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MpoekTbT Ha Hapeaba 3a n3MeHeHMe 1 gonbaHeHne Ha Hapenba Ne 15 oT 21 HoeMBpM
2019 r. 3a npueMaHe Ha hapMaKo-TepaneBTUYHO PbKOBOACTBO 3a Jle4eHne Ha
racTpoeHTeposiornyHuTe 3abonsBaHna € N3roTBeH Ha OCHoBaHMe 4. 259, an. 1, 7. 4 oT
3aKOHa 3a JleKapCTBEeHUTE NPOAYKTU B XyMaHHaTa MeguLmnHa.

MegunumHCcKaTa cneunanHocT ,[facTpoeHTeposnornga” obxeala No3HaHUATA,
TeXHNYECKUTe YMEeHUs N NpeueHkKn, Heobxoanmm 3a agekBaTHa AMAarHOCTUKA U nevyeHne
Ha 6osiecTn Ha CTOMALLUHO-YPEBHMSA TPaKT. CbBpeEMEHHaTa raCTPOEHTEPOIOrns ce
3aHMMaBa 1 C n3y4aBaHeTo Ha 3abonsdABaHMA N Ha APYrn OpraHn, KOUTO He Ca YacT oT
CTOMALUHO-4YPEBHUSA TPAKT, HO ca PYHKLMOHANHO N Hepa3nesiHO CBbP3aHn C PYyHKUMATA
Ha CTOMALLUHO-YPEBHUS TPaKT, KaKBUTO Ca 3abongBaHMATa Ha XXNbYHO-4epHoApobHaTa
cuctema.

MpnynHUTE 3a pa3paboTBaHe Ha NpoekTa Ha Hapenba 3a U3MeHeHne N AoMbJIHEHME Ha
Hapeaba Ne 15 o1 21 HoemBpun 2019 r. 3a NnpnemaHe Ha papMako-TepaneBTUYHO
PBHKOBOACTBO 3a JIe4eHNe Ha raCTpoeHTepoNornyHmMTe 3abonsaBaHna ca CBbp3aHu C:

e MPOMSHA JIe4YeHNeTO Ha XpoHu4YeH xenatuT C, BbB Bpb3Ka € npoMsaHa Ha KXI1 Ha
nekapcTtBeH nNpoaykT ¢ INN Glecaprevir, Pibrentasvir u HanbAHO rpewHNTE CXxeMu 3a
JfleyeHune Ha nuuaTa 6e3 oTroBop KbM NpeauvHa Tepanusa ¢ JOAC;

e [OMNbJIBAHE Ha NIeKapcTBeHaTa Tepanusa npu bonect Ha KpoH (BK) n ynuepo3eH
KOJINT, KaTO € BKJIt0YEHa NOAKOXXHaTa opMa B NpeABapuTESIHO HaMbJ/IHEHA NUCaiKa
Ha INN Vedolizumab;

e [OMNbJIBAaHE Ha JleKapCTBEHaTa Tepanusa nNpu ocTpa YepHoapobHa nopcupus;

e MPOMEHN OT MPaBHO-TEXHUYECKN XapaKTep.

Pe3syntaTnTe OT NpuiaraHeTo Ha papMako-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHM
C NOCTUraHe Ha Hal-Ba)XkKHaTa Len - ocurypsiBaHe Ha NaunMeHTUTE Ha BUCOKO Ka4yeCcTBO Ha



NlevyeHune 4pes npuaaraHe Ha eanHHM 1 060CHOBAHN NPUHLUNAM, NpaBuaa N KPUTEPUN 3a
npeannucBaHeTo N NpuaaraHeTo Ha IeKapCTBEHU NPOAYKTN B o6xBaTa Ha MeauUNHCKaTa
cneumanHocT ,l[acTpoeHTeponorna” n eqUHHM Ka4eCTBEHU N KOJINYECTBEHN
rnokasaTesn 3a e)eKTUBHOCTTA Ha NMpuaaraHaTa HOBa MpenopbKa 3a Tepanusa npu
MauneHTn ¢ XpoHu4veH xenatuT C, 6onecT Ha KpOoH, yJILLEPO3EH KOUT U YEPHOOPOOHN

nopdgupnn.

ALpec 3a n3npallaHe Ha CTaHOBMLLA 1 NpensioXXeHuns: antonia.toncheva@ncpr.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLUMA

HauuoHaneH 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

HauvHM Ha npepocTaBsiHe Ha NPenJZiIo>KeHUs U CTaHOBULLA

MopTana 3a 06LWECTBEHN KOHCYNTauUnn (U3NCKBa Ce perncrpaumsa 4ypes nMmenn);
EnekTpoHHa NoLia Ha NOCOYeHNTE afapecu;

CucTtemaTa 3a CUrypHO eNleKTPoHHO BpbYBaHe https://edelivery.egov.bg/ (u3nckea ce
KBanmduumpaH enektpoHeH nognuc nam NMNNK Ha HOW);

OdwmumanHmna agpec 3a KopecnoHaeHUus.
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MakeT OCHOBHU O OKYMEHTM:

MpoeKT Ha Hapenba 3a M3MeHeHMe 1 aonbaHeHUe Ha Hapegba Ne 15 o1 21 HoeMBpU
2019 r. 3a npneMaHe Ha hapMaKo-TepaneBTUYHO PbKOBOACTBO 3a JiIeYeHNE Ha
racTpoeHTeposornyHuTe 3abonssaHus - sep. 1.0 | 24.02.2021

MoTumBu - Bep. 1.0 | 24.02.2021

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJloXKeHusATa U CTaHoBULaTa - Bep. 1.0 | 27.04.2021

KOHCYyNTauUOHEH AO0KYMEHT:

CnpaBkKa cTaHOBMLUA:
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KomeHTapu

UcTopus

Hauyano Ha obwiecTBeHaTa KOHCynTauusa - 25.02.2021
MpuknouBaHe Ha KOHcynTaumsaTa - 26.03.2021
CnpaBka 3a nony4yeHuTe npepsioxeHnus - 27.04.2021

CrnpaBKa 3a OTpa3siBaHe Ha NpeaJIoKeHNATa U CTaHOBULLLATA



https://www.strategy.bg/download/863784

