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PAWHA MOPOAHOBA

M3NCKBAHUA HA H30K
NPU NNEYEHUE HA ENUNENCUA

B U3SBBbHBOJIHUYHATA NOMOLL,



M3UCKBAHWUSA HA H30K MNPU U3JABAHE HA MPOTOKONW 3A MPOBEXAAHE HA NEYEHUE HA
BOJHU C ENWUMENCUA C AHTUENWUNENTUYHA (ANM) U APYIU AHTUENUNENTUYHU NNEKAPCTBEHU
NPOOYKTW (OANM)

MpoTokoN®T ce w3gasa OT CMELUManUCTU C KoA Ha cneumanHoct 10 (HepeHu Gonectu) unu 54 (meTtcka
HeBponorus), pabotewm no gorosop ¢ H30K; ekcnepTHOTO CTaHOBULLE Ce U3gaBa OT creuuanuavpaHa KOMUCHA B
nevye6Hu 3aBeaeHUA 3a 6onHMYHa nomoll, cknuunu gorosop ¢ H30K. CneunanavpaHnTe KOMUCUM CE Cb3aBaT Cbe
3anosep Ha fupekTopa Ha neyebHoTo 3aBedeHve (N13) — 3a naumeHTn Hap 18 rogmwHa Bb3pacT: Y6 8 rp. Cochus (MBAN
LAnekcangposcka’, MBAJl ,Llapuua Moana”, MBAIHM .,CB.Haym”, MBAJl - | HKBE", BMA — Codchus, MeguuMHCKU UHCTUTYT
kbm MBP, MBAI ,Ce. Mean Punckn®, MBAN ,Ce.AHHa", MBAJT ,Codmsamen”), rp. Mnoeave (YMBAJ “Ce.leoprn’, BMA —
BBAJT, KnuHuka no Hesponorus), rp. Mnesex (YMBA — MneeeH, BBAN, ,MBAN Cobpue n Mo3bk®), rp. BapHa (YMBAI “Cs.
MapuHa”), rp. Ctapa 3aropa (YMBAJ Crapa 3aropa), Mupea MBAI — Codua EAL, ,Tokyga Bonnuua Codus" All, Cutu
Knuxuk — rp. Codumn; 3a naumeHTn nod 18 roaMilHa Bb3PacT: BKIIIOYBAT C& NEKapy CbC CNeUMarnHocT AeTcka HEeBponorus
unu HeBpPOMo3W KU nNeanaTpu CbC cneuvanusauua no aetcka Hesponorusa — YbB (JeTcka HeBponorndHa knuHuka npu MBAJ
“Ce.Haym’” — rp. Cochusi, YMBAI no [etcku Bonectn — rp. Cocbusi, YMBAJ “Ca.leopru” — rp. Mnosauws, YMBAN “Cs. Mapuna”
- rp. BapHa, YMBAIJ — rp. MNneeeH, MBAJT ,Cocuamen”)

|. PEQ 3A 3ABEPAIBAHE HA MPOTOKOIATE

1. MNpotokonu 3a neyenve ¢ ETHOSUXIMIDE (ESM), OXCARBAZEPINE (OxCBZ) u ESLICARBAZEPINE(ESL)

2. MNpoTokonu 3a NpoAbMkaBaHe Ha TepanusTa ¢ AJM n OAINMN (6e3 npomsHa B fo3aTa)

CrneunanucT, CKITYun 4orosop = “llpoTokon 3a npeanucBaHe Ha nekapcTsa, 3aBepka B P30K

¢ H30K ' 3annawanu ot H30OK/P30K" — 06n. M3-H30K ’

MpoTtokonu 3a 3ano4saHe Ha Tepanus ¢ AJlM - TIAGABINE (TGB) u OAINM - LAMOTRIGINE (LTG), TOPIRAMATE
(TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) n BRIVARACETAM
(BRV)

(30]1 ce Hacoysa KbM cneunanuavpaHa koMucHs kbM YB, KOATO u3gaea PelleHue Ha cneuvanvsupaHa KOMWCUS 3a
3anoyeaHe wnW nNpoabIPKaBaHe Ha NevYeHWeTo, CaMo ako Ce Hanara yBenuyaBaHe Ha O03MTe WNKU BKNKYBAHE Ha HOB
nexKapcTBeH NPOAYKT OT Tasu rpyna)

CRIELManuCT, CKAKoYNn A0FOBOP = lMonbrHeHo W noanucaHo npunoxexwe 1 — nuCT 3a onpegensHe Ha
¢ H30K = KpuTepunTe no CbOTBETHATa TO4YKa C MPUIMOXEHU BCUYKN HE‘DGXO,EWIMIA
AOKYMEHTU

= AmMbGynatopeH nucT / enukpu3a C BCUYKM HeoBxogumu uv3crnensaHus
cbobpasHo Tabnuua 1 (npunoxexue 2)

= ‘MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawadu ot H30K/P30K" —

06p. M3-H30K
* PeweHuve Ha cneuuanuaupaHa KOMWUCHUA C Komucus za
cneuuanuavpaHa KOMUCUS ; ACHa MeaWULMHCKa MOTUBALMSA eKCcnepTU3u B
= ‘TlpoTokon 3a npeanuceaHe Ha NekapcTea, P30K
3annawanu ot H3OK/P30K" — 06p. M3 -H30K
£ 3aBepka B P30K

MpoTokonu 3a 3anoysaHe Ha KomGuHMpaHa Tepanus ¢ AJM - TIAGABINE (TGB) u JAJIIN — LAMOTRIGINE (LTG),
TOPIRAMATE (TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) u
BRIVARACETAM (BRV)

* [lonbnHeHo W noanWcaHo npunoxenue 1 — NUCT 3a onpepensHe Ha
cneunanuncr, cknio4un Jorosop —p | KpuTepuute no CLOTBETHATA TOMKA C MPUIOKEHW BCUYKW HeobXxoaUMM
¢ H30K [OKYMEHTH

* AMbynatopeH nucT / enuMKpuM3a C BCUYKM HeoBXoaumu u3crnepBaHus
cbobpa3sHo Tabnuua 1 (npunoxeHue 2)

* ‘MpoTokon 3a npegnvWceBaHe Ha nekapcTea, 3annawadn or H30K/P30K” —
06p. M3-H30K

* PeweHne Ha cneuManusvpaHa KOMMCWMA C $CHA MOTMBaUMA 3a
NpoBexaHeTo Ha nogabpxalwa Tepanus ¢ gosa Hag DDD

cneyunanuinpaHa Komucus
= PeweHue Ha cneuuanuinpaHa KOMMCHUA C Komucus no un.

ACHa MEAWLMHCKA MOTUBALINA 78, 1.2013308B
= ‘MpoTokon 3a npeanucBaHe Ha nekapctea, | —» | UY Ha H30K

K" — 2 =
3annawanu ot H30K/P30K" — 06p. M3-H30K 3asepka B P30K

B o
-
N

W3NCKBAHNA HA H30K MPU NEYEHWE HA EMWNENCUA B W3BBHBONHWYHATA NMOMOLL






