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OPUNOXEHUE 16
JINCT 3A ONPEOENSIHE HA KPUTEPUMTE NMPU U3OABAHE HA MPOTOKOJNU 3A NMPOBEXAAHE HA NEYEHUE HA
BOMNHU C NPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKIMEPO3A
(cpuHzonumod)

Ywe: e [ T [ T T T T [ [ |

3abenexka: MeduLuHCKama OOKyMeHmayus, yoocmosepsiealya 6CeKU Om KpUMEepUume e rocoyeHa ¢ yugpa 6 UHOEKC U 3adbIKUMENTHO
npudpyxaea HaCMOSALOMO NPUSIOXEHUE.

A. Kputepum 3a 3ano4BaHe Ha MbPBY KyPC (3aALMKNTENTHO € HaNMUMETO Ha BCUUKN KpUTepum)

MNone ABa [OKyMeHTUpaHu npucTbna 3a nepuon He no-Abnbr OT €é4Ha roamMHa Ha (bOHa Ha NnoHe eAHOoroguHoO
nedyeHue ¢ uHTepdepoH — 6eta, rnatmpamep auerar

Hanvuue Ha aKTMBHM NNakKu u nporpecus Ha faHHute oT MPT ¢ koHTpacT 2

CTeneH Ha thyHKUMOHaneH HeBpororuyeH Aecmumnt Ao 4 1. no Kurizke B

Jlunca Ha u3knoYBawWm KpuTepum no 1.8 4

B

AHaMHECTMIHITE AaHHN, KMTUHWYHATa CUMITOMAT!Ka M EBONIOTUBHUA XOA CE ONUCBAT B BKCMIEPTHOTO CTaHOBULLE. [lOKyMEHTUPAHWTE NPUCTLNM C
€NMKPU3M 3ANLIKATENHO AA CHABPXKAT MHOPMALIMA OTHOCHO NPOBEAEHO NedeHie C KOPTUKOCTEPOMAY B 4033 OT 500 A0 1000 Mr AHeBHO 3a CPOK
oT 3 40 5 AHW.

2 opuruHaneH U UK MOANMCAHO ¥ 3aBepeHo komue oT MPT ¢ KOHTPacT - B €KCMEPTHOTO CTAHOBWLIE 33ABMKWTENHO CE KOMEHTMpa
AVMHAMUKATa Ha IPOMEHUTE B CpaBHeHue ¢ npeawsecTeawio MPT uscneasaHe npea nocnefHuTe 12 Meceua

¥ 0TpaseHa ckana Ha CHMNTOMATMKAaTa B eKCNepTHOTO CTaHoBulie. CTeneHTa Ha (yHKUMOHASIEH HEBPONOrMYeH ASULIMT Ce onpeaens eanH
meceL, Cres, JOKyMEHTUPaH NpucTb.

4 yaocTosepsiea ce C NOANUC Ha CTIeLManMCTa B NPUNOXEHNE 1 Ha HACTOALLMTE USUCKBAHNS

B. KpuTepuu 3a NpoAL/kaBaHe Ha Tepanusita Npu BCeku Mocrieasall WeCTMeceueH NPOTOKON (3aABLIDKUTESNHO e
HanuuMeTo Ha Kputepum 1, 2 n 4)

1 | Nlunca Ha noseye OT 1 NPUCTBLN 3a Nepnoa OT LUECT Mecela 4

3aabpkaHe Ha nokasaTenuTe Ha (PyHKUMOHANHWS HeBporioruyeH feduunt F

2
3 | MNauueHTu nposenu 2-roguwHo neyexue ¢ Natalizumab, kouto ca JC nomnoxuTenHu °
4 | Nunca Ha cTpaHUYHM edheKTH U U3KITIoYBaILYM KpUTepum no 1.B 4

aMBynaTopeH NUCT/ eTanHa enukpuaa oT NPOCeARBaLLIMs HEBPOIOr C 0TPa3siBaHe Ha OCHOBHATA TepanusA, KOATO e NPOBEX/AaHa Npes nepuoaa U
pa3ssuTMETO Ha CUMNITOMATHKATa Ha 6onecrTa

€KCNEpTHO CTAHOBWLLE C OTpa3eHa eheKTMBHOCT N0 NOKA3aTeny OT NpUNaraHoTo neverne. Cnej 3asbpueH 6-ToAULLEH KYPC, CTAHOBULETO Ce
M34aBa OT NOCTOSIHEH eKNepTEeH CLBET N0 HEBPOIOrUsA.
3 334 LIKATENIHO Ce NPUNara OpUrMHasHa GnaHKka WK 3aBepeHo konue (BalMAHO € W U3CMeABaHe BUCAHO B ENUKPU3a OT BONHUYHO nedetine)
30/1 moxe aa npeMuHe Ha nievenue c Fingolimod cneg 2 meceuLa NEPUOJ Ha U3UNCTBaHE.
*yaocToBEpSBA CE C NOANUC HA CMIELUANICTa B NPUNOXEHNE 1 HA HACTOALLMTE USUCKBAHMA
3abenexxa: HDM MbpPBOTO KaHAWAATCTBaHe 3a NpoAbMXaBaHe Ha TepanusATa Aa ce npunoXar KoHcynTauvs ot oananMonor W opurMHanHa 6naHka wnu 3asepeHo
Konwe OT uacnegBaHe Ha MepHDﬂpO5HVI ©H3UMK Ha 3 Mecel OT 3ano4BaHe Ha NeYeHneTo.

B. U3KMIOYBALLIM KPUTEPUM (npm 3anousaHe 1 Npu NpoAbIDKaBaHe Ha nevYeHneTo)

30/1 ¢ BTOpuuHo-NporpeaneHTHa hopma Ha Gonectra

[Ba 1 noBeye AOKyMEHTUPAHU NPUCTHLNA 3a NepuoA OT 1 roanHa Ha oHa Ha neyexmne ¢ DduHronumoa
YBenuuaeaHe Ha creneHTa Ha hyHKLUMoHaneH HesporioruieH aecvumt ¢ 1 1. no Kurtzke B cpasHeHue C oLeHkaTa npu
BKNIOYBAHE B NporpamMara Ha hoHa Ha neuyeHue ¢ duHronumos

BpeMeHHOCT 1 nakrauus

MauveHTH ¢ MMyHoAe(ULMTEH CUHAPOM UM NPOBEXAALLN UMYHOCYNpEecUBHa Tepanus

AKTVBHUW OCTPM UV XPOHUYHU MHEKLMM — XenaTuT, TyGepkynosa

Heonnaamu, ¢ U3KMIoYeHUe Ha kKoxeH 6a3anHoKNeTbYeH KapLuuHoM

Texko yepHoapobHo 3abonsiBaHe

MauvierTv ¢ AV 6rok BTopa cTeneH Tun MboBuL, 2 unu no-Bucoka cTeneH AV B110K,CUHAPOM Ha GOMHUA CUHYCOB Bb3en
WM cuHoaTpuMarneH chpaedeH Briok,aHamMHesa 3a cuMnToMaTvyHa Gpaavkapavs UNW MOBTapsALL Ce CUHKOM, Wau npu
nauUMeHTU CbC 3HAUMTENHO yabkaBaHe Ha QT uHTepsana(c > 470 ms npu XeHu u > 450 ms npu MbXeE)

