MpoekT Ha HapepOa 3a u3MeHeHUe u gonbJiHeHMe Ha Hapepba Ne 14
oT 14 HoeMmBpu 2019 r. 3a npueMaHe Ha (papMaKo-TepaneBTUYHO
PBKOBOACTBO NO peBMaToJiorus

NHdopmauus

OTkpuBaHe / Mpuknwo4yBaHe: 26.03.2022 r. - 26.04.2022 r. HeakTuBHa
HomMep Ha KOHcynTaumsa: #6654-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 Hapeaba 3a n3MeHeHWe 1 gonbaHeHne Ha Hapenba Ne 14 oT 14 HoeMBpM
2019 r. 3a NnpueMaHe Ha hapMaKo-TepaneBTUYHO PbKOBOACTBO MO peEBMATOJIOMNA €
M3roTBEH Ha OCHOBaHWe 4. 259, an. 1, T. 4 oT 3aKoHa 3a IeKapCTBEHUTE NPOOYKTU B
XyMaHHaTa MeanumnHa.

MegnumHCKaTa cneunanHocT ,PeBMaTonormnsa” obxealla CbBKYMNHOCT OT KOMMOETEHLWN W
YMEHUSA, KOUTO Ce peanmsmpaT B le4ebHOo-anarHoCTuYHa n NnpounnakTuyHa 4enHOCT No
OTHOLLUEHNE Ha: MYCKYJI0-CKEJIETHUTE N CbeANHUTENHOTbKaHHNTE 3abonsBaHusA, KOUTO
BKJIIOYBAT CUCTEMHM 3abonsgBaHUS Ha CbeAMHUTENIHaTa TbKaH, Bb3MalNTEeSIHN CTaBHNU
3abonsaBaHns, ocTeoapTpuT, rpbbHa4YHM Npobnemun, peBMaTU3bM Ha MEKNTE TbKaHU U
permoHasHu 60/KOBM CUHAPOMU, a CbLLUO Taka N HETPAaBMAaTUYHN KOCTHU HapyLUeHUS.
PeBMaTu4HNTE 601€CTM MMAT OFPOMHO COLIMANTHO-UMKOHOMMYECKO 3HavYeHne. Te ca Hal-
yecTtaTa NpUYMHa 3a XPOoHUYHA B0SIKa 1 TEXKUN PU3NYECKN YBPEXOAHUS.
OcTeoapTpo3aTa e YeTBbPTaTa HAN-4eCTOo CpeLLaHa NpMYMHa 3a MHBaAMagM3aumns B
cBeToBeH Mallab.

MpnynHUTE 3a pa3paboTBaHe Ha NpoekTa Ha Hapeaba 3a U3MeHeHne N AOoMbJIHEHWE Ha
Hapen6a Ne 14 o1 14 HoemBpun 2019 r. 3a npMeMaHe Ha (hapMaKo-TepaneBTUYHO
PBKOBOACTBO MO PEBMATOJIONMA Ca CBbP3aHM C AONbJIBAHE Ha JleKapCcTBeHaTa Tepanus
Ha peBMaToOUAeH apTpUT, aHKWUI03UpaLL CNOHAMN0APTPUT N NCOpUaTUYEH apTpuUT.

C npoeKkTa Hapenba ce Uenu ga ce Cb3faje NpaBHa perfaMeHTauus Ha TepaneBTUYHUN
noAaxon Npu nekapcTeeHaTa Tepanusa B 06/1acTTa Ha PEBMaTOoJIOrnATa, KakTo 1 Ha
KPUTEPUNTE 3a OLEeHKa Ha e(heKTUBHOCTTA Ha npuiaraHaTa Tepanus.

PesyntaTuTe OT NpuiaraHeTo Ha apMaKo-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHM
C NOCTUraHe Ha Ha-Ba)kKHaTa Lief - OCUrypsiBaHe Ha NauneHTUTe BUCOKO KayecTBO Ha
JleyeHne Yypes npuaraHe Ha eauHHM 1 060CHOBAHW NPUHLIUMN, NPaBUIa U KPUTEPUN 3a



npeanMcBaHeTO U NpuUIaraHeToO Ha N1IeKapCTBEHN NPOAYKTU B o6xBaTa Ha MeAULMHCKaTa
cneymnanHocT ,PeBmMaTonorns” n egUHHM Ka4eCTBEHU N KONIMYECTBEHM NOKa3aTenu 3a
e()eKTUBHOCTTa Ha NpuiaraHaTa HOBa Npenopbka 3a Tepanusa Npu NaumeHTn C
rncopmaTmMYeH apTpUT N aHKWo3Mpall cnoHannoapTpuT ¢ Upadacitinib, akTuBHOTO
BeLeCcTBO B JIeKapCTBEHMA NPOoAYKT Rinvoq; AonbsBaHe Ha aHTULNTOKNHOBM JIeKapCTBa
(Guselkumab n Ixekizumab), perncTtpmpaHu 3a fne4yeHne Ha NCOpUATUYEH apTPUT
(Guselkumab) n aHkunnosupaly, cnoHgunoapTpuT (Ixekizumab) B PBbarapus.

Anpec 3a n3npallaHe Ha CTaHOBULLA U NpeanoxxeHus: 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

HauumHM Ha npepocTaBsiHe Ha NPenJZio>KeHUs U CTaHOBULLA

e [MopTana 3a o6LECTBEHN KOHCYTaUMKM (U3NCKBaA Ce perncTpaumsa 4ypes nMmenn);

e EnekTpoHHa Noula Ha NOCOYEHUTE agpecu;

e CuctemaTa 3a CUI'YpPHO efieKTPOHHO BpbYiBaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmduumpaH enektpoHeH nognuc naum NMNNK Ha HOW);

e ObmumanHua agpec 3a KOpeCcnoHAEHLUWA.

JLOKYyMEeHTH

MakeT OCHOBHU O OKYMEHTM:

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJlIoXKeHUsATa U CTaHoBMLaTa - Bep. 1.0 ] 12.05.2022
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MpoekT Ha Hapepnba 3a n3MeHeHne u gonbsHeHne Ha Hapenba Ne 14 oT 14 HoemMBpU
2019 r. 3a npnemMaHe Ha hapMaKo-TepaneBTUYHO PHKOBOACTBO MO PEBMATOJIOrUSA - BEP.
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KOHCYyNTauUOHEH OO0KYMEHT:

CnpaBkKa cTaHOBMLUA:


https://beta.strategy.bg/download/869400
https://beta.strategy.bg/download/869398
https://beta.strategy.bg/download/869396
https://beta.strategy.bg/download/869396
https://beta.strategy.bg/download/869396

KomMmeHTapwu

UcTopus

Hauyano Ha obwiecTBeHaTa KOHCynTauusa - 26.03.2022
MpuknoyBaHe Ha KOHCcynTaumaTa - 26.04.2022
CnpaBKa 3a NoJiy4yeHuTe NpensioKeHus

CnpaBka nan cboblieHne.

OKOHuYaTeJieH akKT Ha MuHMcTepckusa cbBeT



