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npoekT Ha Hapepnba 3a usmeHeHue Ha Hapenba N7 ot 03.10.2019 r.
3a npueMaHe Ha (papMaKko-TepaneBTU4YHO PbKOBOACTBO 3a JiIe4eHue
Ha HEeBpPOJIOrM4YHUTe 3abonsaBaHun

BUXX Ha CalTa

UHdpopmauuns

OTkpuBaHe / MpuknouyBaHe: 16.04.2024 r. - 16.05.2024 r. HeakTunBHa
HomMmep Ha KOoHcynTauua: #8714-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 n3MmeHeHne Ha Hapeaba 7/03.10.2019 r. 3a NnpnemaHe Ha
hapMako-TepaneBTUYHO PHKOBOACTBO 3a JleYeHne Ha HeBPOJIOrMYHUTEe 3abonsiBaHus e
M3roTBEH Ha OCHOBaHMe 4. 259, an. 1, T. 4 oT 3aKOHa 3a NIEKApPCTBEHUTE NPOAYKTMK B
XyMaHHaTa MeauunHa, CbriacHoO KoOMTo HauMoHaNHUAT CbBET MO LEHU U
penmbypcrpaHe Ha NeKapCTBEHUTE NPOAYKTU NPpUeMa, OTMeHS UIn n3MeHs apmako-
TepaneBTUYHN PbLKOBOACTBA, KOUTO BKJIIOYBAT KPUTEPMM 3a OLIEHKA Ha pe3ynTaTa oT
npunaraHaTa Tepanus 1 afropuTMun 3a JIeYeHne C IeKapCTBEHMU MPOAYKTN.

C npoekTa Ha Hapegnba ce uenn fa ce akTyasmsnpa NpaBHaTa perjaMeHTauns Ha
TepaneBTUYHNTE CXEMU N Ha aJIFTOPUTMUTE 3a JIeHEHUE Ha HEBPOJIOMNYHUTE
3abonsaBaHuns, No-cneumnasHo No OTHOLWEHWE Ha HacneanCTBEHATa TPAHCTUPETUH-
cBbp3aHa amnomngo3a (hATTR) npu Bb3pacTHU NaUMEHTN C MNOJMHEBPONaTUA cTaaunm 1
nnn CTaguin 2, KaKTo 1 Ce npepiara HOB TepaneBTMYEH Noaxon 3a nogobpseaHe
CBHCTOSAHNETO Ha NMauneHTn C NMapKMHCOH C Bb3HUKHAMN TEXKWN ABUraTesIHA
ycnoxHeHunsa. C usmeHnTenHaTa Hapeaba ce BbBeXaa HoBaTa Knacngukaumsa u
nedmHUUMA Ha enuienTnyHNTe cmHapomm Ha ILAE cnopep Bb3pacTTa Ha
MbpBOHAYasIHaTa NosdBa U Ce Cb34aBa HOB pa3aen BbB papMaKo-TepaneBTUYHOTO
PbKOBOACTBO OTHOCHO AMArHOCTMKATa M JIEYHEHNETO Ha Pa3CTPONCTBaTa Ha CbHA U
6oabpcTBaHeETO.


https://strategy.bg/index.php/bg/public-consultations/8714

B pe3ynTaT Ha NpunaraHeTo Ha U3NCKBAHUSATA Ha HACTOALLMA HOPMATMBEH aKT Lie ce
NOCTUTHE SICHa perjamMeHTaUus KakTo Ha AnarHoCTMKaTa Ha bonecTute Ha HepBHaTa
cncTema, cbobpaseHa ¢ MeXXOyHapOo4HUTE NpaBusia, Taka U Ha TepanuaTa UM - C Hall-
HOBMTE pa3pelleHn 3a ynoTpeba NekapCcTBEHM NPOAYKTU criopes MeXxayHapoaHu
KOHCEHCYCU 1 NMpaBuia, AoKa3Bally epeKTUBHOCT 1 6e30nacHOCT.

O4akBaHUAT pe3ynTaT OT NpuiaraHeTo Ha NpoekTa Ha Hapenba e BbBEXAAHETO Ha
eIMHEH TepaneBTMUYEH NMoAXoa Npu NpeannucBaHeTo U NpuiaraHeTo Ha SlIekapCcTBeHUTe
NPOAYKTU, KOETO Aa rapaHTuUpa onTUMasieH epeKkT Npu le4yeHne Ha NauneHTun ¢
HEeBPOJIOrn4yHM 3abonseaHusl. Cna3BaHETO Ha a/IFOPUTMUTE 3a SleYeHne e rapaHumns 3a
BMCOK TepaneBTUYEeH OTFOBOP NPU LUMPOKUSA KPbIr OT NALUEHTN.

Pe3ynTaTuTe OT NpuiaraHeTo Ha hapMaKo-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHU
C NOCTUraHe Ha Hal-Ba)XkHaTa Lien - OCMrypsiBaHe Ha NaunueHTUTe BUCOKO KavyeCcTBO Ha
JleyeHne Yypes npusaraHe Ha eauHHM 1 060CHOBAHW NPUHLIUMN, NMPaBUIa U KPUTEPUN 3a
npeannucBaHeTO U NpuIaraHeTo Ha 1IeKapCTBEHWN MPOAYKTM B 06xBaTa Ha MeAuLMUHCKaTa
cneumanHocT ,HeBposorna“ n eANHHN Ka4eCcTBEHU N KOIMYECTBEHM NoKasaTesnun 3a
epeKTUBHOCTTA Ha NpuiaraHaTa Tepanus.

AQpec 3a n3npaliaHe Ha CTaHoBULW A 1 NpeanoxxeHusa: office@ncpr.bg

OTroBOpHa MHCTUTYLLUA

OTroBopHa MHCTUTYLUMA

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

JOKYyMeHTH

MakeT OCHOBHM AOKYMEHTH:

npoekT Ha Hapenba 3a nameHeHne Ha Hapenba Ne7 o1 03.10.2019 r. 3a npnemMaHe Ha
hapMaKo-TepaneBTUYHO PBKOBOACTBO 3a JIEYEHNE Ha HEBPOJIOrMYHNTE 3abonsaBaHus -
Bep. 1.0 | 15.04.2024

MoTuBM - Bep. 1.0 | 15.04.2024

CnpaBKa 3a 0Tpa3siBaHe Ha NpenJioXXeHusTa U cTaHoBuLaTa - Bep. 1.0 | 21.06.2024
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KOHcyﬂTaI.I,VIOHEH AOKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

ABTop: lVMe ®amnnua (15.05.2024 16:08)
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UcTopms

Ha4vano Ha obwiecTBeHaTa KOHcynTauusa - 16.04.2024
MpuknioyBaHe Ha KOHcyATauusaTa - 16.05.2024
CnpaBka 3a nosy4yeHuTe npepJsioxeHus - 21.06.2024

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJloXKeHUATa U CTaHOBMLLATA
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