10. fledeHne C aHTMAPUTMMYHM MNeKapcTBEHW npoayktn knac la  (chinidine, disopyramide) wnu  knac Il
(amiodarone,sotalol),6eta  6rokepu,noHuxKaBaliM  cbpaeyHara 4ecroTa fbriokepy Ha KanuuesuTe  KaHanu
(verapamil diltiazem wnu ivabradine) unu Apyrv BewecTsa,KOMTO MOraT Aa MOHWKaT CbpAedHaTa 4YectoTa (digoxin,
aHTUXONMHecTepashu cpeacTsa unu pilocarpine)

11. HekoHTponupaHa xvunepToHus

12. XpoHuuHa o6cTpykTuBHa Genoapobra Gonect

13. Benoppo6bHa cpubposa

14, CBpPbXUyBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HFKOE OT NOMOLLHNTE BellecTsa

15. Bkniousare Ha 30J1 B KNMUHUYHO NpoyyBaHe™

16. [eua v 10HOLN Ha Bb3pacT noa 18 roanHn

17. [locTuraHe Ao Bb3pacT 59 roanHU 1 NUNca Ha aKTUBHOCT Ha 3abonsiBaHeTo Npes nocneaxuTe 2 roavHu

18. [octurane Ha nusanugHoct no Kurtzke 5

* Komucusima, KoSmMo e Ha3Haquna neyeHuemo u Habmodasa 3071, e diTbxHa He3abasHo 0a yeeOomu Komucusima 3a eKcriepmusu o 4ii. 788 Lly
Ha H30K. Teau 60mHu ce 3anuceam 8 omdeneH pesucmbp u He eybsam npasomo cu 3a npodb/ixaeaHe Ha feveHuemo cned npukio4saHe Ha
KIUHUYHOMO rnpoyyeaHe cned aKkmyarsnHa oyeHka om cneyuanusupaHama Komucusi

o N

©OeNOO

OTroeaps Ha KpUTEpUUTE 3a NnedeHune ¢

W3UCKBAHUS HA H30K MPWU NPOBEXIAHE HA IEYEHWUE HA BOMHMN C MPUCTBNHO-PEMUTEHTHA MHOXKECTBEHA CKIIEPO3A C
NEKAPCTBEHW NMPOAYKTN MOAVOULIMPALLM XOJA HA BOJIECTTA B U3BBHEOMHUYHATA NOMOLL - B cuna ot 1 okTomepu 2015 roAuna
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MPUNOXEHUE 18
JIUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU U3OABAHE HA MPOTOKOJIN 3A MPOBEXAAHE HA NEYEHUE HA
BOJTHWU C MPUCTBMHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A
(Hamanu3ymab)

Wwe: [er] [ [ [ [ [ [ T [ [ |

3abenexka: MeouquHCKama OOKyMeHmauus, yoocmosepsiealya 6ceku Om Kpumepuume € rocoyeHa C yugpa 6 UHOeKkc u 3adb/mKUMeEIHo
npudpywasa HaCMOSAWOMO NPUITOXEHUE.

A. KpuTepum 3a 3anoyBaHe Ha MbPBM KYPC (3aABLIIKUTENHO @ HanUYMeTo Ha BCUYKM KpuTepui)

1 MoHe ABa AOKYMEHTNPAHM NPUCTBLNA 32 NEPUOA HE NO-ABLILF OT eAHA FoOANHA Ha hoHa Ha NoHe eAHOroANLLIHO
nedyeHue ¢ uHTepdepoH — 6eTa, rartmpamep aueTar

2 | Hanuyue Ha aKTMBHM NIAKU U NPOrPecUs Ha AaHHuTe oT MPT ¢ koHTpacT 2

3 | CrveneH Ha chyHKUMOHaneH HeBporiornyeH aeduumnt no 4 1. no Kurizke 5

4 | Nunca Ha n3knoYBawWwm KpuTepum no 1.B 4

-

aHaMHECTUYHWTE AaHHW, KTWHWYHATA CUMITOMATVKA M EBOMIOTUBHUA X0/, Ce ONUCBAT B EKCMIEPTHOTO CTaHoBuLLEe. [IokyMEHTUPaH!Te NpUcTLN C
enuKpuan 384 bIDKUTENHO Aa CbAbPXaT MHCOPMAaLUs OTHOCHO NPOBEAEHO NeyeHne C KOPTUKOCTEPOUAN B A03a OT 500 a0 1000 Mr gHEBHO 3a CPOK
0T 3405 aHu.

2 opuruHaneH W WIM NOANMCAHO M 3aBepeHo konue oT MPT ¢ KOHTPAcT - B EKCMEPTHOTO CTaHOBMILE 33ABLIDKUTENHO Ce KOMEHTUpa
AVHaMUKaTa Ha NPOMEHWTE B CpaBHeHue C npeallecTsawo MPT uscneaBaxe npes nocneaHute 12 meceya

3 oTpaseHa ckana Ha CUMNTOMAaTMKaTa B eKCMiepTHOTO cTaHosuwe. CtenenTta H? hyHKUMOHANEH HeBPONOrUyeH AeULUT Ce ONpesens epunH
MeceL Cnej AOKyMEHTUPaH NpUCTb.

*ypocToBepsBa Ce C NOAMMC Ha CrieuManicTa B NPUNOXeHUe 1 Ha HaCTOALUTE U3UCKBAHMA

B. KpuTepuu 3a npoabikasaHe Ha TepanusTa Npu BCekU nocrneasaly WecTMeceyeH NPOTOKON (3aALmkuTenHo e
HanuuveTo Ha Kputepun 1, 2 n 4)

1 | Jlunca Ha noseye OoT 1 NPUCTLN 3a NEPUOA, OT LLECT MeceLa 1

3apbpXaHe Ha NokasaTenuTe Ha (PYHKUMOHANHNA HeBponoruyeH fedmuumnT 7

Tunca Ha KNMHWYHA eeKTUBHOCT - 2 1 NoBeYe NPUCTLNA Ha doHa Ha neyeHue ¢ Fingolimod 2

AN

JIunca Ha cTpaHMYHM edheKTH 1 U3KIIoYBaLLM KpUTepum no 1.B 3

aMbynaTopeH NUCT/ eTanHa enukpuaa oT NPOCNeAABaLIUA HEBPOIOr C 0TPa3siBaHe Ha OCHOBHATA Tepanus, KOATO e NPoBeX/AaHa npes nepuoaa u
a3BUTUETO HA CUMNTOMaTUKaTa Ha Gonectra

€KCNepTHO CTaHOBULLE C OTpadeHa edeKTUBHOCT Mo NokasaTenu OT NPUNaraHoTo neyeHue. 30J1 moxe aa npemuHe Ha nedenue ¢ Natalizumab
cnep, 1 Mecel| Nepuoj Ha U34NCTBaHe.

