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MpoekT Ha HapepnOa 3a u3MeHeHue u gonbJiHeHMe Ha Hapepba Ne 15
oT 21 HoeMmBpu 2019 r. 3a npueMaHe Ha (papMaKo-TepaneBTUYHO
PBKOBOACTBO 3a JiIe4YeHUe Ha raCTPpoeHTeposiormyHuTe 3abonasaHus

JIMNHK KbM KOHCYJITaLlUATa

NHdopmauus

OTkpuBaHe / Mpuknwo4yBaHe: 25.10.2022 r.-23.11.2022 r. HeakTunBHa

HomMep Ha KoHcynTaumsa: #7121-K

ObnacTt Ha nonuTUKa: 3paBeorna3BaHe

TuUn KoHcynTaumsa: AKT Ha MUHUCTBP

BHocuTen: HauMoHaneH CbBET Mo ueHn n peuMmbypcrmpaHe Ha eKapCTBEHUTE NMPoAYKTU

Tun BHocuTen: HauMOHaNHO

MpoekTbT Ha Hapeaba 3a n3meHeHne n gonbJaHeHne Ha Hapepba Ne 15 oT 21 HoeMBpM
2019 r. 3a npuemMaHe Ha (hapMaKo-TepaneBTUYHO PbKOBOLCTBO 3a Jle4eHne Ha
racTpoeHTeponornyHnTe 3abonaBaHns € N3roTBeH Ha OCHOBaHMe 4. 259, an. 1, 1. 4 oT
3aKoHa 3a flekapCTBEeHUTE NPOAYKTU B XyMaHHaTa MeanunHa.

MeguumnHCKaTa cneumnanHocT ,FfacTpoeHTeponorns” obxealla No3HaHUATA, TEXHUYECKUTE
YMEHUS N NpeLeHKn, Heobxoanmm 3a afeKkBaTHa AMAarHoCTUKa n nevyeHne Ha 6onecTu Ha
CTOMAaLUHO-4peBHUS TPaKT. CbBpeMeHHaTa racTPOeHTEepPOIorns Ce 3aHMaBa U C
n3yy4aBaHeTO Ha 3abonaBaHWS U Ha APYrK OpraHn, KOMTO He Ca YacT OT CTOMaLLHO-
4YPEBHUSA TPAKT, HO Ca PYHKLIMOHANHO N Hepa3AesiHO CBbP3aHu C YHKLUATA Ha
CTOMALLUHO-YPEBHUS TPAKT, KAKBUTO Ca 3ab015BaHMATA Ha XTbYHO-4epHOApOOHaATa
cucTema.

MpunynHKTe 3a pa3paboTBaHe Ha NpoekTa Ha Hapeaba 3a U3MeHeHne N AoMbJHEHNE Ha
Hapepnba Ne 15 o1 21 HoemBpu 2019 r. 3a npyeMaHe Ha hapMaKo-TepaneBTUYHO
PBKOBOACTBO 3@ JieYeHne Ha raCTPoeHTEepPOosIorM4yHnTe 3abonaBaHms ca CBbP3aHU C
AonbJiBaHe Ha NlekapcTBeHaTa Tepanusa npu 6onect Ha KpoH (BK) n ynueposeH konut (YK)
BbB BPb3Ka C paswmpsBaHe Ha TeparneBTUYHM MOKa3aHUs 3a NocoYeHnTe 3abonaBaHma u
MPOMSHa B KPaTKNTE XapaKTEepPUCTUKM Ha NnekapcTBeHuTe npoaykTu Upadacitinib n
Risankizumab.


https://strategy.bg/bg/public-consultations/7121

PesynTtaTtuTe OT NpunaraHeTo Ha papMakKo-TeparneBTUYHOTO PbKOBOACTBO Ca CBbP3aHU C
NOCTUraHe Ha Hal-Ba)KHaTa LeJs - OCUrypsBaHe Ha NaunmeHTUTe Ha BUCOKO KavyeCTBO Ha
NleyeHune Ypes npuaaraHe Ha eauHHM 1 060CHOBaHM NMPUHLMMK, MPaBUIa U KPUTEPUM 3a
npeanucBaHeTOo WU NpusaraHeTo Ha JIeKapCTBEHM NPOoAYKTU B o6xBaTa Ha MegnUMHCKaTa
cneymanHoct ,l[acTpoeHTeponorns” u eGUHHN Ka4eCTBEHU U KOJIMYEeCTBEHU NoKasaTesu
3a eheKTMBHOCTTa Ha NMpuaaraHaTa HOBa NMpenopbka 3a Tepanus Npu nauneHTn ¢ bonecTt
Ha KpOH U y/iLLepo3eH KOJUT.

ALpec 3a n3npallaHe Ha CTaHOBULLA U NpeanoxXeHus: antonia.toncheva@ncpr.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLMUA

HauuoHaneH cbBeT NO LEHU U peuMbypcupaHe Ha IeKapCTBEeHUTE NMPOAYKTHU
Appec: Cocus, rp.Cocdus, byn.MeaH EBcT.NewoB Ne 15, eT.11, nk.1431
EnekTpoHHa nouwa: office@ncpr.bg

HauuHu Ha npepocTaBsAHEe Ha NPenJIo>KeHUs U CTaHOBMULLLA

MopTana 3a 06w ecTBEHN KOHCYNTauun (M3NCKBa Ce perucTpauns 4ypes nmenn);
EnekTpoHHa nowia Ha NoCoYeHnTe aapecu;

CucTtemaTa 3a CUT'YpHO efleKTPOHHO BpbyBaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmnguumpaH enektTpoHeH noanuc nav MUK Ha HOW);

OdmumnanHmsa agpec 3a KoOpecrnoHaeHuuns.

JOKYMEHTH

MakeT OCHOBHM OOKYMEHTHU:

MpoeKkT Ha Hapenba 3a U3MeHeHne 1 gonbaHeHne Ha Hapenba Ne 15 o1 21 HoemBpun 2019
r. 3a npmemaHe Ha bapMaKo-TepaneBTUYHO PBKOBOACTBO 3a JiIeHeHMe Ha
racTpoeHTeponornyHute 3abonsasaHus - sep. 1.0 | 24.10.2022

MoTuem - Bep. 1.0 | 24.10.2022

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJIoXKeHUsATa U CTaHoBMLWATa - Bep. 1.0 [ 30.11.2022

CnpaBKa 3a 0Tpa3siBaHe Ha NpeajioXXeHUsATa U CTaHoBMLWaTa - Bep. 1.0 | 30.11.2022

KoHCcynTauuMoHEeH O OKYMEeHT:

CnpaBkKa cTaHOBMLUA:


https://strategy.bg/download/872836
https://strategy.bg/download/872836
https://strategy.bg/download/872836
https://strategy.bg/download/872838
https://strategy.bg/download/872840
https://strategy.bg/download/872834

KomMmeHTapm

UcTopus

Ha4yano Ha obwecTBeHaTa KOHcynTauusa - 25.10.2022
MpuknioyBaHe Ha KOHCcyNTauusaTa - 23.11.2022
CnpaBka 3a nosiyyeHuTe npepsioxenus - 30.11.2022

CrnipaBKa 3a 0Tpa3siBaHe Ha NpeaJsoXKeHUATa U CTaHOBULLATA



https://strategy.bg/download/872834

