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MPUNOXEHWE 16
JNINCT 3A ONPEOENAHE HA KPUTEPUUTE NPU U3OABAHE HA MPOTOKONN 3A MPOBEXAAHE HA NEYEHUE HA
BONHU C NPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A
(Gumemuncpymapam, gpuHzonumMod, Hamanu3ymab, knadpubuH, anemmy3symat)

3abenexka: Ombesissea ce nekapcmeeHusim npodykm, 3a Kolimo ce kaHdudamcmea.

Vve: [eri] [ [ [ [ [ [ T T T ]

3abenexxa: meduyurckama GoKymeHmauusi, ydocmoeepsiealya 6ceKu om KpUMEpUUMe e 10CoYeHa C 4upa 6 UHOBKC U 3a0BmKUMenHo
npudpyxaga HacmMoAW,0Mo NPUNOXeHue.

3abenexka: an u3yepnBaHe Ha Bb3MOXHOCTUTE HA NOHE Ha ABa OT feKapcTBeHUTe NPoAYKTU OT NbpBa NUHUA MOXeEe Aa Ce NpemMuHe
KbM Te3u Ha BTOPa NUHUA.

A. Kputepuu 3a 3anouyBaHe Ha NbPBU KYPC NeYeHUe C NeKapcTBeH MPOAYKT OT BTOPa NMHUS (3aAbIKUTENHO e
HanM4ymueTo Ha BCUYKU KpUTepum)

1 MoHe pABa AOKYMEHTMpPaHM NMPUCTBLNA 3a Nepuoa ot ABETOAUILIHO NEYEHUe C nekapcTBeH MPOAYKTM OT nbpsa
NIUHUSE W BROWaBaHe Ha HeBPOMOrMYHNS AeuLnT Nno Kurtzke '

Hanuuue Ha akTMBHU NNaku u nporpecus Ha faxHuTe ot MPT ¢ koHTpacT 2

CreneH Ha (yHKLMOHareH HeBpOnoruyeH aeduuut fo 4 7. no Kurtzke °

HlwN

Ivnca Ha usknoyBawm kputepun no 7. [ 4

AHaMHECTUYHUTE AaHHW, KNMHUYHATa CUMNTOMATIUKa U EBONIOTUBHUS XO4 Ce OnucearT B pelueHneTo no Allp.Ne38 . [lokyMeHTUpaHuTe NpucTbNn ¢
€NNKPU3N 33ABIMKUTENHO Aa CbABPXKAT UHOPMALMS OTHOCHO NPOBE/AEHO NeYEHUe C KOPTUKOCTEPOUAN B 403a oT 500 40 1000 Mr AHEBHO 3a CPOK
ot 3 40 5 aHK.
* opuruHaneH cuiu unu noAnMcaHo u 3asepeHo konve or MPT ¢ KOHTPACT C ABHOCT 40 6 Mecewa - B pelweHueTo no Allp.Ne38 3agbmkuTenHo ce
KOMEHTUDE AMHAMUKaTa Ha NPOMEHNUTe B CpaBHeHue C npeawecTsawo MPT uscneasaHe npes nocneanuTe 12 meceua

* OTpaseHa ckana Ha CUMNTOMATUKATa U ouerka no Kurtzke B petueruero no Alp.Ne38. CteneHTa Ha (hyHKUMOHANEeH HEBPONOruYeH AeuumnT
e onpepens eAMH Mecew Criea AOKYMEHTMPaH NpucTL.
“yAocTOBEpABA Ce C NOANNC Ha CMeLManicTa B NPUNOXeHiUe 1 Ha HaCTOSILLUTE M3NCKBAHUA

B. Kputepum 3a npoabmxasaHe Ha TepanusTa NpuU BCEKU NocreaBally WeCTMECeYeH NPOTOKON (3aAbLImKUTENHO e
HaIM4YMeTo Ha BCUYKM KpUTEPUM)

1 | Nunca Ha noseye OT 1 NPMCTLN 3a NEPUOA OT LLECT MeceL(a |

2 | 3aabpkaHe Ha nokasatenuTe Ha (hyHKUMOHANHNS HEBPONOTMYeH AeULMT

3 | Nunca Ha cTpaHU4HU eheKTH U U3KMIYBaLM KpuTepum no 1.1 °

TamBynaTopeH NMCT OT NPOCNEAABALINA HEBPONIOT C OTPassiBaHe Ha OCHOBHATa Tepanwsi, KOSTO & NPOBEXAaHa NPe3 NEepUoAa U PasBATUETO Ha
guMnToMaTUkaTa Ha Gonecrra

pewerme o ATp.Ne38 c oTpaseHa echeKTUBHOCT N0 nokasaTenu OT NPUNaraHoTo NeYeHue.

® yaocToBepsBa Ce C NOAMNC Ha CreunanicTa B NPUNOXeH!e 1 Ha HaCTOALUMTE U3NCKBAHUA
3abenexka: Mpu NbPBOTO KaHAUAATCTBaHE 3a NPOABIDKABAHE HA TEpanusTa ¢ GUHIONMMOA Aa Ce NPUNOXAT KOHCYNTaumMs OT OTanMonor n OpurMHanHa Gnawka
WNK 3aBEPEHO KOMWE OT U3CNEABAHE Ha YePHOAPOGHY EH3MMM Ha 3 MECEL OT 3ano4BaHe Ha NIEYEHNETO.
Mpy NbpBoTO KaHAMAATCTBAHE 3a NPOABMXABaHe Ha TepanusTa ¢ AumeTundymapar Aa ce NpUnoxar OpurMHanHk BNaHKK UV 3aBEPEHN KONUS OT U3CNEABaHUS Ha
YPes, KpeaTuHuH 1 YepHOAPOGHU EH3UMM Ha 3 Mecel| OT 3aNo4BaHe Ha NEYEHNeTO.
Mpv kaHAnAaTCTBaHE 3a NPOAbMXaBaHe Ha TepanuaTa ¢ Hatanusymab cnep eAHOTOAVLLHO NedeHne Ce NpUnarar u UsCneaBaHus 3a aHtutena cpeldy JCV u MPT.
300, kouTo ca JCV oTpuuaTentu Morat ga NPOALMXAT neyeHneTo ¢ Hatanusymab cnej npoBEAEH ABYFOAWLIGH TEpanesTUYeH Kypc npu npocneassaHe Ha JCV
aHTUTenaTa Ha Bceku 6 Mecelja.
301, kouTo ca JCV NonoXuTeNnHu MOraT 4a NPOABIKAT NEYEHNETO ¢ Hatanuaymab cnes NPOBEAEH ABYFOAULLEH TEPaNeBTUYEH KYpC Camo ako MonauTe Hagsuwasat
puckosete. Heobxoaumo e MPT uscneaBate ¢ KOHTPACT v npocnefsBaHe Ha JCV aHTuTenata Ha Bceku 6 Mecewa.
Mpy MbpBO U NOPEAHO KaHAUAATCBAHE 3a Tepanus ¢ Knaapnbuk i1 AnemMTy3yma6 — Aa Ce NpunoXaT HeoBXOAMMUTE U3CNEABaHUS CMope/ NPUNOXeHUe 2, Tabnuua 2

B. Kputepun 3a npoabmkaBaHe Ha TepanusTa crief 3aBbplueH 4-roAMIIeH Kypc — 3a (DUHrONUMOZ U AUMETUN
Mapar (3aAbiKUTeNHO e HaNUYMeTo Ha BCUYKM KpUTepum)

Tlunca Ha aKTMBHUM NNaku 1 Nporpecusi Ha AaxHuTe ot MPT ¢ koHTpacT !

