npoeKkT Ha Hapepnba 3a nsmeHeHue Ha Hapep6a N7 ot 03.10.2019 .
3a npueMaHe Ha ¢phapMaKo-TepaneBTU4YHO PbKOBOACTBO 3a JieYyeHue
Ha HEeBPOJIOrM4YHUTe 3abonsaBaHuA
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BHocuTen: HauwmoHaneH CbBET MO LeHN 1 penMbypcrpaHe Ha IeKapCTBEHUTEe
NPOAYKTHU

Twvun BHOCUuTEeNn: HauMOHANHO

MpoekTbT Ha Hapenba 3a n3meHeHue Ha Hapenba 7/03.10.2019 r. 3a npneMaHe Ha
hapmMako-TepaneBTUYHO PbKOBOACTBO 3a JIe4eHMe Ha HEBPONIOrM4YHNTE 3abonsaBaHuma e
M3roTBEH Ha OCHOBaHWe 4. 259, an. 1, T. 4 oT 3aKoHa 3a IeKapCTBEHUTE NPOOYKTU B
XyMaHHaTa MeauunHa, CbriacHO KOMTO HauMoOHaNHUAT CbBET MO LeHU U
penMmbypcrupaHe Ha feKkapCTBEHUTE NPOAYKTU NpuemMa, oTMeHs Ui n3MeHsa hapmMako-
TepaneBTUYHN PHLKOBOACTBA, KOUTO BKJIOYBAT KPUTEPMK 3a OLLEeHKa Ha pe3ynTaTa oT
npuaaraHaTa Tepanusa n anropuTMn 3a NevYeHue C eKapCcTBeHU NMPOoLAYKTN.

C npoekTa Ha Hapenba ce uenn fa ce akTyaJm3vpa NpaBHaTa perjaMeHTauns Ha
TepaneBTUYHUTE CXeMU N Ha aIrOPUTMUTE 3a JieHeHNe Ha HEBPOJIOrNYHNTE
3abonsBaHM4A, No-cNneumasHO NO OTHOLIEHME Ha HaceACTBEHATa TPAHCTUPETUH-
cBbp3aHa amnonpgosa (hATTR) Npu Bb3pacCTHU NAaUMEHTU C NOMHEBPONaTUsa cTaaum 1
WM CTagun 2, KakTo 1 Ce npeajlara HOB TepaneBTMYEH NOAXoa 3a nogobpseBaHe
CbCTOSAHNETO Ha MauneHTN C NMapKMHCOH C Bb3HUKHAIN TEXXKWN ABUraTeHN
ycnoxHeHuns. C nsmeHntTenHaTta Hapenba ce BbBexAa HoBaTa Knacndpukaumns un
nedprHUUMA Ha enuienTuYHNTe cMHgpoMun Ha ILAE cnopef Bb3pacTTa Ha
NbpBOHaYasHaTa NosiBa N Cce Cb3faBa HOB pa3aes BbB JapMaKo-TepaneBTUYHOTO
PBbKOBOACTBO OTHOCHO AMArHOCTUKaTa N IeYEeHNETOo Ha pa3CTponCTBaTa Ha CbHA ”
6oaobpcTBAHETO.

B pe3ynTaT Ha npuaaraHeTo Ha U3UCKBAHMSATA Ha HaCcTOALLMA HOPMATMBEH aKT Lie ce
NMOCTUTHE SICHa perjamMeHTaunst KakTo Ha AnarHoCTMKaTa Ha bonecTuTe Ha HepBHaTa
cucTteMa, cbobpaseHa C MeXAyHapoaHUTE NpaBua, Taka U Ha TepanusaTa UM - C Hal-
HOBUTE pa3peLleHn 3a ynoTpeba NekapCTBEeHM NPOAYKTU cropen MexXXayHapoaHU
KOHCEHCYCU 1 NpaBuna, AoKa3Balln eheKTUBHOCT 1 6e30macHOoCT.



O4akBaHUAT pe3ynTaT OT NpuaaraHeTo Ha NpoekTa Ha Hapenba e BbBeXAAHETO Ha
eIMHEH TepaneBTMUYEH NMoAXo4 Npu NpeanucBaHeTo U NpuiaraHeTo Ha JlIekapCcTBeHUTe
NPOOYKTW, KOETO Aa rapaHTupa onTuMasieH epekT Npu fNevyeHne Ha nauneHTn ¢
HEeBPOJIOrnYyHM 3abonseaHmsA. Cna3BaHETO Ha a/irOPUTMUTE 3a NleYeHne e rapaHumns 3a
BMCOK TepaneBTMYEH OTrOBOP MPU LUMPOKNSA KPbI OT NaLUEHTH.

PesyntaTtunTe OT NpuiaraHeTo Ha hapMaKo-TepaneBTUYHOTO PbLKOBOACTBO Ca CBbP3aHN
C NoCTUraHe Ha Han-Ba>kHaTa LeN - ocurypsBaHe Ha naunMeHTUTe BUCOKO KayeCcTBO Ha
NlevyeHune 4Yypes npuaaraHe Ha eauHHM 1 060CHOBAHM NPUHLMNAN, NpaBuaa N KPUTEPUN 3a
npeannuceBaHeTo WU NpuaaraHeTo Ha IeKapCTBEHM NPOoAYKTN B o6xBaTa Ha MeauLUNHCKaTa
cneunanHocT ,Hesponorma“ n eANHHM KavyeCTBEHU U KOJIMYECTBEHM NOKa3aTenun 3a
e(eKTUBHOCTTa Ha NpwujaraHaTa Tepanus.

Adpec 3a n3npawiaHe Ha CTaHoBULWA 1 NpeanoxxeHusa: office@ncpr.bg

OTTOBOpHa MHCTUTYLMA

OTroBopHa MHCTUTYLUMA

HauuoHaneH cbBeT NO LeHU U pemMbypcupaHe Ha NeKapCTBEHUTE NPOAYKTHU
Apnpec: Codus, rp.Cocus, 6yn.MeaH EBcT.MewioB Ne 15, eT.11, nk.1431
EnekTpoHHa nowa: office@ncpr.bg
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UcTopus

Hauyano Ha obuwiecTBeHaTa KOHCcynTauus - 16.04.2024
MpuknouBaHe Ha KOHcynTauusaTa - 16.05.2024
CnpaBKa 3a NoJiy4yeHuTe NpensioXKeHusn
CnpaBka nnn cboblieHune.

OKOHYaTeJiIeH akKT Ha MuHucTepckusa cbBeT



