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MpoekTbT Ha Hapenba 3a nameHeHne Ha Hapeaba Ne 3/19.09.2019 r. 3a npnemMaHe 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
JNleKapCTBEHU NPOAYKTU 3a Jle4eHUe Ha Bb3pacCTHU NauMeHTn C peungmnsmpan uim
pedpakTepeH PoNnkKynapeH NMMgoMm, 3a gevyeHme Ha pyHromagHa MMKo3a, 3a Jle4eHume Ha
peunansBupall, nav pedpakTepeH AndyseH egHoOKNETbYEeH B-keTb4yeH TMMGOM, KakKTo U
Npu XPOHMUYHa MM OoUNTHA NeBKeMUa N MakporaobynmHemmsa Ha WM, CbLLO Taka 3a
NevyeHne Ha XPOHUYHa NbpPBUYHA MMYHHa TpoMbounToneHus, KakTo 1 JIN 3a ABbArocpoYHa
nponnakTMKa Ha KbpBEHE NMpu NauneHTn € BpoaeH aedpuunTt Ha A-cybeonHunua Ha
dakTop Xlll n 3a nevyeHmne Ha cBbp3aHa CbC 3aboNaBaHeTO CneHOMEeranms, KakTo n C
HeobxoQMMOCTTa OT pa3lnpsBaHe Ha TepaneBTUYHUTE MHOMKALMN Ha CblUeCcTBYyBalLMTe


https://strategy.bg/index.php/bg/public-consultations/10485

NneKapCcTBeHN NPOAYKTU C BKJIlOYBaHE Ha NOoKa3aHNA 3a Jied4eHne Ha Bb3PaCTHU NauneHTn C
MHO>XeCTBEeH MMEeJIOM U TakKuBa C HeJleKyBaHa gocera XpoHn4Ha aMMm@ounTHa JIeBKeMU4.

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 e(;peKTI/IBHOCTTa Ha rnpunaraHaTa Tepanns.

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

OTroBOpHa MHCTUTYLMUA

OTroBopHa MHCTUTYUMA

HauuoHaneH cbBeT NO LEeHU U peuMbypcupaHe Ha JileKapCTBEeHUTE NMPOAYKTH
Appec: Cocus, rp.Cocpus, byn.MeaH EBcT.NewoB Ne 15, eT.11, nk.1431
EnekTpoHHa nouwa: office@ncpr.bg

JLOKYyMEeHTH

MakeT OCHOBHMU AOKYMEHTMU:

MpoeKkT Ha Hapenba 3a nameHeHme Ha Hapenba Ne 3/19.09.2019 r. 3a NpUeEMaAHe Ha
dhapMaKo-TepaneBTUYHO PbKOBOACTBO MO KJAUHNYHA xeMaTosormsa - sep. 1.0 | 05.08.2024

MoTumBM - Bep. 1.0 | 05.08.2024

CnpaBKa 3a 0Tpa3siBaHe Ha NpenlIoXKeHUsATa U CTaHoBULaTa - Bep. 1.0 [ 15.10.2024

KOHcynTaLI,VIOHEH AOKYMEHT:

CnpaBKa CTaHOBMLUA:

KomeHTapm

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 06.08.2024


https://strategy.bg/index.php/download/1208648
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MpuknioyBaHe Ha KOHcynTauusaTa - 04.09.2024
CnpaBka 3a nojsiyuyeHuTe npepglsioxeHnus - 15.10.2024

CrnipaBKa 3a 0Tpa3siBaHe Ha NpeaJsioXKeHUATa U CTaHOBULLATA



https://strategy.bg/index.php/download/1208646