INunca Ha noBeye OT ABa NpUcTLNa 32 4 rOANHKU 2

@ N =g

3apbpkaHe Ha (yHKUMOHANHUSI HeBPONOrMYeH AeduuuT °

Junca Ha cTpaHWYHM eheKTH 1 U3KIIoYBaLLY Kputepun no 1. [ *

D

OpUriHaneH UL N NOANUCaHO n 3aBepeHo konve oT MPT ¢ KOHTPAcT C 4aBHOCT A0 6 Meceua NPeAU KaHAWAATCTBAHETO — B EKCNEPTHOTO
CTaHOBULLE 33/ LMKUTENHO CE KOMEHTUPA AMHAMWKATa Ha NPOMEHUTE B CPABHEHUE C UIXOAHOTO M3CTeABaHe

* amBynaTopeH NUCT OT Nperneaa Npu NPOCNeARBaLIMS HeBPONOr

EKCMepPTHO CTaHOBMWE C OTpaseHa eqeKTUBHOCT MO Moka3aTenu OT NPUNAaraHoTo nedyenune. CTaHOBMILETO Ce W34aBa OT MOCTOSIHEH
eKnepTeH CLBET N0 HEBPONOrUs.
“yA0CTOBEpSBA CE C MOAMUC Ha CReLManuCTa B NpUnoXeHue 1 Ha HaCTOALUTE U3NCKBAHNS
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NPUNOXEHUE 1B

I'. Kputepum 3a npemuHaBaHe Ha Tepanus OT eAuH KbM APYr NeKapcTBeH NPOAYKT OT BTOPa NUHUS (3aABLIKUTENHO
€ Hanu4neTo Ha kputepum 3 u 4 u kputepui 1 u/unu 2)

1

Hanuuue Ha HOBM nnaku n nporpecus Ha aaHHuTe ot MPT'

Jlunca Ha KNuHUYHA e)eKTMBHOCT OT NeYeHueTo (no ABa npucTbna 3a egHa roavHa) ¢

2-meceyeH Nepuof Ha u34ncTBaHe

Ah|lw(N

Jlunca Ha CTPaHUyYHU eeKTU U U3KIIOYBaLLM KpUTepUM Mo T. [l °

OpUrvHaneH UL UM noAnucaHo 1 3asepeHo konve oT MPT c 4aBHOCT 40 6 Meceua KbM AaTaTa Ha KaHAMAATCTBAHE 3a NPOAbLIKABAHE Ha
TepanusaTa

* enukpuan oT BONHMUHO nevenme C Homep W3 (JoKyMEeHTUpaHUTE NpUCTBLAN C €NVKPU3N 334 BLIKUTENHO A3 CbABPXKAT MHOPMALVS OTHOCHO
NPOBEAEHO fIYEHUe C KopTukocTepouamn B A03a ot 500 Ao 1000 mr aHesHO 3a CPOK OT 3 A0 5 AHW.) Pewenne no Alp.Ne38 ¢ oTpaseHa
Je(t:e«'mauocr 10 NoKasaTenu oT NPUNaraHoTo NeYeHue.

YAOCTOBEpSBa Ce C NOANWC Ha cneunanicTa B NPUNOXKeHUe 1 Ha HaCTOALUUTE N3NCKBAHUSA

A. USKINIOYBALLU KPUTEPUM (npu 3anouBaHe U Npu NpoabIHKaBaHe Ha NeYeHneTo)

1. 30J1 ¢ BTOpMYHO-NporpeaneHTHa hopma Ha Gonectra

2. [iBa u noBeye AOKYMEHTMPaHU NPUCTBNa 3a Nepuof OT 1 roAnHa Ha hoHa Ha NedyeHne C nekapcTBeH NPOAYKT OT
BTOpA NUHUA

3. YeenuuaBaHe Ha cTeneHTa Ha (hyHKUMOHAMNEH HesponoruyeH aeduumt ¢ 1 1. no Kurtzke B cpaBHeHme C oueHkaTa npu
BKIIOYBaHE B Nporpamarta Ha choHa Ha fleYeHUe C NEeKapCTBEH NPOAYKT OT BTOpa NUHUS

4. bBpemeHHOCT 1 nakTauus

5. MauveHTn ¢ UMyHoaeMUMTEH CUHAPOM MU NPOBEXAALUM UMYHOCYNPECUBHA Tepanus

6. [lporpecusHa mynTucbokanHa eHuedanonaTtus

7. AKTUBHU OCTPW UM XPOHWUYHM UHEKUMM — XenaTuT, Ty6epkynosa

8. Heonnasmu, ¢ U3Knio4YeHUe Ha KoXeH GasanHOKNETbYEH KapLHOM

9. Texko YyepHoapobHO unu 6vOpeyHo 3abonsBaxe

10. 3a Fingolimod - nauvexTu ¢ AV 6nok BTopa cTeneH tun Mbobuy 2 unm no-sucoka creneH AV 6110K,CMHAPOM Ha 6onHuA
CUHYCOB Bb3efl WM cuHoaTpuaneH cbpAedeH Gnok.aHamHesa 3a cumnTomaTuyHa Gpagukapaust unu nosTapsiy ce
CUHKOM; WM NPW NauWMeHTU CbC 3HAYNTENHO yabmkasaHe Ha QT uHTepsBana(c > 470 ms npwu xeHu n > 450 ms npu
MbXe)

11. 3a Fingolimod - neueHne ¢ aHTWApUTMWU4YHU NekapCTBEHU NpoaykTh knac la (chinidine, disopyramide) unu knac I
(amiodarone,sotalol),6eta  6nokepu,noHMkaBal CcbpaeyHata dectoTa 6riokepu Ha  KanuuesuTe  KaHanu
(verapamil diltiazem wnu ivabradine) unu apyrv BeliecTsa,kouTo MoraT Aa MOHWXAT CbpAeyHata yectota (digoxin,
aHTUXONMUHeCTepasHu cpeacTea unu pilocarpine)

12. 3a Dimethyl fumarate — ejHOBpeMeHHO NpUnoXeHne Ha Apyrv NPOU3BOAHM Ha (PyMapoBaTa KUCENUHA(MOKOMHO WUnu
CUCTEMHO)