®yaocToBepsiBa ce C NOANUC Ha CMeLNanvcTa B NpunoxeHne 1 Ha HacTOALUUTE MUCKBAHWS

3abenexka: Mpu KaHAWAATCTBaHE 33 MPOABIKABAHE HA TepanusTa Criej eAHOTOAWLUHO NEYeHUe Ce Mpunarat v U3CneABaHus 3a aHtutena
cpeuy JCV u MPT.

H3OK 3annaua TepaneBTU4EH KYpPC C Haranuayma6 no ase roguHu.

B. U3KIMOYBALLU KPUTEPUM (npy 3anoysaHe U Npu NpoAbkasaHe Ha Ffie4eHneTo)

301 ¢ BTOpMUHO-NpOrpeaveHTHa gopma Ha Gonectra

Hap 2 AOKYMEHTMpaHu MPMCTLNA 3a Nepuop oT 1 roauHa Ha dhoHa Ha nedenve ¢ Haranusymat
YBenuuaBaHe Ha CTeneHTa Ha (pyHKUMOHaneH HeeponoruieH aecuumt ¢ 1 1. no Kurtzke B cpasHeHue C oleHkaTa npu
BKIIOUBAHE B MporpaMara Ha coHa Ha neuyenue ¢ Haranusymat

4. MMauneHTV c UMyHOAE(ULMTEH CUHAPOM UM NPOBEXAALLN UMYHOCYNPecUBHa Tepanusi

5. MporpecvsHa MynTUchokanHa eHuedanonarus

6. AKTMBHW OCTPW UMW XPOHUYHM MHCbEeKLMM — XenaTuT, TyGepkynosa

7

8

9

(ol i

Texko YyepHoppobHo 3abonsiBaHe
Heonnasmu, ¢ u3kiio4eH1e Ha KoxeH 6a3anHoKNeTbYeH KapLvuHoM
. BpeMeHHOCT Unu NnaHupaHe Ha BpeMeHHOCT Npes cneasawuTe 3 roAnHI
10. [eua v loHOWM HA Bb3pacT nog 18 roautun
11. [octuraHe no Bb3pacT 59 roauHu 1 NUNCa Ha aKTMBHOCT Ha 3aborsiBaHeTo npes nocrieaHuTe 2 roavHu
12. [octuraHe Ha uHsanuaHoct no Kurtzke 5
13. CBpPbXUYBCTBUTENHOCT KbM GKTUBHOTO BELLECTBO MIM KbM HSIKOE OT NOMOLLHWTE BellecTsa
14. BkniousaHe Ha 30/ B KNMUHUYHO NpoyyBaHe™

* Komucusma, Kosimo e Ha3Hayurna neyeHuemo u Habmodaea 30/1, e dnmbxHa HezabasHo Oa ysedomu Komucusima 3a eKcriepmusu o 4i. 788 iy
Ha H3OK. Teau 6onHu ce 3anuceam & omdenieH Peaucmup U He 2yBsm npasomo Cu 3a MpodbrixaeaHe Ha nedeHuemo cred npukioveare Ha
KIUHUYHOMO fpoydeaHe cried akmyasnHa oyeHka om cneyuasnusuparsama Komucus

OTI'OEapﬂ Ha KpuTepuuTe 3a nevyeHue c B AHEBHA A03a = ...

noanuc Ha cneuunanucTa

(‘ V3UCKBAHUA HA H30K NPU NPOBEXOAHE HA NNEYEHWE HA BOJTHW C MPUCTBIMHO-PEMUTEHTHA MHOXECTBEHA CKNEPOSA C
b NEKAPCTBEHUW NPOAYKTU MOAVGULIMPALLIM XOLA HA BONIECTTA B U3BBHEONHUYHATA MOMOLL - B cvna ot 1 okToMBpy 2015 roauna
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I. NEYEBHO-AUATHOCTUYEH ANTOPUTHBM
1. NEKAPCTBEHU NMPOOYKTU, BkntoueHu B Mpunoxenue 1 Ha MNC, kouto H3O0K 3annawa B cLoTBeTCTBUE C

AencTBalWUTEe HOPMATUBHU AOKYMEHTH.

2. NPOCNEAABAHE:

APUNOXEHWUE 2

Ta6nuua 1
Bb3pacToBu
INN orpaHHieHMs NPEAW 3ANOYBAHE KOHTPOI HA 6 MECELIA
£ TSH, MKK ¢ OKK, ASAT, ALAT, ypes, | TSH (npn abBHOPMHO M3XOAHO HMBO),
g‘gﬁf_ﬁi?o" S - «peamhmi, CRP B uuchposo | MKK c [AKK, ASAT, ALAT, ypes.
uapaxeHve kpeaTuHuH, CRP B UndpoBo n3paxeHue
% TSH, MKK ¢ OKK, ASAT, ALAT, ypes, | TSH (npu abHOPMHO W3XOZHO HUBO),
bl -4 e 16 kpeatwhud, CRP B undposo | MKK ¢ KK, ASAT, ALAT, ypes,
nspaxeHue kpeatuHuH, CRP B ungpoBo nspaxeHue
GLATIRAMER = nuvua Hag 18 cbpaedHa pekseHums, MKK ¢ OKK, | cepaeyna dpeksenums, TMKK ¢ [KK,
ACETATE* roanHu CRP B umcppoBo uspaxeHue CRP B uu1hpoBO uspaxeHue

MNKK c OKK, ASAT, ALAT, 6unupybux,
antuTena cpewly VZV, CRP B uncdposo
v3paxeHue, KOHCynTauus c
ocpranmonor, EKI u koHcyntauus ¢
kapavonor; EKI MoHuTopupaHe go 6
yac npv 3ano4sBaHe Ha TepanusTa

