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MpoekTbT Ha Hapenba 3a nameHeHne Ha Hapeaba 7/03.10.2019 r. 3a npnemMaHe Ha
hapMako-TepaneBTUYHO PHKOBOACTBO 3a JleYeHne Ha HEBPOJIOrM4yHMUTe 3abonaBaHns e
M3roTBeH Ha oCcHoBaHue 4. 259, an. 1, T. 4 oT 3aKOHa 3a SleKapCTBEeHUTE NPOAYKTUN B
XyMaHHaTa MeAuLnHa, CbracHO KONTO HauMoHanHUAT CbBET MO LEeHU 1 pemmbypcupaHe
Ha /IeKapCTBEHUTE NPOAYKTU NpUema, oTMEHS AN N3MeHs hapMaKo-TepaneBTUYHN
PBbKOBOACTBA, KOUTO BKJIIOYBAT KPUTEpUM 3a OLLEeHKa Ha pe3ysTaTa OT npuiaraHaTa
Tepanusa u afiropuTMu 3a NevYeHne C JlIeKapCTBEeHN NPOAYKTHU.

C npoekTa Ha Hapepnba ce uenn ga ce akTyansnpa NpaBHaTa pernaMmeHTauns Ha
TepaneBTUYHUTE CXEMU U Ha aJIFOPUTMUTE 3a JIeHEHMNE Ha HEBPOJIOrMYHNTE 3abongaBaHus,
rno-cneumnasiHoO Mo OTHOLWEeHWe Ha HacneacTBeHaTa TPaAHCTUPETUH-CBbP3aHa aMionao3a
(hATTR) npu Bb3paCcTHM NaUMEHTN C NOJIMHEBPONATUA CTaAun 1 nnm cTaauin 2, KakTo u ce
npennara HOB TepaneBTUYEH NOAXOA 3a NogobpsBaHe CbCTOAHMETO Ha NaLMEHTU C
MapKMHCOH C Bb3HUKHANN TEXKW ABUraTeNHN yCnoXXHeHus. C nameHnTenHaTta Hapenba ce
BbBeXJa HoBaTa Knacudukaumsa n gepuHnuma Ha ennnentudHuTe cuHapomm Ha ILAE
criopef Bb3pacTTa Ha NbpBOHa4vasHaTa NMosea U ce Cb3haBa HOB pa3fes BbB hapMaKko-
TepaneBTUYHOTO PbKOBOACTBO OTHOCHO AMArHOCTMKATa U JIe4eHNEeTOo Ha pa3CcTponcTeaTa
Ha CbHS U 6oabPCTBAHETO.

B pe3ynTaT Ha npunaraHeTo Ha U3MCKBAHMSATA Ha HAaCTOALWMS HOPMATUBEH aKT LLe ce
NOCTUIHE $ICHa pernaMeHTauMs KakTo Ha AMarHocTukaTa Ha 6onecTuTe Ha HepBHaTa
cucTtema, cbobpaseHa ¢ MeXxayHapoaHMTE NpaBuiaa, Taka U Ha TepanusTa UM - C Hai-
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HOBUTE pa3peLleHn 3a ynoTpeba NekapCTBEeHM NPOAYKTU cnopen MeXXAyHapoaHu
KOHCEHCYCW 1 NpaBuNa, A0Ka3Balln eheKTUBHOCT 1 6e30nmacHOoCT.

O4YakKBaHUAT pe3ynTaT OT NpuiaraHeTo Ha NpoekTa Ha Hapeaba e BbBEXAAHETO Ha
eINHEH TepaneBTUYEH NOAX0A NpPU NPeannCcBaHeTO U NpuiaraHeTo Ha JlekapCTBeHUTe
NPOAYKTWN, KOETO Aa rapaHTMpa onTUMaJsieH epeKT Npu Jie4eHne Ha NaumeHTun C
HEBPOJIOrNMYHM 3abonsiBaHus. Cna3BaHETO Ha Aa/IFOPUTMUTE 3a SleYeHne e rapaHumna 3a
BMCOK TepaneBTUYEH OTrOBOP MPU LUMPOKNA KPbI OT NaLUEeHTH.

Pe3synTtaTtuTe OT NpunaraHeTo Ha papMako-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHU C
MoCTUraHe Ha Ha-Ba)kHaTa Les - OCUrypsiBaHe Ha NauMeHTUTE BMCOKO Ka4yeCcTBO Ha
NleyeHune Ypes3 npuaaraHe Ha eauHHM 1 060CHOBaHM NMPUHLUUMNK, NMPaBUia U KPUTEPUN 3a
npeannucBaHeTO N NPUIaraHeTo Ha JIEKAPCTBEHM NPOAYKTK B 06XBaTa Ha MeaunLMHCKaTa
cneumnanHocT ,HeBponorna“ n eogUHHM KadeCTBEHU N KOJINYECTBEHW MoKa3aTesin 3a
eheKTMBHOCTTA Ha NpusaaraHaTa Tepanus.
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UcTopus

Hauyano Ha obwiecTBeHaTa KOHcynTauus - 16.04.2024
MpuknwoyBaHe Ha KOHcynTauusaTa - 16.05.2024
CnpaBKa 3a noJsiyuyeHuTe npennoxeHumsa - 21.06.2024
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