13. 3a Dimethyl fumarate — eAHOBPEMEHHO NPUMOXEHNE HA XMBN BAKCUHU

14. 3a Cladribine, Alemtuzumab — uHgekums ¢ YoseLwwkus umyHoaeduumuTeH supyc (HIV)

15. HekoHTponupaHa xunepToHus

16. XpoHuuna obcTpykTueHa 6enogpobHa Gonect

17. BenogpobHa hubposa

18. CBPbXUYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO MMM KbM HSKOE OT MOMOLLUHUTE BELLECTBa

19. BkniouBane Ha 30J1 B KNMHUYHO NpoyyBaHe

20. [leua v 10HOLLM Ha BB3paCT nog 18 roanHu

21. [ocTuraHe A0 Bb3PAcT 59 roanHM 1 NUNCa Ha aKTUBHOCT Ha 3a60NSBAHETO NPe3 NOCNeAHUTE 2 roANHM

22. [locturaHe Ha uHBanuaHocT no Kurtzke 5

OTrosaps Ha KpuTepuuTe 3a neYeHNE'e. = L L B AHEBHAa f03a ...

MOANMUC HA CNELMANTUCTA: ...,
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I. NEYEBHO-ANATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MPOAYKTHW, Bkntouexu B NMpunoxexue 1 Ha MIIC, kouto H30K 3annawa B cLOTBETCTBME C

AencTBawmTe HOPMAaTUBHU OOKYMEHTH.

NPUNOXEHWE

2

Tabnuua 1
INN MKE OrPAHUYEHUSA
®=  nwvua Hag 16 roguHn
INTERFERON BETA-1A G35 *  nvua Haj 2 roguku — camo 3a Rebif
INTERFERON BETA-1B G35 = nuua Hag 16 roauHn
PEGINTERFERON BETA-1A G35 = nuvua Hag 18 roguHn
GLATIRAMER ACETATE G35 = nuua Hap 18 rogukn
FINGOLIMOD G35 *  fuua Haj 18 roauHn
TERIFLUNOMIDE G35 ®  nuua Hapa 18 roauHu
DIMETHYL FUMARATE G35 = nuua Haa 18 roaukn
NATALIZUMAB G35 = nuua Hag 18 roauHn
CLADRIBINE G35 = fuua Hag 18 roguHu
ALEMTUZUMAB G35 = nuua Haa 18 roauHu

3abenexxa: Nleyennero c PEGINTERFERON BETA-1A u DIMETHYL FUMARATE npe3 nbpBusi Mecel Ce NpoBexXaa C TUTpMpalua ao3a.

2. MIPOCNEOABAHE

e [ [ 4T [ |
Ta6bnuua 2

W3CNEOBAHUA u KOHCYNTALUK* U3XOAOHU | HA 6 MECELIA | HA 12 MECELIA
CreneH Ha (yHKUMOHANEH HeBponoruieH aeduuut no Kurtzke v v v
MocnezeH npucTbA ba v v
MarHuTHo-pe3oHaHcHaTa Tomorpacus /MPT/ ¢ KoHTpacT v

MKK ¢ OKK( 3a alemtuzumab — exemeceyeH KOHTpon A0 48 meceua cnea v v v
nocneaHata uHdyaus)

CRP B LnpoBo n3paxerre v v v
TSH( 3a interferon beta-1a, interferon beta-1b 1 camo 3a alemtuzumab ~ koHTpon v npu aGHOPMHO

Ha BCeky 3 meceua A0 48 meceua cnea nocneaHara uHgyaus)) :?;o:,go HWBO 3a

ASAT(He 3a glatiramer acetate) v v v

ALAT (ke 3a glatiramer acetate) v i v
Ypes (He 3a glatiramer acetate) o v v
Kpeatunux (He 3a glatiramer acetate) ( 3a alemtuzumab — exemeceueH KoHTpon 40 v v v
48 meceua cnej nocneaHata MHQy3us)

Bunupy6ux (3a nekapCTBEHW NPOAYKTY OT BTOPA NNHMS) v v v
YpuHa - 6enTuk v cepumenT( 3a alemtuzumab — exemeceyeH KoHTpon A0 48 v v v
Meceua cnea nocneaHara uHdysus)

KoHcynTaums cneyuanuct oyru 6onectu(camo 3a fingolimod) v

KoHcynTaums cneyuanuct kapauonor(camo 3a fingolimod) v

EKI” MmoHuTOpMpaHe A0 6 Yac npu 3ano4BaHe Ha TepanusTa (camo 3a fingolimod) v

Cupaeuna dpekseHuus(camo 3a glatiramer acetate) v v v
CkpuHuHr 3a xenatut B u C (3a cladribine u alemtuzumab u no npeueHka 3a v

OCTaHanuTe OT BTOPa NUHUS)

CxpuHuHr 3a TyGepkynosa (3a cladribine u alemtuzumab u no npeuerka 3a v

OCTaHanuTe oT BTOpa I\MHVIﬂ)

CxkpuHuHr 3a HIV (no npeueHka)

CkpuHuHr 3a HPV (no npeuexka)

AnxTuTtena cpewy VZV(camo 3a fingolimod, cladribine u alemtuzumab) v

AnTuTena cpewly JCV(camo 3a natalizumab) v

V3cnepBsaHe Ha €BOKMPaHM CIYXOBY 1 3pUTENHM NOTEHLUManM(Camo 3a NekapcTeeHn v

NPOAYKTW OT NbpBa l'IIlIHVIR)

JIMKBOPHO M3CnesBaHe(Camo 3a NeKkapCTBEHN NPOAYKTY OT NbPBA NUHUS) v

* 3afLMKMTENHO Ce NPeACTaBA NONbIHEHa C pe3ynTaTuTe OT U3CNEABaHWATA TAabNMUa 2 Ha NPUMOKEHNE 2, BKIKYBALIA W NPEAXOAHUTE
M3CneABaHUA 1 Ce npunaraT OPUrMHANHK GnaHkM UNW 3aBepeHn Konus OT NaGopaTopHi W3CNEABaHWA (MPU HAaNWuUME Ha XOCTUTANM3ALUs C
AaBHOCT 40 1 Mecel 40 U3paBaHe Ha NPOTOKONa Ce NpuUnara 3aBepeHo Konue OT envkpuaa ¢ Homep U3).