= nuua Hapg 18
FOAUHU

NKK c OKK, ASAT, ALAT, CRP B

FINGOLIMOD**
LMpOBO UspaxeHne

MNKK ¢ OKK, ASAT, ALAT, 6unupy6uH,
aHTuTena cpewy JCV, CRP B uugposo
u3paxeHue

= nuvua Hag 18
roAnHN

MKK ¢ OKK, ASAT, ALAT, 6unupybun,

NATALIZUMAB CRP B UnpoBo n3paxeHue

*  npuapykaBaT BCeKM MPOTOKOM, ONMCBAT Ce B amBynaTopHus nuct/ etanwata enukpusa Ha 30J1 v ce npunarat 3aBepeHu Konus oT
opuruHanHuTe GnaHkM (MPY HanMuue Ha XoCTMTanuaauus C AaBHOCT 4o 1 Mecel A0 WU3AaBaHe Ha npoTokona Ce fpunara 3asepeHo Konue oT
ennkpuaa c Homep U13)
*+ pUAPYKABAT BCEKW MPOTOKON, ONUCBAaT Ce B amBynaTOpHUA NUCT/ eTanHata enukpusa Ha 30J1 w ce npunarat 3aBepeHut konua oT
opuruHanHuTe GnaHku (MPM HanuuMe Ha XOCTMTAnM3auns ¢ AaBHOCT A0 6 Meceua A0 M3AaBaHe Ha NPOTOKOMa Ce mpunara 3asepeHo konue oT
enukpusa c Homep 13)

3abenexka: Yyacmuemo Ha 30/ @ KAUHUYHU fpoyYeaHusi He MpoMeHsi HeobxodumMocmma om cnaseaHe Ha
u3uckeaHusma Ha H30K npu npoeexdaHe Ha nieyeHue Ha 60JIHU € NPUCMBIIHO-PEMUMEeHMHa MHOXecmeeHa ckiieposa ¢
nexapcmeeHu npodykmu Moduuyupauiu xoda Ha 6os1lecmma 6 u3ebHO0THUYHaMa MoMou.

1. OBLUN UBUCKBAHUSA

1. Bb3pacToBaTa rpaHMLa Ce M34NCIISiBa B HaBbPLWIEHW FOAVHM - T.e. BKIIOYMTENHO KbM [jaTata Ha UspasaHe Ha npoTokona ot
crneumanvaupaHara KoMUCHs.

2. MNpu HasHayaBaHe Ha Tepanusi No NPOTOKON 3aAbIKUTENHO ce CbobpassBaT Bb3PACTOBUTE OrPaHUUEHMs], CbITacHo KpaTkaTa
XapaKTepucTIKa Ha ChOTBETHUS NIEKApCTBEH NMPOZYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annaia neyeHue U3BbH yKkasaHaTa Bb3pacToBa rpaHuua B kpaTkara xapakTepucTuka Ha npoaykra.

4. H30K He 3annalla neyeHne ¢ A03v HaZ MakCUMArHO paspeLIeHnTe Mo KpaTka XxapakTepucTuka Ha npoaykra.

5. B crnyyaii Ha HacTbnuna nogo3vpaHa HexXernaHa nekapcTBeHa peakuusi, nekapar yseaomssa WAN no peaa Ha un. 183 or
3JIMXM. Konue oT cboBLUeHNeTo ce Npunara KbM MeaULIMHCKaTa JokyMeHTauus Ha 30J1 npu kaHAuAaTCTBaHE 3a neveHue.

6. MPW CMELUMAIIUCTA, cbrn. un. 158 B, 7. 1 ot HP[] 3a MeguumHckuTe aerHocTyn 2015 r. (o6H. AB 6p. 6 ot 23.01.2015 1),
Ha 30J1, Ha KOMTO ca M3aaBaHM MPOTOKONM MO PeAa Ha HACTOSIMTE M3UCKBaHWS, CneABa Aa ce npunarat BCUuKU
HeobXoAMMM AOKYMEHTH KaTo: amOynaTopHUTe NUCTOBE OT M3BbpLIEHUTE NPErneau, BTOPUST eK3eMnisp OT usfaseHuTe
NPOTOKOMM, KOMMA OT eNMKPWU3M, EKCTIEPTHI CTAaHOBULLA W APYrM JOKYMEHTW, KOMTO Ca OCHOBaHWe 3a M3fasaHe Ha mpoToKon,
BCMUKW W3WUCKBALLM Ce W3CMEABAHWA, KOMWe OT MpuriokeHue 1 Ha HacTOALMUTE M3UCKBAHMA MOMBLIIHEHO MO ChOTBeTHaTa
TOYKa, MO A MHCAaHO OT CcHeumLMHaaumcTa, H3Lada npoTOKOJa.

KOMUCUATA, usgana npotokona Ha 30J1, cbxpaHsiBa BTOPW €K3EMNIAP Ha NPOTOKOMa U BCUYKU HeobXxoaMMN AOKYMEHTU 3a
M30aBaHeTo My. :

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha OCHoeaHue un. 56 om HauuowaneH pamkoe 002080p 3a meduyuHckume
detiHocmu 3a 2015 zoduna (06H., [IB, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 1 okmomepu 2015 2., cbeniacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha jekapcmeHu npodykmu no yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeerume npodykmu € XymaHHama meduyuHa, Ha MeduyuHcku usdenusi u OUeMUYHU XPpaHu 3a creyuandu
meduyurcku yenu (06H., AB, 6p. 31 om 2007 2.).

8
7 WU3UCKBAHUSA HA H30K MPU NMPOBEXXOAHE HA NEYEHUE HA EOJIHW C NPUCTBINHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A C
JIEKAPCTBEHM NMPOJYKTW MOAUGULIMPALLM XOOA HA BONECTTA B UBBbHEONHUYHATA NOMOLL - B cuna ot 1 okTomepy 2015 roguHa
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OPUNOXEHWE 3

AEKITAPALIUA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUSATA 3A 3AMNOYBAHE/ MPOABLMKABAHE HA
NEYEHUETO C NIEKAPCTBEHUA NPOAYKT

A3 AOMYNMOAMNCAHNAT/ATE ......vvuiinittitiuecciise et eeeeeaese ettt et s bbbt en s em st es st en s e s eaeaeanee e

cnej Kato ce 3ano3Hax ¢ uanata MU npeaocraBeHa MHq)OpMaL[I/Iﬂ W uenta Ha Je4eHMeTo C neKapcTBeHus
Lo L < 7 A R e AR o DU 1 cnej KaTo nonyqyux usdepnaTtenHu OTroBopu Ha
nocTaBeHUTe OT MeH BbPOCH, AeKrnapupam ye:
1. ﬂpea nocneaHuTe NeT roAMHW MU € NPoBeX4aHO WHBA3UBHO NeyYeHne - BeHO3Ha MO3byHa GanoHHa aHrMonnacTuka unu
CTEeHTUpaHe.

OA HE
HsiMam pUTBMHMW 1 NPOBOAHU HAPYLUEHMS.

He cem npekapan/a xepnec 3ocTep eHuedanur.

LLl,e cnassam rnperopbyaHaTa Mu cxema Ha nevyeHue n NepuoaMvHOCT Ha KOHTPOMHUTE nperneau.

o kv N

PenoBHo Lie ce siBSBAM Ha KOHTPONHM Nperriean U HaMa Aa NPOMEHsSIM CaMOBONHO WNW MOf APYro BHYLLEHWE

HasHayeHaTa MU Tepanusi.

