvyeHne BTOPO OT 3aKOHa 3a HOPMATUBHUTE aKTOBE CPOKDBLT
3a obuiecTBeHo obcbXxaaHe Ha NpoekTa Ha Hapepnba 3a nameHeHne U 4ONbJIHEHME Ha
Hapen6a Ne 28 o1 2008 r. 3a yCTPOWCTBOTO, pefa 1 opraHm3aunsaTa Ha paboTaTa Ha
anTeKnUTe N HOMeHK/aTypaTa Ha NlIeKkapCTBeHUTe NpoaAykKTu e 14 aHn. OnpenensaHeTo Ha
14-pHeBeH CpoK 3a obuecTBeHo 06CbXaaHe e NMPoANKTYBaHO OT HeobxoanuMoCTTa Aa ce
OCUIypu NpaBHa CUTYPHOCT N 9CHOTa OTHOCHO pefa 1 opraHmsaumaTa Ha paboTaTa Ha
anNTeKUTe, KAKTO N Bb3MOXXHOCT 3a HOPMAJIHOTO (PYHKLIMOHMPaHe Ha npoueca no
OTNYCKaHe Ha JIEKAPCTBEHN NPOAYKTU, BKJIOYUTENHO N Ha JIEKAPCTBEHUTE MPOAYKTH,
3anjalwaHn HanbJIHO UK YaCTUYHO OT BloaXkeTa Ha HaunoHanHaTa 34paBHOOCUTYpUTENHa
Kaca.

Afpec 3a M3npallaHe Ha CTaHoBMLLA 1 NpeanoxeHns: mbotusharov@mh.government.bg
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HauuHu Ha npepocTaBsAHE Ha NPEenJIoOKeHUs U CTaHOBMULLA

e [MopTana 3a obWweCcTBEeHN KOHCYTauun (M3MCKBa Ce perucTpaumns 4ypes nMmenn);
e EneKTpoHHa noLla Ha NOCOYEeHUTE afpecu;



e CucTeMaTa 3a CUrypHO eNeKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (usnckea ce
KBanmuumpaH enektTpoHeH noanuc nam MUK Ha HOW);
e OmumanHng agpec 3a KOpecrnoHeHUuns.
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