Jlara: ...

n@:

VBUCKBAHWUA HA H30K MPU NEYEHWME HA MPUCTBMHO-PEMUTEHTHA
MOAUGULIMPALLIN XOJA HA BOJIECTTA B U3BbHEONHUYHATA NOMOLL - 8 cun:

JlexyBami nekap:
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Il. OBLUM UBUCKBAHUA
1. Bu3apacToBaTa rpaHuua ce M34MCIISIBA B HABBPLLEHN FOAMHY - T.€. BKIIOYMTENHO KbM AaTaTa Ha v3aasaHe Ha npoTokona ot
cneywanuavpasaTa KOMUCHS.
2. MNpu HasHayaBaHe Ha Tepanusi N0 NPOTOKON 3aAbLIKMTENHO Ce CboGpassiBaT Bb3PACTOBUTE OrPaHNYEHUs, CbrNacHo kpaTkara
XapaKTepucTika Ha CbOTBETHUA NeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MIMXM.
3. H30K He 3annawa nevexue n3sbH ykasaHaTa Bb3pacToBa rpaHnLa B KpaTkaTa xapakTepucTika Ha npoaykra.
4. H30K He 3annalua neyeHue C 4031 Haji MAKCMAIHO paspeLLeHmuTe No KpaTka XapakTepucTvka Ha npoaykra.
5. B cnyyait Ha HacTbnUNa nojo3npaHa HeXenawa nekapcTBeHa peakuus, nekapsiT ysegomssa WAJT no pega Ha un. 184 or
3NNXM. Konue oT cbobLyeHneTo ce npunara KbM MeguLMHCKaTa AokymeHTaums Ha 30J1 Npu kaHAnAATCTBaHE 3a NeYeHue.
6. MPU CNELIMATIUCTA, cbrn. un. 218 B, T. 1 ot HP[] 3a MeanUMHCKUTe AenHoctu 2018 r. (06H. 1B 6p. 28 ot 29.03.2018
r.), Ha 30J1, Ha KOMTO ca M3AaBaHM NPOTOKONW MO peAa Ha HaCTOSIUMTE W3MCKBAaHWS, Creasa aa ce npunarat BCUYKN
Heo6X0AMMM AOKYMEHTM KaTo: amBynaTopHUTE NUCTOBE OT M3BLPLIEHUTE MPErnean, BTOPUST ek3emnnsp oT u3jazeHuTe
NPOTOKOMNK, KOMMA OT enuKpU3W, Komua OT pelenust no Alp. Ne38, KOMTO ca OCHOBaHWe 3a W3AaBaHe Ha MPOTOKOM, BCUYKM
M3NCKBALM CE M3CeaBaHuUsA, Komue OT MpunoxeHue 1 Ha HaCTOSIUMTE WU3UCKBAHWS MOMBLIHEHO MO CbLOTBETHATA TOYKa,
NOANUCAHO OT CneynanucTa, uagan npoTokona.
7. CNELIMATTUSUPAHATA KOMUCWUSA usnasa Pewenne cneg nposeaeHa AMGynatopHa npoueaypa Ne 38 ,OnpegensHe Ha
MNaH Ha ne4YeHne u npocneasiBaHe Ha TEPaneBTUYHUA OTrOBOP NMPU NALMEHTW, MONYy4aBalyM CKbNOCTPYBALUM NEeKapCTBEHU
npoAykTM No peaa Ha un. 78, T. 2 330 Ha ocHosaHWe un. 53 1 un. 303 OoT HauvoHaneH pamKoB AOrOBOP 3a MEAULMHCKUATE
AeiHoCcTM Mexay Hauwowanwata 3apasHoocuryputenHa kaca u Bbnrapcku nekapcku cwuio3 3a 2018r. (06H., B, 6p. 28 ot
29.03.2018 r.) u npepoctaseHa ot 30J1 mMeauuMHCKa AOKyMeHTauwus. CneuuanuavpaHaTa KOMMCUSI CbXpaHsiBa eavH
eksemnisip oT Pewenneto. Mpu usgasaHe Ha npotokon Ha 30J], cbXpaHsiBa BTOPU €K3EMNMSP Ha MPOTOKONA, BCUYKM
HEeOGXOAMMM AOKYMEHTV 33 W3aBaHETO My W KOMWE OT MNpuUrioXeHWe 1 Ha HACTOSIUMTE M3UCKBAHMS, MOMBLAHEHO MO
CBOTBETHAaTa TOYKA U NOANMUCAHO OT YIIEHOBETE Ha CneuuanuaupataTa KOMUCHS.

Hacmoswume usuckeanus ca pa3pabomeHu Ha OCHOBaHue un. 58 om HauuoWaneH pamkoe 002080p 3a MEAUUUHCKUME
OelHocmu mexdy Hauuoxanhama 30pasHoocuzypumenHa kaca u Gbnzapcku nekapeku cbio3 3a 20182. (o6H., [IB, 6p. 28 om
29.03.2018 2.).
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NPUNOXEHMUE 3

NEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOBLIMKABAHE HA
JNIEYEHMUETO C NEKAPCTBEHWUSA NPOAYKT

criea kato Ce 3amosHax C Lsnata MU NpeAocTaBeHa WHGMOPMauWs W LenTa Ha NeYyeHMeTo C  NekapCTBEeHUs
TIPOY KT R e ceseenesusessstsansssesssssrsssasosssssonsisbsctsssossssssasenssi W CeA KaTto Nonyunx uauepnatenHu OTroBOpU Ha
NOCTaBEHUTE OT MEH BLNPOCH, AEKNap1pam ye:
1. Tpes nocneaHUTe NET rOAUHU MU € NPOBEXAAHO WHBA3UBHO NEYEHNE - BEHO3HA MO3bYHA BanoHHa aHrMonnacTuka unu
CTeHTUpaHe.

OA HE
HsiMam pUTbMHI 1 NPOBOAHM HapyLIEHUS.

He cbm npekapan/a xepnec 3ocTep eHuedanur.

LLle cnassam npenopbYaHaTa Mu Cxema Ha fie4eHne U NepUoaNYHOCT Ha KOHTPOMNHUTE Nperneau.

o A~ 0N

PenoBHo we ce sBSBaM Ha KOHTPOMHWM Mperneaun W HaMa a MPOMEHSIM CamOBOMHO WM MOA APYro BHYLUEHUE

HasHayeHaTa Mu Tepanus.

6. Tpu npeycraHoBsBaHe Ha NEYEHNETO MO NPUYMHU, HEMPOU3TUYALLYM OT peLueHneTo Ha Komucusta 3a ekcneptuan 8 P3OK
winu Komueuata no un. 78, 1.2 ot 330, we yBefoms He3abaBHO nuuyHusi cu nekap u P30OK u we sbpHa B P30OK
nocneaxns NPOTOKON, NO KOWTO CbM Monyyasan/a nekapcTBeHUsi NPOAYKT.

7. Tpwn HecnasBaHe Ha NOCOYEHUTE YCNOBMS NTEYEHUETO MU C YNOMEHaTUs NeKapcTBEH NPOAYKT e 6bae npekpaTeHo n

HAMa Aa umam npeTeHuun kem H3OK.