6. Tpw npeycTaHoBsiBaHe Ha NEYEHNETO NO NPUUMHK, HEMPOWSTUYALLIW OT peLlieHueTo Ha KomucusiTa 3a ekcneptuan B P30OK
wivwnu Kommemsita no un. 78, 1.2 ot 330, we ysegoms HesaGaBHO nuuHusi cu nekap u P3OK n we BbpHa B P30K
NOCNeAHWs NPOTOKON, Mo KOWTO CbM rNornyyasasn/a NekapcTBeHUs NPOAYKT.

7. Tpu HecnassaHe Ha NOCOYEHUTE YCMOBUA NEYEHNeTO MM C YNoMeHaTUsl NeKapcTBeH NPOAYKT we 6bae npekpaTeHo u

HsAIMa Aa uMam npeteHumun kbM H3O0K.

3a6enexka:
* [lpu neyenue ¢ uHmepgepoHuU 3adbmkumernHo ce nombigam m.1, 4, 5, 6 u 7.

. lMpu neyeHue ¢ d)UHEOﬂUMOG unu Hamanusymab 3a0bImKUMeNnHo ce NoMbeam 8CUYKU MOYKU.

W3UCKBAHWA HA H30K MNPU MPOBEXOAHE HA IEYEHWE HA EOJTHW C MPUCTbMHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
JNIEKAPCTBEHW NPOAYKTU MOAU®ULIMPALLIM XOLA HA BEOJIECTTA B M3BBHBONTHUYHATA NMOMOLL - B cuna ot 1 okToMepu 2015 roguHa
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NP U3OABAHE HA MPOTOKOJN 3A NPOBEXAAHE HA NEYEHUE HA BOJIHU C MPUCTBINHO-
PEMUTEHTHA MHOXXECTBEHA CKJIEPO3A C JIEKAPCTBA MOOU®ULIMPALLIU XOOA HA EOJNECTTA

M3NCKBAHUA HA H30K

(uHmepgbepoH bema, enamupamep auemam, (huH201UMOD, Hamanusymab)

MNpoTokonbT ce usaasa OT CNEUManUcTV ¢ KoA Ha cneumanHocT 10 (HepsBHM Gonectu), 54 (neTcka Hesponorusy),
pa6oTewm no aorosop ¢ H30K unu ot cneunanuaupaHa KOMUCUA B NeYeGHU 3aBefeHNs 3a GONHMYHA MOMOLL, CKMIOYUNu
Aorosop ¢ H3OK. CneunanuaupaHute KOMUCUM Ce Cb3aaBaT Che 3anoBed Ha AVPeKTopa Ha NedYeGHOTO 3aBedeHue B
cneguute J13: MBATHI “Ce. Haym” rp. Codusi, YMBAJT “Anekcanaposcka” rp. Codusi, YMBAJ “Uapuua WoaHHa - UCYIT" p.
Codpusi, BMA rp. Cocpusi, MBAN — ,HKB” rp. Cocpusi, YMBAT “Ce. F'eoprut” rp. Mnosans, YMBAJT “Ce. Mapuna” rp. Bapra, YMBAI
rp. MneseH, MBAI — ,Cs.MBaH Puncku” — rp. Cocusi, BMA MBAI — lMneeeH, Mbpea MBAIT — Cocbust EAJ], ,Tokyaa Bonnuua
Codpusi* All, Cutu Knunuk — rp. Codpus.

| PE[ 3A 3ABEPAIBAHE HA NPOTOKOJTUTE

MpoTokonu 3a 3ano4BaHe Ha nevyeHue

cnewuvanucT, CKIoYun
fporosop ¢ H30OK

&

cneuuanusnpana
KOMucusa

= lMonbnHeHo n nognucaHo Npunoxenne 1 — AUCT 3a ONpefensHe Ha KpUTEpUUTE

= AMBynaTopeH NUCT/ eTarnHa enuKpU3a OT NOCHEAHNS Npernes ¢ NPUNOXKEHN BCUYKN
Heobxoanmn nscneaBaHvs Mo NpUrioxeHue 2

* “NpoTokon 3a npeanucBaHe Ha nekapcTea, sannaiann ot H3OK/P30K” — o6p. M3-
H30K

= EkcnepTHO cTaHOBMWE C fiCHA MeAMLMHCKA MOTUBAUMS (3aAbIDKUTENHO ce
oT6ernssBa nuncata Ha U3KNIoYBALLY KpUTepuin)

= “lMpoTokon 3a NpeanuceaHe Ha nekapcTea, 3annawaru ot H30K/P3OK” — o6p. M3 -
H30K

Komucus no un. 78, 1. 2
ot 330 B LY Ha H30K

e

3aBepka Ha
npotokona B P30K

rlpOTOKOl'Wl 3a npoawsmkaBaHe

Ha nevyeHue

cneumanucT, CKIiYun
porosop ¢ H30OK

cneunanuavpaHa
KoMucusi

* TMonbnHEHO U NOANMCAHO NPMIOXeHMe 1 — NIUCT 3a ONPeAEsisiHE Ha KpUTepuuTe

= AmbynatopeH nMCT/ eTanHa enMKpu3a OT MOCMeaHMs Npernes ¢ BCUUKM
HeoBXx0AMMU U3CneaBaHus! No NPUNoxeHue 2

= “lMpoTokon 3a NpeAnuceaHe Ha NekapcTsa, sannaaim ot H30K/P3OK” — 06p. M3-
H30K

= EKCnepTHO cTaHOBuMWeE C SiCHA MEAULMHCKA MOTUBALMS (3a4brXUTENHO ce
oTGenasBa Nunca Ha CTPaHUYHU peakuuu, MpaBu ce oueHka Ha edeKTUBHOCTTa Ha
TepanusaTa u ce oT6ens3sa nuncarta Ha U3KMIYBALUM KpUTEpUK )

= “poTokon 3a npesnuceaHe Ha NekapcTea, 3annawanm ot H30K/P30K” — 06p. M3 -
H30K

Komucus no un. 78, 1. 2
ot 330 B LY Ha H30K

e
e

3aBepka Ha
npotokona B P30K

Kypc

n poTOKONU 3a nNpoabinkaBaHe

Ha neveHue crieq NPUKMIOYEeH 6-rogvweH Kypc U crieq npuknioyeH 10-roguviueH

cneynanucTt, CK4un
porosop ¢ H30K

MocTosHeH eKcnepTeH
CbBET No HeBpOJ’IOI’Mﬂ"

