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MpoekTbT Ha Hapenba 3a nameHeHne Ha Hapeanba Ne 3/19.09.2019 r. 3a npuemMaHe Ha
hapMaKo-TepaneBTUYHO PbKOBOACTBO MO KJMHUYHA XEMaTOJI0OMNA € N3roTBEH Ha
OCHOBaHWMe 4n. 259, an. 1, T. 4 oT 3aKOHa 3a IeKapCTBEHUTE NPOAYKTU B XyMaHHaTa
MeguumHa.

MenOvumMHCKaTa cneunanHocT , KnMHMYHa xemaTtonorms” obxesalla no3HaHUNATA,
MeOVLMVHCKMTE aifopuTMN 1 NpeLeHKn, HeobxoamMmMm 3a afekBaTHa AMarHOCTUKa W
Jle4yeHne Ha naumeHTn cbe 3abonsiBaHMsATa Ha KPbBTa, KPbBOTBOPHUTE OpraHn 1 opraHuTe
Ha NuMcHaTa cnctema. C hapMako-TepaneBTUMYHOTO PbKOBOACTBO Ce onpeaens
NleKapCTBeHaTa Tepanusa Ha 3abonsaBaHUATA Ha KPbBTA, KPbBOTBOPHUTE OpPraHun u
opraHuTe Ha MMMdpHaTa CUCTEMA, Ha KPUTEPUUTE 3a OLIEHKA Ha pe3ysTaTa oT
npunaraHaTa Tepanus N aaropuTMuUTE 3a SlIeYeHne C IeKapCTBEHM NPOOYKTH.

HacToswaTa npoMsaHa ce Hafnara nopaan HeobxooMMOCTTa OT M3MOJ13BaHe Ha HOBY
NIeKapCTBEHM NPOAYKTW 32 SIe4eHMe Ha Bb3pacTHM MauneHTun, cTtpagawm ot
MuesnoancnaacTuyeH CMHAPOM, ocTpa cmMmdobnacTHa neskemus, bonect Ha Gaucher,
6onecTt Ha ¢oH BunebpaHpg. C namMeHeHMeTo Ce akTyanansnmpaT aJiIrOpUTMUTE Ha leyeHmne
ypes3 npuaaraHe Ha HOBUTE TepaneBTUYHUTE UHONKALUN UK Ypes3 BKJII0YBaHE B HOBU
KoMbuHauMmM Ha CbLLeCTBYBaALLMTE JIEKaPCTBEHU NPOAYKTU 3a SIe4EHNE Ha Bb3PaCTHMU
nauneHTn C HOBOAMArHOCTULMPaHa 1 peunansmnpana nim pedpakrepHa XpoHUYHa
MMM@OLMTHA NeBKeEMUSA, peunanBmpan nin pedpakTepeH MaHTEeNHO KNeTb4Y€eH INMGOM,
HOBOAMArHOCTULMPAH N penancupan nim pedpakTepeH MHOXKeCTBeH Muenom, bonecT Ha


https://strategy.bg/index.php/bg/public-consultations/11346

XOO)KKUH, peunnsupall nnn pedpakrtepeH oudyseH eapoksetbyeH B-knetbyeH
MM omMm.

Pe3ynTaT|/|Te OT NpunJslaraHeTo Ha (papMaKO-TepaﬂeBTl/l‘-lHOTO PBKOBOAOCTBO Ca CBbP3aHN C
MoCTUraHe Ha Ha-Ba)kHaTa uen - ocurypsdBaHe Ha nauneHTmTe BUCOKO Ka4eCTBO Ha
nevyeHune 4pes npmnnaraHe Ha eguHHN U ob6ocHOBaHM npnHUMNu, npasnia N KPUTEPUN 3a
npeannncBaHeETO N NpuaiaraHeTo Ha J1IeKapCTBeHU NPOAYKTU B obxBaTa Ha MeauLUMHCKaTa
cneumanHocT ,KnnmHn4yHa xemaTtosiorna“ n eAMHHM KavyeCTBEeHN U KoNn4yecTBeHu
MOKa3aTesn 3a eq.)eKTI/IBHOCTTa Ha rnpunaraHaTa Tepanns.

Appec 3a u3npallaHe Ha CTaHoBMWa U NpepyioxeHus: office@ncpr.bg.

OTTOBOpHa MHCTUTYLMA

OTroBopHa MHCTUTYLUMA

HauuoHaneH cbBeT NO LLeHU U peuMbypcupaHe Ha NeKapCTBEHUTE NPOAYKTH
Anpec: Codus, rp.Cocdusa, 6yn.MeanH EBcT.MewoB Ne 15, eT.11, Nnk.1431
EnekTpoHHa nowa: office@ncpr.bg

JOKYMEHTH

MakeT OCHOBHM AOKYMEHTH:

MpoekT Ha Hapenba 3a nsmeHeHne Ha Hapenba Ne 3/19.09.2019 r. 3a NnpnemMaHe Ha
hapMaKo-TepaneBTUYHO PBKOBOACTBO NO KJAMHNYHA XeMaTosiormsa - sep. 1.0 | 28.07.2025

MoTuBK - Bep. 1.0 | 28.07.2025

CnpaBKa 3a 0Tpa3siBaHE Ha NpenJIoXKEeHUATa U CTaHoBULWaTa - Bep. 1.0 [ 21.10.2025

KoHcynTauuoHEeH O OKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

UcTopus
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https://strategy.bg/index.php/download/1300163

Hauyano Ha obwiecTBeHaTa KOHcynTauus - 28.07.2025
MpuknouyBaHe Ha KOHcynTauusaTa - 26.08.2025
CnpaBkKa 3a nosny4YyeHuUTe npepsioxeHus - 21.10.2025

CrnipaBKa 3a OTpa3siBaHe Ha NpeaJsioXKeHUATa U CTaHOBMULLLATA



https://strategy.bg/index.php/download/1300163