3abenexka:
* [lpu nedeHue ¢ nekapcmeeH NPOAyKM Om IMbpea fuHUS 3adb/IXUMENHO ce nombieam m.1, 4, 5, 6 u 7.

o Tlpu neverue ¢ nekapcmeeH MPOAyKM Om emopa NUHUS 3a0bIKUMEITHO C MOMLISaM 6CUYKU MOYKU.

) 10
h\,}% V3UCKBAHWA HA H30K MPWU JNIEYEHWE HA MPUCTBMNHO-PEMUTEHTHA MHOMXECTBEHA CKIEPO3A C JIEKAPCTBEHU MPOAYKTU
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W3NCKBAHUA HA H30K

MPU U3[ABAHE HA MPOTOKONW 3A NMPOBEXOAHE HA NIEYEHUE HA BOJTHM C MPUCTBLIHO-
PEMUTEHTHA MHOXXECTBEHA CKINEPO3A C JIEKAPCTBA MOOU®ULIUPALLA XOOA HA BONECTTA
(uHmepcpepoH bema, nezunuparx uHmMepgepoH bema, enamupamep auyemam, mepuchayHoMuo,
Oumemurncbymapam, chuHeonumod, Hamanudymab, knadpubuH, anemmy3symat)

MpoTokon®bT ce M3nasa OT cneumanucT ¢ koA Ha cneuuanHoct 10 (HepeHu Gonectu), 54 (geTcka HeBpomorusi),
pabotewm no gorosop ¢ H30K unu oT cneuuanucT HeBPOMO3u OT cNeunanuaupaHa KOMUCUs B neuebHU 3aBeaeHus 3a
6onHuyHa nomouw, cknounnu aorosop ¢ H30K. CneunanusnpaHnTe KOMUCMM Ce Cb3AABaT ChC 3anoBes Ha AMPEKTOpa
Ha neve6HoTo 3aBeaeHue B cneanuTe J13: MBAJIHIM “Ce. Haym” — rp. Cocbusi, YMBAI “Anekcanaposcka” - rp. Cocous, YMBAT
“Lapuua WoawHa - UCYIT” - rp. Codms, BMA - rp. Cocusi, MBAJT — ,HKB” - rp. Cochusi, YMBAN “Cs. Meopru” - rp. Mnosaus,
YMBAN “Cs. Mapusa” - rp. BapHa, YMBAJT ,Feopru CtpaHcku® - rp. Mnesen, MBAN — ,Cs.MeaH Puncku” — rp. Cocpusi, BMA MBAJI
— 1p. MNneseH, Mupsa MBAN — rp. Codus, ,Amxubanem Cutn Knunuk MBAT Tokyaa® — rp. Codms, ,Anxubagem Cutin Knunuk® -
rp. Cocus, MBAT “LieHTpan OHko Xocnutan” - rp. Mnosams.

I.  PE[ 3A 3ABEPABAHE HA NPOTOKOJUTE

MpoTokonu 3a 3anoyBaHe Ha nevYeHue

cneuunanucT, CKnoyun

= [MonbiHEHOo 1 NoAnucaHo NpUoXeHue 1 — NUCT 3a onpegensHe Ha Kputepuute
MeauumMHcka AOKYMEHTaUMst C  MPUNOXEHW BCUYKM HEOBXOAUMM nokasaTtenu u

Aorosop ¢ H30K / n3cnefBaHusi No Npunoxexue 2

= “MpoTokon 3a NnpeanuceaHe Ha nekapctsa, 3annawanu or H30K/P3OK” — 06p. M3-H30K

cneyuanusnpaHa
KoMmucus

= PelwleHne Ha cneuuanuMpaHa KOMUCMUSI C siCHA MEAMUMHCKA MOTUBauMs 3a
NpoabmxaBaHe Ha TepanusaTa, 3aAb/DKUTENHO ce oTOensi3aBa Nunca Ha U3KMoYBalyy

/ KpuTepum (modnucaHo om 8cuyKu 4YIeHO8e Ha crieyuanudupaHama KOMUCUs)

= “lMpoTokon 3a npeanuceaHe Ha nekapcrtea, 3annaiaiu ot H30K/P3OK” — 06p. M3-H30K

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

3aBepka Ha
nootokona B P30K

poTokonu 3a NpoAbIKaBaHe Ha nevyeHue

= [lMonbnHeHo n noanMcaHo Npunoxexune 1 — NUCT 3a onpeaensiHe Ha KpuTepuuTe

CreunanucT, CKIoynun
norosop ¢ H30K

= MeauuuHcKka [AOKYMEHTaLUWMsi C MNPUNOXEHU BCUYKM Heobxoaumu nokasatenu w
n3cnenBaHvsi No NpUNoXeHue 2

/ = “lMpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanm ot H30K/P30K” — 06p. M3-H30K

cneyuanusnpaHa
Kkomucusa

= PelweHue Ha cneuuanuMpaHa KOMUCMUSI C siCHA MeAMUMHCKA MOTUBaLMs 3a
NpoAb/KaBaHe Ha TepanusaTa, 3aAb/DKUTENHO ce oTOens3Ba nunca Ha W3KNK4YBaLLu
KpuTEpUM (MOONUCaHO OM 8CUYKU YIIEHOB8E Ha crieyuanu3upaHama KoOMUcCUsi)

/ = “lMpoTokon 3a npeanucBaHe Ha nekapcrtea, 3annawaiu ot H3OK/P30OK” — 06p. M3-H30K

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

3aBepka Ha
npotokona B P30K

lMpoTokonu 3a npoabIXaBaHe Ha NeYeHWe criefl NPUKIMIOYEH 6-roAMILIeH KypPC 1 Criea NPUKITIoYeH 12-roauweH Kypc

CNeumanucT, CKmio4un
norosop ¢ H30K

= MonbrHeHo 1 noanucaHo npunoxenue 1 — NUCT 3a onpeaensHe Ha KputepuuTe
= MeauumMHCKa [OKYMEHTauusi C MPUMOXEHW BCUYKM HEeobBXOAuMMM nokasaTtenu u
M3cneaBaHua No Npunoxexue 2

= “lMpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H30K/P3OK” — 06p. M3-H30K

= PeweHne Ha cneunanuavMpaHa KOMMUCUSI C $iCHA MeauMUMHCKA MOTMBaUMS 3a

cneuuanusnpaHa
KoMucus

poAbMkaBaHe Ha TepanusTa, 3aAbMXWTENHO ce OTDensi3Ba nurnca Ha W3KMYBaLLm

y

KpUTEpUM (MOGNUCaHO OM 8CUYKU YIEHO8E Ha CrieyuanuaupaHama KoMucusi)
/ = “lMpoTokon 3a npeanuceaHe Ha nekapcTea, 3annatanm ot H3OK/P30OK” — 06p. M3-H30K