= [MonbrHeHo 1 nognMcaHo Npunoxenue 1 — NUCT 3a onpeaensiHe Ha KpUTepUUTe

= AmbynatopeH nuct/ eTanHa enuKpM3a OT MOCNEAHUS Npernes C  BCWYKW
HeobXoAUMU n3cneaBaHUs Mo NPUNoXeHue 2

= “lpoTokon 3a npeanuceaHe Ha nekapcTea, 3arnnatyadn ot H3OK/P3OK” — 06p. M3-
H30K

rd

= CTaHoBMLe C AcHa MeJuuUMHCKa MOTUBaUMs 3a NpoAbrkaBaHe Ha TepanusaTa KaTto
e[NHCTBEeHa anTepHaTuea (nodnucaHo om 4yneHoseme Ha Cbeema)

Komucusi no un. 78, 1. 2
ot 330 B LIY Ha H30K

>
>

3aBepka Ha
npotokona B P30OK

*TocToRHeH eKCnepTeH ChBET ce CPopMMpa U NPEACEAATeNCTBA OT HALMOHAIIHUS KOHCYITAHT U MPeACEAaTen Ha APYKECTBOTO MO HEBPOMOTUS, KAaTO Y4acTBaT olue
ABaMa OT NPEACEAATENITE Ha CMIeLMANU3NPaHin KOMUCHI, NOCOYeHUTe B UanckeanusTa,

r

JNEEKAPCTBEHUW NPOAYKTU MOANOULIMPALLM XOJA HA BOJIECTTA B U3BBLHEONHUYHATA MOMOLL - & cvna ot 1 okTomspu 2015 roguHa

‘ (1 U3UCKBAHUSA HA H3OK MPU MPOBEXIAHE HA JIEYEHWUE HA BOJIHW C NPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKJTIEPO3A C

2
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H30K zannawa go 8-wectMeceyHy Kypca Ha HenpekbcHaTa Tepanusi.

Crieq npuvKnioYBaHe Ha 4-roAMLWIHUA KYPC NPOoAbIXaBaHeTO Ha TepanuaTa Moxe aa 6bAae o6cbaeHo npu
criy4am, OTroBapsiliy Ha KpuTepuuTe Ha npunoxeHuve 1. B Te3m cny4yaun, B eKCnepTHOTO cTaHOoBuULle
3aAbIMKUTENHO Ce KOMEeHTUpa AuHaMuKata Ha NnpoMeHuTe B KIIWHWYHaTa CUMMTOMaTUKa " MPT, B
cpaBHeHMe C Te3u Npu 3ano4ysBaHe Ha TepanusaTa.

Crnien npuknioyBaHe Ha 6-rOAMIWIHMA KYpPC, KakTo M criea npukniousaHe Ha 10-rogvwHus  Kypc,
NPOALIMKABaHETO HA TepanuATa Moxe Aa 6bae o6cbAeHO Npu criyuauw, OTroBapsil Ha KpUTEpPUM Ha
npunoxexue 1. B Teau cryyaun, B eKCNepTHOTO CTAHOBMULLE 3aLIDKUTENIHO Ce KOMEHTMPa AUHaMMKaTa Ha
npoMeHWTe B KNWHUYHaTa cMMTOMaTvka M MPT, uskmousawm paereHepatuBHa ¢hasa Ha npomeHuTe.
CTaHOBIM.L\eTD ce u3gasa OT NOCTOSAHEH eKCMNepTeH CbBeT No HeBPOorus.

Il. OBLLX MNONOXEHUA

1. 3011 nogasa nogroTeeHuTe AokyMeHTn B P30K, Ha TepuTopusaTa Ha KOSITO € Hanpasuno u3bop Ha OMJ. [lokymeHTute
BKIOYBAT:

1.1 3asBneHue fo [iupektopa Ha P3OK.

1.2 MNonbAHEHO M noanucaHo npunoxeHue 1. Monbnea ce Mo CbOTBETHATA TOYKa U Ce Npunara oTpaseHarta B LUMPOB MHAEKC

MeauuuMHCKa AOKyMeHTauus, yaocToBepsBalla BCEKU €4UH OT KpUTepuure.
1.3 MbNHUAT Habop n3cnenBaHus (PU3MKaNHU, UHCTPYMEHTAMHU U NaBopaTopHK), OTPa3eH B NPUIIOXKEHMe 2.

1.4 “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawadu ot H3OK/P30K' -
cneumanucr, paboreuy no gorosop ¢ H3OK. Mpunara ce opuruHan Ha npoTokona, a npu kaHAWAaTCTBaHe 3a NPoAbIKasaHe Ha

TepanusTa ce NPeACTaBs OPUTMHAN Ha NPeaXoaHUs NPOTOKON C OTPa3eHU BCUYKM HadHa4eHWs! Mo Hero.
1.5 [leknapaums 3a uHcopmupaHo crracue no obpasel (npunoxenue 3)

2. P30K npuema gokymeHTuTe no T. 1 cnea cnpaBka OTHOCHO 3APaBHOOCUIYpuUTenHua ctatyc Ha 30J1.
3. NbLPBUAT M BCeKM criefBall NPOTOKoN ce M3naBsa 3a cpok Ao 180 aHu.

‘»(4

06p. M3-H3OK, uspapeH ot nekaps

WU3NCKBAHUA HA H30OK MPU NPOBEXXAAHE HA NEYEHWUE HA BONHM C NPUCTLMNHO-PEMUTEHTHA MHOXXECTBEHA CKIIEPO3A C
NEKAPCTBEHW NMPOAYKTU MOAUGULIMPALLM XOOA HA BONECTTA B U3BbHBONHUYHATA MOMOLL — 8 cuna ot 1 okTomepu 2015 roanna
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NPUNOXEHUE 1A
NUCT 3A ONPEQENAHE HA KPUTEPUUTE NMPU U3QABAHE HA NPOTOKOJSN 3A NPOBEXOAHE HA NEYEHUE HA
BOJTHU C MPUCTBLIMNHO-PEMUTEHTHA MHOXXECTBEHA CKITIEPO3A
(unmepcgbepor 6ema, enamupamep auemam)

Wme: [erd] [ [ [ T [ [ [ [ [ |

3abenexka: Meduyurckama GoKyMermauyusi, ydocmoeepsieaua 6ceku om Kpumepuume e MocoyeHa ¢ yugpa 6 UHOBKC U 3a0BbSIKUMENnHO
npudpyxaea HacCMOAUOMO NPUIIOKeHUe.

A. Kputepuu 3a 3anoysaHe Ha MbPBM KypC (3aALIKUTENHO e HaIM4MeTO Ha BCUYKM KpuTepum)

CwurypHa avarHo3a “MHOXecTBeHa Cknepo3a” — NpMCTLITHO peMuTeHTHa opma no pesusupaxute npes 2010
rogvHa kputepuu Ha McDonald !

