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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 racTpoeHTeposiormyHmnTe 3abonaBaHma ca CBbpP3aHU C:

e MPOMSHA JIeHEHNETO Ha XPOHNYeH xenaTuT C, BbB Bpb3Ka C NnpoMsaHa Ha KXI1 Ha
nekapcTteeH npoaykT ¢ INN Glecaprevir, Pibrentasvir n HaNnb/AHO rpeLlHNUTE CXeMIN 3a
neyeHuve Ha nnuaTa 6e3 0TroBop KbM nNpeaullHa Tepanua ¢ JOAC;

e [10MbJIBAHE Ha NlIeKapCcTBeHaTa Tepanua npu 6onecT Ha KpoH (BK) n ynuepo3eH KoauT,
KaTo e BKJIloYeHa NnogKo>XXHaTa (hopmMa B npefBapuTesIHO HanbJiHEHa nucanka Ha INN


https://www.strategy.bg/bg/public-consultations/5858

Vedolizumab:;
e IONBbJIBAHE Ha JIeKapCTBeHaTa Tepanus rnpu ocTpa YepHoapobHa noppupuns;
e MPOMEHN OT MPABHO-TEXHUYECKWN XapaKTep.

Pe3ynTaTuTe OT NMpuiaraHeTo Ha papMako-TepPaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHuU C
NMOCTUraHe Ha Hall-Ba)kKHATa LeJsl - OCUrypsiBaHe Ha NauueHTUTe Ha BUCOKO Ka4yeCTBO Ha
NleyeHure Ype3 npunaraHe Ha eguHHM 1 060CHOBAHW NMPUHLIUMK, NPAaBUIA U KPUTEPUN 3a
npeannucBaHeTo W NpUIaraHeTo Ha IeKapCTBEHWN MPOAYKTM B 06XBaTa Ha MeAuLMHCKaTa
cneuunanHocT ,FacTpoeHTeponorms” n eauHHN Ka4yeCTBEHUN U KOJIMYECTBEHW MOoKa3aTenu
3a e(peKTUBHOCTTA Ha NpusaraHaTa HOBa Mpenopbka 3a Tepanus Npu NauneHTn ¢
XpoHMYeH xenaTtuT C, 6onecTt Ha KpoH, ynLepo3eH KOUT 1 YepHOAPOoOHW nopdupun.

Afpec 3a n3npallaHe Ha CTaHOBMLIA U NpennoxeHus: antonia.toncheva@ncpr.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLUSA

HauuoHaneH cbBeT NO LEeHU U peuMbypcupaHe Ha JieKapCTBEHUTE NMPOAYKTH
Appec: Codus, rp.Cocdusa, 6yn.MeanH EscT.MNewos Ne 15, eT.11, Nk.1431
EnekTpoHHa nowa: office@ncpr.bg

HauumHM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBULLLA

MopTana 3a o6LLeCTBEHN KOHCYNTaUUn (M3NCKBa Ce perncTpaunsa 4pes nmemnn);
EnekTpoHHa noLa Ha NnocoYeHnTe agpecu;

CucTtemaTa 3a CUrypHO efleKTPOHHO BpbyBaHe https://edelivery.egov.bg/ (n3nckea ce
KBannpuumpaH enekTpoHeH nognuc nnun NNK Ha HOW);

OdwuumanHmna agpec 3a KopecrnoHaeHuums.

JOKYyMeHTH

MakeT OCHOBHMU AOKYMEHTMU:

MpoekT Ha Hapenba 3a N3MeHeHne N gonbJaHeHne Ha Hapeaba Ne 15 ot 21 HoemBpun 2019
r. 3a NnpnemMaHe Ha papMaKo-TepaneBTMYHO PbKOBOACTBO 3a JiIeYeHUe Ha
racTtpoeHTeposiornyHmTe 3abonaeaHus - sep. 1.0 | 24.02.2021

MoTumBu - Bep. 1.0 | 24.02.2021

CnpaBKa 3a 0Tpa3siBaHE Ha NpenJIoXKEeHUATa U CTaHoBULWaTa - Bep. 1.0 | 27.04.2021
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KOHcynTaLI,VIOHeH AOKYMEHT:

CnpaBka cTaHOBMLUA:

KomeHTapm

UcTopms

Hauvano Ha obwiecTBeHaTa KOHcynTauusa - 25.02.2021
MpuknioyBaHe Ha KOHCyATauusaTa - 26.03.2021
CnpaBkKa 3a noJsliy4yeHUTe npegsioxeHus - 27.04.2021

CrnipaBKa 3a 0Tpa3siBaHe Ha NpeaJsoXKeHUATa U CTaHOBULLATA
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