MocTosiHeH ekcnepTeH
CbBeT Mo Hesponorus™

_|* CraHoBMwe c AcHa MeaMuMHCKa MOTMBaUMS 33 MPOAbBMX@BaHe Ha TepanusTa Kato
[eAMHCTBEHA anTepHaTuea (nodnucaHo om yjeHogeme Ha cbeema)

rd

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

»| 3aBepka Ha
nootokona B P30K

“TocTosHeH excnepTeH CbBET Ce CHOPMUPa M NPEACEAATENCTBA OT HALMOHANHUA KOHCYSITAHT U NPEACEAATEN Ha APYKECTBOTO N0 Hesponorus,
kaTo y4acTear olie ABama OT NpeAceAaTenuTe Ha Cneunanianpalin KOMMCUM, NOCOYEHNTe B MauckBaHusTa

E.r

2

MBUCKBAHUSA HA H3OK MPU NEYEHME HA MPUCTBLNHO-PEMATEHTHA MHOXECTBEHA CKNEPO3A C NEKAPCTBEHU nPOAYKTU
' MOAWMOULIMPALLW XOJA HA BONECTTA B U3BBHBONHUYHATA MOMOLL| - & cuna ot 15 maii 2018 roauHa
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¢ H3O0K sannawa Ao 8-wecTMeceyHu Kypca Ha HenpeKkbCHaTa Tepanus.

e Cnepn npuknioysaHe Ha 4-TOAMWHMA KypC NPOABLITKABAHETO Ha TepanusTa MoXe Aa 6bae 06CLAEHO Npw
Crny4au, OTroBapslM Ha KpuTepuute Ha npunoxexve 1. B Teau cnyyam, B pewennetro no Alp Ne38
3aABLIDKUTENTHO Ce KOMEeHTUPa AMHaMMUKaTa Ha MPOMEeHUTe B KNMHWYHAaTa cumToMaTtuka u MPT, B cpaBHeHue ¢
Te3u Npu 3anoysaHe Ha TepanusTa.

e Cnep npuknioyBaHe Ha 6-roANIIHMS KyPC, KaKTO M CrieA NPUKITIOYBaHe Ha 12-TOAMUWHMS KYpC, MPOALIKABAHETO
Ha TepanusTa Moxe Aa Gbae o6CHAEHO NMpU Cryyaw, OTrOBapsilyM Ha KPUTEPUM Ha npunoxexue 1. B Teau
Cny4au, B €KCMEepPTHOTO CTaHOBMILE 3aAbIDKUTENIHO Ce KOMEHTUpPa AMHAMUKATA HAa NPOMEHUTE B KIMHWYHATa
cumTomatnka M MPT, usknioyBawm pAereHepatMBHa ¢hasza Ha npomeHute. CTaHOBMIIETO cCe M3gaBa oOT
NOCTOSIHEH EKCNePTeH CLBET N0 HEBPONOrus.

Il. OBLLM NONOXEHUA

1. 300 nopasa noaroteenute aokymeHTn B P30K, Ha TepuTopUsiTa Ha KOSITO € Hanpasuno u36op Ha OMJl.

LloKkyMeHTHUTE BKITIOYBaT:

1.1. 3anBnenue o [upektopa Ha P30K.

1.2. MonbnKeHo 1 noanucaxo npunoxenue 1. Monbnea ce N0 CbOTBETHATA TOUYKA U Ce Npunara oTpaseHaTa B UNGPOB MHAEKC
MEAULIMHCKA AOKYMEHTaUVR, yA0CTOBEpSIBALLA BCEKN €AUH OT KpUTEPUUTE.

1.3. MbnunaT Habop uscneasaHus (pu3nkanHu, UHCTPYMEHTANHN 1 NaBopaTopHy), OTPA3eH B NpUNoXeHue 2.

1.4. ‘MipoTokon 3a npeanucBaHe Ha riekapcTea, 3annawadu ot H30K/P30K” — obp. M3-H3OK, usaaaeH ot cneuvanucr,
pabotewy no gorosop ¢ H30K unu oT cneunanucT OT cneuuanuavpana komucus. Mpunara ce opurMHan Ha npoTokona, a npu
KaHaugaTcTBaHe 3a NMpPoAbMXasaHe Ha TepanusiTa ce NpeACTaBs OPUrMHAN Ha MPEAXOAHWSt MPOTOKON C OTPA3eHW BCUYKK
Ha3HaYeHWs No Hero.

1.5. PeweHune Ha cneuuanuaupaHa Komucusi OT neyebHO 3aBefeHue — u3NbAHUTENn Ha AmBynatopHa npoueaypa Ne 38
,OnpesensHe Ha nnaH Ha neyYeHne u npocreasiBaHe Ha TepaneBTU4HWUS OTTOBOP MPYU MALMEHTH, MOMyYaBaluy CKbMOCTPyBaLLy
nekapcTBeHU NPOAYKTH No peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13.

1.6. eknapauus 3a uHgopmupaHo cbrnacue no obpasel| (npunoxexue 3)

2. P30K npuema aokymeHTUTE NO T. 1 crieql cCnpaBKa OTHOCHO 3PaBHOOCUTYpUTEnHuUs craTyc Ha 30]1.

3. MbpBUAT 1 BCeku cneaBsall NPOTOKON ce u3faBa 3a cpok Ao 180 axu.

i 3
r’% VSUCKBAHUA HA H30K MPU NEYEHUE HA MPUCTBLMNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C JIEKAPCTBEHU MPOOYKTU
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NPUNOXEHMUE 1A

TUCT 3A ONMPEAENAHE HA KPUTEPUUTE NMPU U3LABAHE HA MPOTOKONM 3A MPOBEXAAHE HA NEYEHUE HA
BONHU C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A
(uHmepepepor 6ema, neaunupax uHmMepghepoH 6ema, enamupamep ayemam, mepucgnyHomuod)

3abenexka: Ombernsisea ce nekapcmeeHusim npodykm, 3a Koilimo ce kaHdudamcmea.

[ me: [eH] [ [ [ [ [ [ [ T T ]

3abenexka: meduyurckama dokymeHmayus, ydocmosepsieausa eceku om Kpumepuume e rocoyeHa C¢ yugpa 8 UHOEKC U 3a0bIIKUMENHO
npudpyxasa HaCMOAUW0MO NPUITOKEHUe.