[laHHM OT MarHWTHO-pe3oHaHcHaTa Tomorpacma /MPT/ ¢ KOHTpacT, NOKpuUBawWyW KpuTepumte yTBbPAEHU OT
EBponeiickaTa MHOTOLEHTPOBa u3crnefoBaTerncka Mpexa

Mo3UTUBHM 3a AMarHo3arta AaHHWU OT u3cneaBaHe Ha €BOKUpPaHU CIyXOBU U 3pUTESTHU noTeHuuanun 3

.ElBa AOKYyMEHTMpaHu NpucTbna npes nocnegHara roguHa 4

CTeneH Ha hyHKUMOHaneH HeBponoruyeH aAeduunT ao 4 1. no Kurtzke y)

JIukBOpHO M3CneABaHe ¢ HanuuMe Ha onuroknoHanHm IgG gpakuum g

~N|lojloa(s|lw| N

Nunca Ha usknoYBaWwm Kputepumn no T. E T

aHaMHECTUYHUTE [aHHM, KMHUYHATa CUMITOMAaTWKa W eBONIIOTUBHUA XOA Ce ONWCBAT B €TanHaTa envukpuaa unn eKCnepTHOTO CTaHoBULLE
opuruHaneH ULl UK NOANUCAHO U 3aBEPEHO KonWe C AaBHOCT A0 1 roAMHa NPeAM KaHAMAATCTBaHETO

opurvHaneH ULl UM NOANUCAHO U 3aBEPEHO Konue C AaBHOCT A0 1 roAMHA NPeAM KaHAWAATCTBAHETO

ennkpuan oT BOMHUYHO neueHue ¢ Homep M3 ([loKyMEHTUPaHUTE NPUCTBLNM C ENMKPUSU 3AABIKUTENHO Aa CbABPXKAT UHDOPMALNA OTHOCHO
NpOBeAEHO NleueHUe C KopTUKocTepouam B 403a oT 500 Ao 1000 mMr AHeBHO 3a cpok oT 3 A0 5 AHW.) Mpu AaHHKM oT MPT u3credBane, 0TroBapsm
Ha HoBUTE KpUTepuu Ha EBponeiickaTa MHOroLIEHTPOBA U3CNeA0BaTesNICka MpeXxa, Ce A0MycKa AOKYMEHTUPaH €ANH KITMHUYEH NPUCTBN.

® oTpaseHa ckana Ha CUMNTOMaTMKaTa B eKCIEPTHOTO CTaHoBULLE

® opuruHanHa 6naHka unu 3aBepeHo Konue (BanuiHO € W N3cneABaHe BUCaHO B enukpuaa oT 60MHN4HO neveHue). Mpu Hanuume Ha MeanLMHeka
MOTUBALMSA 33 HENpOBEXAaHe Ha 3cneABaHeTo, TA 33/ bIKUTENHO Ce BNUCBA B EKCMIEPTHOTO CTaHOBULLE.

7 yRocToBepsiBa ce C NOANUC Ha CNELMan1cTa B NpUnoxerue 1 Ha HaCTOALIMTE 3MCKBaHUS

PO

B. KpuTepuu 3a npoab/mkaBaHe Ha Tepanusita NpyU BCEKU MocrepABall WecTMeceyeH NPOTOKON (3aAbkuTenHo e
HanuuMeTo Ha BCUUKMN KpuTepuwm)

1 | Nlunca Ha noBeYye OT 1 NPUCTBLN 3a NEPUOA OT WECT Meceua 1

3aabpXaHe Ha NokasaTenuTe Ha hyHKUMNOHAITHUSI HEBPOMOTUYEH AeULUT °

2,
3 | Jlunca Ha cTpaHU4YHM edeKTH 1 U3KIIoYBalM kKputepun no 1. E 4

i ambynatopeH nucT/ eTanHa enukpu3a OT NpocneAaBalusa HEBPONOr C 0Tpa3siBaHe Ha OCHOBHATa Tepanus, KOATO € NPOBeXAaHa Npes nepuoaa n
EEGEMTMETO Ha cuMnToMarukara Ha Gonecrra

eKCnepTHO CTaHoBULUE C oTpaseHa e(beKTIABHOCT Mo nokasarenu oT NpunaraHoTo nevyexHne
“ygocroaepﬂaa Cce C NoANUC Ha cneuuanucTa B NpunoxexHuwe 1 Ha HacToALLUTE N3UCKBAHWSA

B. Kputepuu 3a npoabrkaBaHe Ha Tepanusita cref 3aBbplueH 4-roavieH Kype (3aAbimkUTerIHO € HanuuueTo Ha
BCUYKU KpUTEpUU)

1 | Nunca Ha aKTMBHM NNaKWU M Nporpecus Ha AaHiute ot MPT ¢ koHTpacT 2

Jlunca Ha noBeye OT ABa NPUCTLNA 3a 4 rOANHN 2

2
3 | 3apbpkaHe Ha (PYHKUMOHANHUA HeBponorvyeH deduumt < 2 1. no Kurizke 3
4

TNunca Ha cTpaHU4YHW edheKTH U UKMIoYBalyM kpuTepumu no 7. E g

opvruHaneH vl UnK MOANMCAHO W 3aBEPeHo konue oT MPT C KOHTPacT — B €KCNepTHOTO CTaHOBMLLE 3aAbMKUTENHO Ce KoMeHTupa
ZvHaMUKaTa Ha NPOMEHUTE B CPAaBHEHME C M3XOAHOTO U3CneaBaHe
?ambynaTopeH nucT/ eTanHa enukpusa oT NperrneAa npu NpocneasBalus Hesponor
3 eKCnepTHO CTaHOBMLLE C OTpaseHa edeKTUBHOCT MO NokasaTenu oT NpUNaraHoTo nevexue
*ynocTOBEPSBA Ce C NOANMC Ha CNELWAanUCTa B NPUNoXeHUe 1 Ha HACTOALLUTE MBNCKBAHUA

I. KpuTepun 3a npoabrxaBaHe Ha TepanusTa cref 3aBbLplueH 6-roaviueH Kypc v criea 3asbpuieH 10-roauiieH Kype
(3aABLMKUTENHO e HANMYMETO Ha BCUYKM KpUTepun)

1 | Nunca na nnaku u nporpecus Ha aavHuTe or MPT '

