MpoekT Ha Hapepba 3a usmeHeHme Ha Hapepba Ne 13 oT 7 HoeMBpM
2019 r. 3a npueMmaHe (papMaKko-TepaneBTU4HO PbLKOBOACTBO NO
Hedposiorusa M amanmsa

NHdopmauus

OTkpuBaHe / MpuknwouyBaHe: 10.03.2025 . - 09.04.2025 r. HeakTuBHa
HomMep Ha koHcynTaumsa: #10951-K

ObnacT Ha nosmMTUKa: 34paBeorna3BaHe

Tun KoHcynTauma: AKT Ha MUHUCTBP

BHocuTen: HauwmoHaneH CbBET MO LeHN 1 penMbypcrpaHe Ha IeKapCTBEHUTEe
NPOAYKTHU

Twvun BHOCUuTEeNn: HauMOHANHO

MpoekTbT Ha Hapeanba 3a nameHeHne Ha Hapenba Ne 13 oT 7 HoemBpun 2019 r. 3a
rnpuemMaHe apMako-TeparneBTUYHO PbKOBOLCTBO NO HEPPOSIOrna U Anasansa e N3roTeeH
Ha OCHOBaHwWe 4. 259, an. 1, T. 4 oT 3aKOHa 3a NIeKapCTBEHNTE NPOAYKTN B XyMaHHaTa
MeaununHa.

MegunumnHCcKaTa cneunanHocT ,Hedponorna” obxealla No3HaHUATA, TEXHUYECKNTE
YMEHUSA 1 npeueHKn, HeobxoammMm 3a agekBaTHa OMArHOCTMKA U IeYeHne Ha NauneHTn C
6b6peyHn 3abonsaBaHma. U3nckBaT ce kKoMneTeHUMn B o6n1acTTa Ha AMArHOCTUKa,
KOHCEPBATUBHO JSle4eHmne, 3aMecTBallLo apTudunumanHo nevyeHune, opraHHa
TpaHCcnaHTauus.

HacTosilwaTa npoMsaHa ce Hajllara nopaan HeobxoAMMOCTTa OT aKTyasim3mpaHe Ha
hapmako-TepaneBTUYHOTO PbLKOBOACTBO C BKJIlOYBaHe Ha HOBa TepaneBTUYHa
BBb3MOXHOCT 3a Jle4eHne Ha NbpBUYHA xmunepokcanypumsa tmnl (PH1) BbB BCUYKUK
Bb3pacToBu rpynu ¢ PHK-6a3unpaHa 3apaBHa TexHosormsa (RNAI) ¢ INN Lumasiran, KaTo
anTepHaTMBa Ha M3MoJsiI3BaHaTa 4O MOMEHTa KOHCepBaTUBHa Tepanus.

PesyntaTuTe OT NpuiaraHeTo Ha apMako-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHM
C NOCTUraHe Ha Hal-BaXkKHaTa Lien - OCUrypsiBaHe Ha MaLuMeHTUTEe BUCOKO KayeCcTBO Ha
JNleyeHune Yypes npuiaraHe Ha eguHHN 1 060CHOBAHW NMPUHLUMMNKX, NPaBKUIa U KpUTEpUn 3a
npennnucBaHeTo N NpUiaraHeTo Ha JIeKapCTBEHM NPOAYKTWN B 06XxBaTa Ha MeauLMHCKaTa
cneumnanHocT ,Hedponorvs” v eguHHM Ka4eCTBEHWN U KOJIMYECTBEHWN MNOKa3aTenn 3a
eeKTMBHOCTTA Ha NpuiaraHaTa Tepanus.

Afnpec 3a u3npaliaHe Ha CTaHoBMWa U npepyoxxeHus: office@ncpr.bg.



OTroBOpHa MHCTUTYLMSA

OTroBopHa MHCTUTYUMNA

HaumoHaneH cbBeT NO LEHU U peuMbypcupaHe Ha NIeKapCTBEHUTE NPOAYKTHU
Appec: Cocus, rp.Codpus, byn.MeaH EBcT.NewoB Ne 15, eT.11, nk.1431
EnekTpoHHa nowa: office@ncpr.bg

JLOKYyMeHTH

MakeT OCHOBHU O OKYMEHTM:

MpoekT Ha Hapenba 3a nameHeHne Ha Hapenba Ne 13 o1 7 HoemBpu 2019 r. 3a
npnemMaHe ddapMaKo-TepaneBTUYHO PbKOBOACTBO MO Hedpoaorusa n amanmsa - sep. 1.0 |
07.03.2025

MoTuBK - Bep. 1.0 | 07.03.2025

CnpaBKa 3a 0Tpa3siBaHe Ha NpenjlioXXeHusaTa 1 cTaHoBuLlaTa - Bep. 1.0 | 05.06.2025

KoHcynTauuoHeH A OKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

UcTtopusa

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 10.03.2025
MpuknouBaHe Ha KOHcynTaumsaTa - 09.04.2025
CnpaBka 3a nosiyyeHuTe npeanoxeHus - 05.06.2025

CnpaBKa 3a oTpa3siBaHe Ha NpeAJIoXKeHUATA U CTaHOBMLLATA
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