A. Kputepuu 3a 3anoy4BaHe Ha MbPBU KyPC (3aABIDKUTENHO € HaNMYMeTO Ha BCUYKN Kputepuu)
CurypHa auarHosa “Mnomecraeua CKnepo3a” — NPUCTBLNHO peMUTeHTHa ¢hopma Mo pesusvpanuTte npes 2010
roauka kputepum Ha McDonald '
[aHHn OT MarHMTHO-pesoHaHcHaTa Tomorpadusi /MPT/ ¢ KOHTPacT, MOKPUBALM KPUTEPUUTE YTBHLPAEHM OT
EBponeickaTa MHOrOLEHTPOBa M3CreloBaTeNICKa Mpexa

MoauTnBHM 3a AnarHosarta jaHHK OT M3cneaBaHe Ha €BOKUPaHU CINyXoBU U 3pUTENTHU NoTeHuuanu 3

[lBa AOKYMEHTUPaHM NPUCTLNa Npe3 NocreaHaTa roauHa *

CTeneH Ha dhyHKLMOHANeH HeBpomnoryeH aecmumt 1o 4 1. no Kurtzke °

JIMKBOPHO M3crieABaHe C HanuuMe Ha ONUroKroHanku IgG dpakuum ©

N[ofao|slw N

Tvunca Ha nsknouBawm kputepun no 1. E z

AHaMHECTUYHUTE AaHHW, KNTMHUYHATaA CUMNTOMATUKa U EBOSIITUBHUA XO4 Ce ONUCBaT B peLleHreTo no Alp.Ne38

OpUrMHaneH UL Unu NOANUCaHO U 3aBEPEHO Konue C AaBHOCT A0 1 roAMHA NPeAy KaHAAATCTBAHETO

OpUriHaneH duL unu NOANNCAHO U 3aBEPEHO Konue C AaBHOCT 40 1 roAMHa NpeAn KaHAUAATCTBAHETO

enukpusin ot GonHuYHO nevexue ¢ Homep U3 ([okyMEHTMPaHWTE MPUCTBNKM C eNUKPU3N 3aABIKUTENHO A3 CbABPXKAT MH(OPMALNS OTHOCHO
NpoOBEAEHO NeyeHne C KOPTUKOCTEPOnAM B Ao3a oT 500 Ao 1000 Mr AHeBHO 3a cpok oT 3 A0 5 AHW.) Mpu AaHHKM oT MPT u3cneasaHe, 0TroBapsLum
Ha HOBUTE kpuTepuMM Ha EBponeiickaTa MHOTOLEHTPOBA M3CNEAOBaTesICKa MPeXa, Ce A0Mycka AOKYMEHTUPAH EANH KIUHUYEH NPUCTBN.

o‘rpasena cKana Ha cumnTomarukaTa u oueHka no Kurtzke B peluenuero no Alp.Ne38

¢ opuruHanHa 6naHka UK 3aBEPEHO KONUe (BANMAHO € U UICTIEABAHE BIUCAHO B ENUKPU3A OT BONHMYHO neuerue). Mpu HanKume Ha MeqULMHCKa
MOTUBALIUS 33 HENPOBEX(AHE Ha UICMEABAHETO, TA 33ABIKATENHO Ce BNMCBA B peleHNeTo no Allp.Ne38
7 yAOCTOBEPSBA Ce C NOANNC Ha CNIeLMAnvcTa B MPUIOXEHUE 1 Ha HACTOSIUNTE U3UCKBAHUS

e on A

B. Kputepum 3a npoabnxasaHe Ha TepanusiTa Npu BCEKU NMOCneaBaly WeCTMEece4YeH NPOTOKON (3afbimKUTeNHO e
Hanu4MeTo Ha BCUYKK KpUTepum)

1 | Nlunca Ha noseye OT 1 MPUCTBLN 3a NEepuoa OT WeCT MeceLa |

3aabpkaHe Ha nokasarenute Ha cbynxuuonanuuﬁ HeBponoruyeH gegpuuut 2

2
3 | Jlunca Ha cTpannyHmn edeKTy U U3KNIYBaWM Kputepumn no 7. E 3
T

ambynaTopeH NMCT OT NPOCNEAABaLLNA HEBPOMOT C OTPa3siBaHe Ha OCHOBHATa Tepanus, KOSTO € NPOBEXAaHa NPe3 NepUoAa v passuTUeTo Ha
cumnTomaTukata Ha Gonectra
? pewwerue no Alp.Ne38 ¢ 0TpaseHa eeKTUBHOCT NO NOKasaTenu oT NPUNaraHoTo nevyeHue
*yaocTosepsiea Ce C NOANNC Ha CMELManICTa B NPUOKEHHUE 1 Ha HACTOALLMTE N3NCKBAHNS

B. Kputepuu 3a npoabimkaBaHe Ha TepanusiTa criefl 3aBbplieH 4-TOAULLEH KYPC (3aABIMKUTENHO € HanuumMeTo Ha
BCUYKMN KpUTEPUM)

1 | Nunca Ha akTMBHYM Nnaku u nporpecus Ha aaHHuTe ot MPT ¢ koHTpacT '

Nunca Ha noBeve OT ABa NPUCTLNA 33 4 FOAUHY °

3aabpkaHe Ha (yHKLMOHANHUS HEBPOMOTUYEH AeULIMT °

Jlunca Ha CTpaHUuHKU eeKTH U U3KMIoYBaLUM KpuTepuu Mo T. E *

opuruHaneH uw unu noanucaHo u 3asepeHo konue oT MPT C KOHTPacT ¢ AaBHOCT A0 6 Meceua KbM AaTata Ha KaHAWAATCTBaHE 3a
npoAbMKaBaHe Ha TepanuaTa — B pelwerneTo no Alp.Ne38 3agbmkuUTeNHO Ce KOMEHTUPa ANHAMMKaTa Ha NPOMEHNTE B CPABHEHNE C U3XOAHOTO
u3cnejBaHe
? amBynaTopeH NUCT OT NperneAa npu NPOCNEASBALLNA HEBPONOT

pewenue no Alp.Ne38 ¢ oTpaseHa ehekTMBHOCT NO NOKA3aTeny OT NPUNAraHoTo neyeHne

YAOCTOBEpSiBa CE C NOANMC Ha CneynanicTa B NpUNoXeHue 1 Ha HaCTOALNTE M3NCKBAHUA

RN

= 4
n'@ V3NCKBAHUA HA H30K MNPU NEYEHWE HA MPUCTBLIMHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A C NEKAPCTBEHW MPOAYKTU
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NPUNOXEHME 1A

I'. Kputepun 3a npopbnxaBaHe Ha TepanusTa crien 3aBbLPLWEH 6-roANLIEH KYPC U CrieA 3aBbpLWeH 12-roauieH Kypc
(3aABLMKMTENHO € HANIMYMETO HA BCUYKW KpUTEpuM)

1 | Nunca Ha HoBM nnaku n nporpecus Ha aaxHuTe ot MPT'

Ilunca Ha noBeue oT ABa npuUcTLNa 3a nocreaHuTe 2 roauHU 2

Jlunca Ha CTPaHUuHM edeKTH U U3KNIoYBalM KpuTepuu no . E *

2
3 | 3apbpxaHe Ha (yHKUMOHANHMS HEBPONOrUYeH aeduLmT °
4
T

OpurvHaneH ULl WM noAnMcaHo u 3asepeHo konve oT MPT C 4aBHOCT 40 6 Meceua KbM AaTaTa Ha KaHAMAATCTBAHE 3a NPOAbLKABaHE Ha
TepanuATa — B EKCMEePTHOTO CTAHOBULUE 33ABIXKUTENHO CE KOMEHTUPa AMHAMUKATa Ha NPOMEHWTE B CPaBHEHME C M3XOAHOTO M3CNeABaHe 3a
acroswara Tepanus

aMGynaTopeu TINCT OT Nperneaa npu NPoCcneasBaLns HeBponor

* eKCNEpTHO CTaHOBMIE C OTpaseHa eheKTWBHOCT MO NOKA3ATENM OT MPUNAraHOTO fiedeHe. CTAHOBMILETO Ce W3LABA OT MOCTOSHEH
€KMepTEeH CLBET N0 HeBPONOTWs.