Iunca Ha noBeye oT ABa npucTbLNa 3a nocrneaHuTe 2 roavHn z

3agbpxaHe Ha hyHKUMOHANHUA HeBponoruyeH geduumt < 3 1. no Kurtzke 3

Jlunca Ha cTpaHu4HU edeKTn 1 U3KITIoYBaLLM KpuTepuu no 7. E 4

1 B Wl N

OpWrMHaneH U WAM NOANMCAHO W 3aBepeHo konve oT MPT — B €KCMEPTHOTO CTAHOBULLE 33AB/DKUTENHO C& KOMEHTWUPa AWHamukarta Ha
NpOMEHUTE B CPABHEHWE C U3XOAHOTO U3cneasaHe
2 ambynaTopeH NUCT/ eTanHa enukpuaa ot nperneaa npu npocneAAsalms Hesponor
* cTaHoBMILe C OTpaseHa eeKTMBHOCT N0 NOKa3aTenu OT NpUNaraHoTo neveHne. CTaHOBMILETO Ce M3AaBa OT MOCTOSIHEH EKNepTeH CLBET no
HEBPOOrNsA.
*ypocToBEpSBa Ce C NOANUC HA CMIELMAnUCTa B NPUoXeHue 1 Ha HACTOALLMTE U3NCKBAHUA

4
L]
4 4 VIBMCKBAHMS HA H3OK NPV POBEXIAHE HA NEYEHME HA EOJTHW C MPUCTBIHO-PEMUTEHTHA MHOXECTBEHA CKIIEPO3A C
b NEKAPCTBEHMW NPOAYKTV MOAVGULMPALLM XOOA HA BONECTTA B U3BLHBOMHUYHATA MOMOLL - 8 cuna ot 1 okTomapu 2015 ropuHa
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L. Kputepum 3a npemuHaBaHe Ha Tepanus C rnaTMpamep auetaT (3aAbMKuTENHO e HaNMuMeTo Ha BCUYKU

KpuTepuu)

1 | lBa AOKYMEHTHpaHU NPMCTBLNA Npes nocriefHarTa roguHa !

2 | NMunca Ha kKNUHMYHA eheKTUBHOCT OT fneyeHueTo ¢ 6eTa uHTepepoHn 2
3 | Hannumne Ha HeyTpanusupawm aHTuTena 9

4 | Nunca Ha cTpaHnuHM edpekTH M U3KNtoYBaLLM KpuTepun no 1. E #

enVKpNan OT GOMHWUHO neveHne c Homep VI3 (OKyMEHTUpaHUTe NPUCTBMN C ENUKPU3M 3aJBIKATENHO Aa CBABPXKAT UHAOPMALMA OTHOCHO
NPOBEAEHO SIEUEHNE C KOPTUKOCTEPOUAN B 403a oT 500 Ao 1000 Mr AHEBHO 3a CPOK OT 3 A0 5 AHW.)
2 gKCNepTHO CTAHOBMLLE C OTPa3eHa epeKTUBHOCT N0 NOKa3aTeni oT NPUaraHoTo Nevexue.

3aABMKATENHO CE NPUNara opuruHanHa Bnaxka unu 3aBepeHo Konue (BanuaHO e U U3CneABaHe BNUCAHO B ENMKPU3a OT GOMHUYHO neveHme)
*yaocToBepsBa ce C NOANNUC Ha CieuManucTa B NpunoXenue 1 Ha HaCTOSLLUTE UIUCKBAHNA

PN

Noo

8.
9

10.
1.
12.

13.
14.
15.

E. U3KIMOYBALLM KPUTEPUU (npu 3anouBaHe 1 Npu npoabIKaBaHe Ha fe4yeHneTo)

30J1 ¢ BTOPUYHO NPOrpecupalLa, MbpBUHHO-NPOrpecupalLa  NporpecupaLLo-pemMuTeHTHa hopma Ha GonecTra

30J1 c geKoMneHcUpaHo YepHoapoBHO 3abonsiBaHe

BpemMeHHOCT 1 nakTauvs

30J1 ¢ TexKa eHAoreHHa Aenpecus u/unu CyuLMANTET NPEAV U MO BPEME Ha NleYeHNeTo, MOTBBPAEHN OT NcuxuaTbp (8
Tesu cnyuav neyeHneTo Moxe Aa 6bae npoabkeHo camo ¢ Glatiramer acetate).

MNMoBeye OT eAUH NPUCTBN 3a Nepuoa OT ABE roAUHU

YBenuuyaBaHe Ha CTENeHTa Ha dyHKUMoHaneH HesponoruieH aecmumt ¢ 1 7. no Kurtzke 3a nepuop oT eaHa roauHa.
3agbpkaHe Ha CTeneHTa Ha (yHKUWOHANeH HespororvdeH aecuunt no Kurtzke Hap 3 cnep nposexpaaHe Ha
[ABeroauLieH Kypc

[ocTuraHe Ha cTeneH Ha MHBanuau3auus 5 no ckanara Ha Kurtzke

CepuosHu CTPaHWYHW peakLmm OT rieYeHneTo

CucTeMHO Hecna3saHe Ha nevyebHaTa cxema no suHa Ha 30J1 ¢ npekbceaHe nosede oT 3 meceua

BkniousaHe Ha 30J1 B KITMHUYHO NpoyyBaHe™

TpUapyXaBaly XpOHWYHW 3abONsiBaHUsi, KOUTO CKbCABAT MPOABIKUTENHOCTTA HA  XMBOTA  (aNKOXOMUILM,
LIEMEHLINS, NICUX03M, 3I0KAYECTBEHU HOBOOGPA3YBaHNS, KOUTO He Ca B PEMUCHS)

JlocTuraHe A0 Bb3pacT 59 roanHu 1 IUNCa Ha akTUBHOCT Ha 3a60NABAHETO NPes NOCNeAHNTe 2 FoANHI

MpoBexaaHo neyYeHne CbC CTBOSOBY KNETKU

He no-manko OT NeT roauWHW cried NpoBeAeHa eHpjoBackynapHa Tepanusi (BEHO3Ha MO3bYHA aHruonnaciuka unm
cTeHTupaHe), cbrn.BAANMC, aexemspu 2011r.

* Komucusima, KOSimo e HagHayusia nieqyeHuemo u Habmiodaea 30/1, e dnbxHa HesabasHo O0a yeedomu Komucusima 3a excriepmu3u no 4. 78  LIY
Ha H30K. Teau GonHu ce 3anuceam 8 omoeneH peaucmbp u He 2yBsim 1pasomo Cu 3a npodb/kasaHe Ha fleyeHuUemo cred npukioyeare Ha
KITUHUYHOMO rpoyyeaHe cried akmyarnHa oueHKa om crieyuanuaupaqama KoMucus

OTroBapsl Ha KPUTEPUUTE 3a NIEUEHUE € oo B AHEBHA 0338 ...

W3UCKBAHMWS HA H30K MPU NPOBEXOAHE HA NEYEHUE HA BOJIHN C NPUCTBIHO-PEMUTEHTHA MHOXXECTBEHA CKIIEPO3A C
NEKAPCTBEHM NMPOAYKTN MOAUGULIMPALL XOOA HA BOJIECTTA B U3BbHBONIHUYHATA NOMOLL - 8 cuna oT 1 oktomepy 2015 roauHa





