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MpoekT Ha Hapepnba 3a nsMmeHeHue n ponbJsiHeHue Ha Hapepnba Ne 16
oT 21.11.2019 r. 3a npueMaHe Ha (papMaKo-TepaneBTUYHO
PBbKOBOACTBO NO €HAOKPUHONOIrMA U bonectn Ha obMaHaTa
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BHocuTen: HauMoHaneH CbBET Mo ueHn n peuMmbypcrmpaHe Ha eKapCTBEHUTE NMPoAYKTU

Tun BHocuTen: HauMOHaNHO

MpoeKTbT Ha Hapeaba 3a n3MeHeHUe N gonbsHeHNe Ha Hapenba Ne 16 o1 21.11.2019 . 3a
npruemMaHe Ha papMakKo-TepaneBTUYHO PbKOBOACTBO MO eHAOKPUHOIOrMA 1 6onecTn Ha
obMsHaTa e N3roTBeH Ha OCHOBaHMe 4. 259, an. 1, T. 4 oT 3aKOHa 3a JIeKapCTBeEHUTE
NPOAYKTU B XyMaHHaTa MeguumHa

MenuuMHCKaTa cneunanHocT ,EHgokpuHonorusa n 6onectn Ha obmsiHaTa" obxBaLua
No3HaHNATA, TEXHUYECKUTE YMEHUA 1N NpeLeHKn, HeobxoAnMHY 3a afleKBaTHa AMarHOCTUKaA
N NevyeHne Ha NauMeHTn C eHOOKPUHHM 3abonaBaHNA U HapylweHns Ha meTabonnTHaTa
obmsHa. M3nckBaT ce ca KoMneTeHUMn B 061acTTa Ha AMarHoCTMKa, NpodunakTukaTa u
pexabunntaumaTa, Ha3Ha4yaBaHe Ha HeObXoAMMUTE NU3cNenBaHNA U KOHCYNTauum n
TAXHaTa MHTeprNpeTauusa 1 yMeHne fa ce NpoBexxAa CbBPEMEHHO Jle4eHune.

MpnunHnTe 3a paspaboTBaHe Ha NpoekTa Ha Hapeaba 3a nameHeHne Ha Hapenba Nel6 oT
21.11.2019 r. 3a npnemMaHe Ha papMaKo-TepaneBTUYHO PbKOBOLCTBO MO €HAOKPUHOI0rUSA
n 6onectn Ha obMsAHaTa Ca CBbP3aHU C u3gaaeHu npe3 2024 r. pewenHna Ha HCLPJIM 3a
BKJIlOYBaAHE Ha HOBW JIeKapCTBEHW NPOAYKTU, NpegHa3Ha4YeHn 3a NoHW)XaBaHe Ha
cepyMHUTE nmnuan npun metabonnteH cuHapom (Yact 12 ,MetabonnteH cuHapom”, T.
12.6.3. ,Apyrn cpeacTsa, NoHMWxasawm cepymHuTe nunugn“) - INN Bempedoic acid n INN
Bempedoic acid and ezetimibe.

C npoekTa Hapeaba ce uenu aa ce AONbJIHM TepaneBTUYHATA JIMHUSA NPU JIeYEHNE Ha
MeTabonnTeH CUHAPOM.


https://strategy.bg/bg/public-consultations/11047

B pe3ynTaT Ha npunaraHeTo Ha U3MCKBAHMSATA Ha HAaCTOALWMS HOPMATUBEH aKT LLe ce
NOCTUIHE OCUTYpPsiBaHE Ha BUCOKOKBanguumMpaHa Tepanms Ha MeTaboIMTeH CUHAPOM,
ypes oCUrypsiBaHe Ha JIEKAPCTBEHW NPOAYKTU, MOHUXKXABALLM CEPYMHUTE NUNUAN MPn
Bb3PacTHU C MbPBUYHA XUMNEPXOSIeCTEPOSIEMUSA (XeTepo3nroTHa paMuiHa n HeamuaHa)
WUIn cMeceHa AUCTTUMUAEMUSA KAaTOo AOMNbJIHEHNE KbM XPaHUTENTHUSA PEXUM.

PesynTtaTtuTe OT NpunaraHeTo Ha hapMaKo-TeparneBTUYHOTO PbKOBOACTBO Ca CBbP3aHU C
NOCTUraHe Ha Han-Ba)KHaTa Lesl - OCUrypsisaHe Ha naunveHTUTe Ha BUCOKO Ka4eCTBO Ha
fleyeHune Ypes npuaaraHe Ha eauHHM 1 060CHOBaHM NMPUHLUMK, NMPaBUia U KPUTEPUN 3a
npeanucBaHeTOo U NpusaraHeTo Ha JIeKapCTBEHM NPOoAYKTU B o6xBaTa Ha MeguuUMHCKaTa
cneuvanHocT ,EHOOKpuHoOMorna n 6onectn Ha obMsAHaTa", Ypes AonbJIBaHeE Ha TepanuaTa
C leKapCTBeHU NpoayKTu, BkaoYeHn B MJIC npe3 2024 rogunHa.

AQpec 3a n3npallaHe Ha CTaHOBULLA U npeanoxxeHus: office@ncpr.bg
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HauuoHaneH cbBeT NO LEeHU U peuMbypcupaHe Ha JieKapCTBEeHUTE NMPOAYKTH
Appec: Cocus, rp.Cocpus, byn.MeaH EBcT.MewoB Ne 15, eT.11, nk.1431
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