*yAOCTOBEPSBA CE C NOANNC HA CMIELMANUCTA B NPUIOXEHUE 1 Ha HACTOSLUNTE UINCKBAHUS

. Kputepuu 3a npemuHaBaHe Ha Tepanusi OT eAMH KbM ApYr NeKapcTBeH NPOAYKT OT MbPBa NUHUA (3aABLIKUTENHO
€ Hanu4MeTo Ha KpuTepun 4 u kputepuii 1 n/nunu 2)

1 | Hanuuue Ha HOBM NNaky u Nporpecus Ha AanHuTe oT MPT'

Jlunca Ha KNUHUYHA eheKTMBHOCT OT NIEYEHMETO (40 ABa NPUCTLNA 33 eaHa ro/NHa) 2

Mpy HanKUuMe Ha HeyTPANU3UPaLYW aHTUTENA °

Nunca Ha cTpaHuuHM ecbeKTU U U3KMIOuBaLLM KpuTepun no . E *

SR ELA LN

OpurHaneH uil unu NoANUCaHo U 3asepeHo konue oT MPT c AaBHOCT 40 6 Mecela KbM AaTaTa Ha KaHAWAATCTBaHe 3a NPOAbIKaBaHe Ha

TepanuaTa

* envkpuai oT GONMHUUHO NeveHue C HoMep U3 ([JoKyMeHTUPAHWTE MPUCTBNM C eNAKPU3N 3a4BIKATENHO A3 ChABPKAT UHDOPMALUS OTHOCHO

npoBeAeHO neyeHune C kopTukocTepouan B fosa ot 500 o 1000 mr aHeBHO 3a CpPok OT 3 A0 5 aHu.). Pewwenne no AlMp.Ne38 c oTpaseHa

e¢em«snocr 110 NoKasareny oT NpunaraHoTo neyexne. KomeHTMpa ce AuHamukata Ha MPT npoMeHUTE B CPaBHEHUE C M3XOAHOTO M3CNeABaHe.
SaABH)KMTenHO Ce npunara opuriHanHa 6naxka unu 3aBepeHo konue (BanuaHo e 1 U3CNeABaHe BNUCAHO B eNUKPU3a OT BOMHUYHO NeyeHue)
*ynoctosepsBa Ce C NOANMC Ha CNeLManicTa B NPUNoXeHIe 1 Ha HaCTOALLUTE M3NCKBAHMS

E. U3KIMIOYBALLU KPUTEPUU (npu 3anoyBaHe 1 Npu NpoAbIHKaBaHe Ha NeYeHneTo)
1. 30J1 ¢ BTOpU4HO-NporpecupalLa (C U3knioYeHne Ha nauneHTn ¢ Gbp3 xop Ha nporpecus 3a Interferon beta-1b)
¥ MbpBUYHO-Mporpecupalla Ha Gonecrra

2. 30J1 c pexomneHcUpaHo YepHoapo6Ho 3abonsiBaHe

3. BpeMeHHOCT 1 nakTauus

4. 30J1 c Texka eHAOreHHa Aenpecust U/MNu CyMUMAUTET NPEAU W MO BPEME Ha FeYEHUEeTo, MOTBLPAEHW OT
neuxuartbp (B Tean criyyaun neveHneTo moxe Aa 6bae npoabmkeHo ¢ Glatiramer acetate unu Teriflunomide).

5. [oBeye OT eAWH NPUCTBIN 3a NEPUOA OT ABE OAUHU

6. YBenuyasaHe Ha cTerneHTa Ha (PyHKUMOHaneH HesporornyeH Aecuumt ¢ 1 T. no Kurtzke 3a nepuop ot egHa

rogvHa.

7. [locturaHe Ha cTeneH Ha UHBanuausaums 5 no ckanata Ha Kurtzke

8. 3a Teriflunomide - nauveHTM C Texka ObOpedHa HELOCTATBYHOCT, MOANMOXEHM Ha AManu3a; Texka
XUMONpOTEUHEMUS

9. 3a Teriflunomide - nauMeHT CbC 3HAYMMO HapyLIEHWE HA KOCTHOMO3bYHATA (DYHKUMS MNM 3HAUMMa aHemus,
NEBKOMNEHNA, HeYTPONeHUs unu TpomGoumuToneHus

10. 3a Teriflunomide - naunenT! ¢ TeXKa aKTMBHA UH(EKLMS A0 03APABSBAHE; TEXKN UMYHOAEDULIMTHN CLCTOSHUS

11. Cepuo3HN CTPaHU4HM PEaKLm OT NEYEHNETO

12. CucremHo HecnaspaHe Ha neuebHarta cxema no BuHa Ha 30J1 ¢ npekbcBaHe noseve oT 3 Mecelia

13. Bkniousare Ha 30J1 B KNMMHN4HO MpoyyBaHe

14. Mpuapyxasawm XpoHUYHM 3aBONSABAHMS, KOUTO CKBCSIBAT MPOABMKUTENHOCTTA HA XMBOTA (AnKOXONN3bM,
AEMEHUWS, MCNX03M, 3NoKa4EeCTBEHN HOBOOBPA3yBaHNs, KOUTO HE Ca B peMucHs)

15. [ocTurane ao Bb3pacT 59 roAnHu 1 fIUMNCA Ha aKTUBHOCT Ha 3a60NABaHETO Npe3 NOCNeaHUTE 2 roAuH

16. MpoBex/aaHo neyeHne CbC CTBOMOBMN KNeTKU

17. He no-manko ot net roAuHun cnej nposefeHa eHaoBackynapHa Tepanvs (BEHOGHa MO3bYHa aHrnonnacTuka wnm
cTeHTupane), curn.BAAJIMC, aekemepu 2011r.

OtroBaps Ha KpuTepuute 3a neyeHuec .. B AHeBHa oo3a ...

MOANMUC HA CNEeUMANTUCTA: ..o

L
z% V3NCKBAHWA HA H30K MPU JNIEYEHUE HA MPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C NEKAPCTBEHU NPOAYKTU
b MOAVOULIMPALLIN XOJJA HA BONECTTA B U3BbHEONHUYHATA NOMOLL - B cuna ot 15 mait 2018 roanHa





