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MpoekT Ha Hapenb6a 3a usmMmeHeHue un gonbJiHeHue Ha Hapep6a Ne 14
oT 14 HoeMmBpu 2019 r. 3a npueMaHe Ha (papMaKo-TepaneBTUYHO
PBKOBOACTBO NO PpEBMaTOJIOrUs

BUXX Ha CalTa

UHdpopmauuns

OTkpuBaHe / MpuknouyBaHe: 15.08.2020r. - 14.09.2020 r. HeakTunBHa
HomMmep Ha KoHcynTauua: #5333-K

O6nacTt Ha nonuTUKa: 3apaBeonasBaHe

Tun KoHcynTauua: AKT Ha MUHUCTBP

BHocuTen: HauMOHaNEeH CbBET MO UEeHN 1 peuMbypcrpaHe Ha JIEKAPCTBEHUTE
NpPoOYyKTHN

Twun BHOCMTEN: HauMoHaNHO

MpoekTbT Ha Hapenba 3a n3meHeHne n gonbaHeHne Ha Hapenba Ne 14 o1 14 HoeMBpU
2019 r. 3a npueMaHe Ha hapMaKo-TeparneBTUYHO PbKOBOACTBO MO peBMaTosIornsa e
N3roTBEH Ha OCHOBaHMe 4. 259, an. 1, T. 4 oT 3aKOHa 3a flIeKapCTBEHUTE NPOAYKTU B
XyMaHHaTa MeguumnHa.

MeovuvHcKaTa cneumanHocT ,PeBMaTonormsa” obxeallia CbBKYNHOCT OT KOMMNETEHLMN U
YMEHWs, KOUTO Ce peann3mpaT B n1e4ebHo-aAnarHocTnyHa 1 npodunakTuyHa, AerHoCT no
OTHOLUEHWNE Ha: MYCKYJI0-CKeNIeTHUTE N CbeANHUTENHOTbKaHHUTE 3abonsBaHNs, KOUTO
BKJIIOYBAT CUCTEMHM 3ab60NABaHNS HA CbeANHMUTENHATA TbKaH, Bb3MaJIMTENHN CTAaBHU
3ab0n151BaHNSA, OCTEO0APTPUT, rPpbOHaYHN NpobeMn, peBMaTU3bM Ha MEKUTE ThbKaHUN 1
pervoHanHn 60/IKOBM CMHAPOMM, a CbLLO Taka U HETPaBMaTUYHU KOCTHU HapyLUEeHUS.
PeBMaTN4HMUTE 60IECTU NMAT OFPOMHO COLMANHO-MKOHOMMYECKO 3HaYeHune. Te ca Hal-
YyecTaTa NpUYMHa 3@ XPOHMUYHa BOJIKa N TEXKN PU3NYECKN YBpeXAaHUS.

MpnynHUTe 3a pa3paboTBaHe Ha NpoekTa Ha Hapenba 3a U3MeHeHne N AoMbJIHEHME Ha
Hapepnba Ne 14 o1 14 HoemBpun 2019 r. 3a npveMaHe Ha hbapMakKo-TepaneBTUYHO
PBHKOBOACTBO MO PeBMaToOJIONMA Ca CBbP3aHU C AOMbJ/IBAHE Ha JleKkapCTBeHaTa Tepanus
Ha peBMaToOUAEH apTPUT, aHKWUIO3MpPaLL CMOHANI0APTPUT U NMCOPUATUYEH apTPUT.


https://strategy.bg/index.php/bg/public-consultations/5333

C npoekTa Hapenba 3a nameHeHne n gonbiaHeHne Ha Hapenba Ne 14 oT 14 HoemMBpu
2019 r. 3a npuemaHe Ha papMaKo-TeparneBTUYHO PbKOBOLCTBO MO peBMaTOJI0rna ce
uenn fa ce cb3faje npaBHa perflaMeHTaumna Ha TepaneBTUYHUSA noaxon rnpu
NleKkapcTBeHaTa Tepanus B o6n1acTTa Ha peBMaTo/IornaTa, KakTo U Ha KpuTepunTe 3a
OUeHKa Ha eheKTMBHOCTTA Ha NpuaraHaTta Tepanus.

Pe3yntaTtnTe OT NnpuiaraHeTo Ha (hpapMakKo-TepaneBTUYHOTO PbKOBOACTBO Ca CBbpP3aHu
C MOCTUraHe Ha Han-Ba)KHaTa ues - ocurypsiBaHe Ha naumMeHTUTe BUCOKO Ka4yeCTBO Ha
JleyeHune 4Yypes npuiaraHe Ha eguHHM 1 060CHOBaHM NPUHLUNK, MPaBuUia U KPUTEPUN 3a
npeanMcBaHeTO U NpuUaaraHeTo Ha NIeKapCTBEHN NPOAYKTU B obxBaTa Ha MeAULMHCKaTa
cneynanHocT ,PeBmMaTonornsa” n egUHHM Ka4eCTBEHU N KONIMYECTBEHM NOKasaTenu 3a
e(peKTUBHOCTTa Ha NpuiaraHaTa HOBa Npenopbka 3a Tepanusa Npu NaumeHTn C
peeMaTongeH apTpuTt ¢ Upadacitinib, akTMUBHOTO BELLECTBO B I€EKAPCTBEHUSA NPOOYKT
Rinvoq; ponbnBaHe Ha TNF - 610Kupallm nekapcrBa, PErMCTPUPaAHN 3a JIeYeHME Ha
aHKMI03MpaLl croHaunoapTpuT B P bbarapus.

Afpec 3a n3npallaHe Ha CTaHOBULLA U NpeasioxxeHus: antonia.toncheva@ncpr.bg

OTTOBOpHa MHCTUTYLMA

OTroBopHa MHCTUTYLUMA

HauuoHaneH cbBeT NO LeHU U peuMbypcupaHe Ha NeKapCTBEHUTE NPOAYKTHU
Apnpec: Codus, rp.Cocus, byn.MeaH EBcT.MewioB Ne 15, eT.11, nk.1431
EnekTpoHHa nouwa: office@ncpr.bg

HauuHu Ha npepocTaBsAHe Ha NpPenJsiIodkKeHUst U CTaHOBULLLA

MopTana 3a 06WecTBEHN KOHCYNTauumn (M3UCKBa Ce perncTpauns 4ypes nmenn);
EneKTpoOHHa noLa Ha NocoYeHnTe aapecu;

CnctemaTa 3a CUrypHo enieKTpoHHO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmduumpaH enektpoHeH noanuc nam NMNNK Ha HOW);

OdwuupmanHmna agpec 3a KopecrnoHaeHUuns.

JLOKYMEeHTH

MakeT OCHOBHM AOKYMEHTMH:

MpoekT Ha Hapepba 3a nameHeHne n gonbsHeHMe Ha Hapenba Ne 14 oT 14 HoeMBpwU
2019 r. 3a npnemMaHe Ha hapMaKo-TepaneBTUYHO PHKOBOACTBO MO PEBMATOJIOrUSA - BEP.
1.0 14.08.2020

MoTusm - Bep. 1.0 | 14.08.2020



https://strategy.bg/index.php/download/859206
https://strategy.bg/index.php/download/859206
https://strategy.bg/index.php/download/859206
https://strategy.bg/index.php/download/859208

KOHcyﬂTaI.I,VIOHEH AOKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 15.08.2020
MpuknioyBaHe Ha KOHcyATauusaTa - 14.09.2020
CnpaBKa 3a noJiy4eHuTe npensio>XKeHus

CnpaBka nnu cbobuieHue.



