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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.

MpuynHuTe 3a paspaboTBaHe Ha NpoekTa Ha Hapeaba 3a N3MeHeHne N AoNbJIHEHME Ha
Hapeaba Ne 15 o1 21 HoemBpun 2019 r. 3a NnpnemaHe Ha papMako-TepaneBTUYHO
PBHKOBOACTBO 3a JIe4eHNe Ha raCTpoeHTEepPOoNornyHmMTe 3abonsaBaHnA ca CBbp3aHu C
OoMbJiBaHe Ha flekapcTBeHaTa Tepanua npu 6onect Ha KpoH (BK) n ynueposeH KonuTt
(YK) BBbB Bpb3Ka C pa3lumpsaBaHe Ha TepaneBTUYHN NOKa3aHMA 3a nocovyeHuTe
3abonaABaHNS N NPOMSAHA B KPAaTKUTE XapaKTEPUCTMKN Ha JIEKAapPCTBEHUTE NPOAYKTH
Upadacitinib n Risankizumab.

PesynTaTunTe OT NnpunaraHeTo Ha (papMaKo-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHu
C NOCTUraHe Ha Hal-Ba)kHaTa Ue - OCUrypsiBaHe Ha NauMeHTUTE Ha BUCOKO Ka4yeCTBO Ha
JleyeHune Ypes npuiaraHe Ha eguHHM N 060CHOBAHM NPUHLNNK, MPaBUa U KPUTEPUN 3a
npeanncBaHeTO N NpUaraHeTo Ha JIEKAPCTBEHM NPOAYKTU B 06xBaTa Ha MeauLIMHCKaTa
cneunanHocT ,[acTpoeHTeponorna” n eoUHHM Ka4yeCTBeHU N KOJIMYeCTBEHN
rnokasaTesin 3a eheKTUBHOCTTA Ha NMpuaraHaTa HOBa NMpenopbKa 3a Tepanusa npu



nauneHTn c 6onect Ha KpoH 1 yiLepo3eH KOJNT.

Afpec 3a n3npallaHe Ha CTaHOBULIA U NpeasnoxeHusd: antonia.toncheva@ncpr.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLUA

HaumoHaneH cbBeT MO LEHU U peuMbypcupaHe Ha NeKapCTBEHUTE NPOAYKTHU
Appec: Cocus, rp.Cogpus, byn.MeaH EBcT.NewoB Ne 15, eT.11, nk.1431
EnekTpoHHa nouwa: office@ncpr.bg

HauuHu Ha npepocTaBsAHEe Ha NPenJIo>KeHUs U CTaHOBULLA

MopTana 3a 06LWEeCTBEHN KOHCYNTauMM (M3NCKBa Ce perncTpauns 4ypes nmenn);

EnekTpoHHa nowa Ha NocoYeHnUTe aapecu;

CucTtemaTa 3a CUrypHO eNleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (u3uckea ce
KBanmduumpaH enektpoHeH noanuc nam MUK Ha HOW);

OdnunanHmna agpec 3a KopecrnoHAeHUns.

JLOKYMEHTH

MakeT OCHOBHM OOKYMEHTM:

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJloXKeHusATa U CTaHoBuULaTa - Bep. 1.0 | 30.11.2022

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJlIoXKeHnsATa U CTaHoBMLaTa - Bep. 1.0 1 30.11.2022

MoTueu - Bep. 1.0 | 24.10.2022

MpoekT Ha Hapenba 3a n3MeHeHne 1 gonbsHeHne Ha Hapeaba Ne 15 oT 21 HoemMBpU
2019 r. 3a npnemMaHe Ha hapMaKo-TepaneBTUYHO PbKOBOACTBO 3a JiIe4eHMe Ha
racTpoeHTeponornyHuTe 3abonssaHus - ep. 1.0 | 24.10.2022

KoHcynTauMoHeH A OKYMEHT:

CnpaBka cTaHOBMLUA:

KomMmeHTapm


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

UcTopus

Hauyano Ha obwiecTBeHaTa KOHCcyATauua - 25.10.2022
MpuknoyBaHe Ha KOHcynTaumaTa - 23.11.2022
CnpaBKa 3a NoJly4yeHuTe NpensioXKeHusn

CnpaBka nnan cbobuieHne.

OKoOHYaTesIeH aKT Ha MMHMCTepCKMH CbBeT



