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MPWU U3OABAHE HA MPOTOKONM 3A NPOBEXAAHE HA NNEYEHUE HA BOJTHU C MPUCTBIMHO-
PEMUTEHTHA MHOXECTBEHA CKNEPO3A C NIEKAPCTBA MOAVN®ULIMPALLA XOOA HA BOJNIECTTA
(uHmepgepoH 6ema, enamupamep ayemam, uH20/TUMOO, Hamanu3ymab)

MpoToKkoNbLT Ce WU3fasa OT CMeuuanucTi C KOA Ha creuuanHoct 10 (HepBHU GonecTu), 54 (AeTcka HeBpomnorus),
pa6oTewy no gorosop ¢ H30K unu oT cneunanuanpana KOMUCHsI B Ne4eBHN 3aBeaeHUs 3a 60rHUYHA MOMOLL, CKITIOYMIN
noroeop ¢ H30K. CneuvanuaupaHute KOMUCUM Ce Cb3AaBaT ChC 3anoBeq Ha ANPEKTopa Ha neye6HOTO 3aBefieHve B
cneguute N3: MBAJTHM “Ce. Haym” rp. Codms, YMBAJI “AnekcaHgposcka” rp. Cocusi, YMBAT “Liapuua Moanna - UCYIT” rp.
Cochusi, BMA rp. Cocbusi, MBAST — ,HKB” rp. Cocpusi, YMBAJ! “Cs. T'eopru” rp. Mnosaus, YMBAT “Cs. MapuHa” rp. Bapra, YMBAI
rp. MneseH, MBAJl — ,Cs.MBaH Puncku” — rp. Cocpusi, BMA MBAJI — TMneseH, Mwpea MBAN — Cocpus EALL, ,Tokyaa BonHuua
Cocpous“ ALL, Cutu Knuhuk — rp. Codpms.

I PE[ 3A 3ABEPABAHE HA NPOTOKOJUTE

MpoTokonu 3a 3ano4BaHe Ha TepanuaTa

= MonbAHEHO ¥ NOANUCAHO NpUMOXeHue 1 — NUCT 3a onpe/ensiHe Ha kputepuuTe (Mo
cneuuanucT, CKnrYun T.A) C BCUYKN HeobxoauMun 3crneasaHns
norosop ¢ H30K = AMGynatopeH nucT/ eTanHa enukpusa oT NocneiHUs Npernea ¢ NpunoxeHn BCU4kn

HeOSXO,D,VIMM rnokasaTtenu u uscneasaHus rno npuroxeHue 2
= ‘TlpoTokon 3a NpeAnucBaHe Ha NekapcTsa, 3annaiiasu ot H30K/P30K” — 06p. M3-
H30K

cneyuanusvpaHa n EKCﬂepTHO CTaHOBMULLE C fiCHa MeauLMHCKa MoTuBaLunsa (3aﬂhﬂ)KV|Tel'lHO ce

= “TlpoTokon 3a npenncBaHe Ha NekapcTsa, 3annaiiaHu ot H3O0K/P30K” — 06p. M3 -
H30K

KomMucust —> | oTBensssa nuncata Ha W3KMIOYBALLN KpUTEPUN)

Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K npotokona B P30K

N

[poTokonu 3a npoAbINKaBaHe Ha TepanuATa

cneyuranucT, ckiynun = AMBynaTopeH nucT/ eTanHa enukpu3aa oT NocrneHuUs NPernes ¢ BCudku
norosop ¢ H30OK HeobXxoaMMu nscneaBaHus no npurnoxexHue 2
= MONbAHEHO 1 NOAMUCAHO NpUnoXeHue 1 — NUCT 3a ONpesensiHe Ha kpuTepunTe (Mo

1.B6)
/ = “poTokon 3a NPeANUCcBaHe Ha nekapcTea, sannaiaqu ot H30K/P30K” — 06p. M3-

H30K
cneuuvanuanpaHa = EKCMEepTHO CTaHOBMILE C SiCHa MeMLMHCKa MOTUBALINS (3aABINKATENHO Ce
Komucus > | orfensi3sa nunca Ha CTPaHUYHN PeakLmMu, NpaBu ce OLieHka Ha eheKTUBHOCTTa Ha
TepanusTa v ce 0TGenNs3Ba NUNcaTa Ha U3KIIoYBaLY KpUTepuM )
= “[MpoTokon 3a NpeanucBaHe Ha nekapcTsa, 3annatuaxy ot H3OK/P30K” — o6p. M3 -
H30K
Komwucus no un. 78, 1. 2 ot 3aBepka Ha

330 B LY Ha H30K

1l. OBLLW NONOXEHUA
1. 33011 nogaBa NoAroTBeHUTE AOKYMeHTM B P30K, Ha TepUTOpMSATa Ha KOSITO € HanpaBsuro U3Gop Ha OnMI. JokymeHTuTe
BKMIOYBAT:

1.1 3asBnenwue o [lupektopa Ha P3OK.

1.2 MonbnHeHo U noanucaHo npunoxenue 1. Monbrnsa ce MO CbOTBETHATA TOYKa M Ce Mpunara oTpaseHarta B uudpos
VHAEKC MeauLMHCKa AOKYMEHTALMS, YAOCTOBEPSBALLA BCEKI €AUH OT Kputepuure.

1.3 MbnHuaT Habop u3cneaBaHus (PUsNKanHWU, UHCTPYMEHTANHU 1 nabopaTopHu), OTPa3eH B NPUOXeHue 2.

1.4 “NpoToKkon 3a npeAnucBaHe Ha riekapcTea, 3annawaHu ot H3O0K/P30K" — 06p. M3-H3OK, nspageH oT nekaps
cneuvanuct, paboTewy no aorosop ¢ H30K. Mpunara ce opuruHan Ha NpoTokona, a npu kaHAnAaTCTBaHe 3a npoabmkaBaHe Ha
TepanusTa ce NpeACTaBs OpUrMHan Ha NpeAxoAHNs MPOTOKOM C OTPA3EHN BCUUKM HA3HAYSHNA MO HEro.

1.5 Konve oT aktyanHo TEJIK pelueHvie BbB Bpb3ka CbC 3ab0nsBaHeTo.

1.6 leknapauusi 3a MHchopMUpaHo cbrnacue no obpaseL (Npunoxetue 3)

2. P30K npuema AOKyMeHTUTE Mo T. 1 cnea cnpaBka OTHOCHO 34pPaBHOOCUTY pUTESHMS CTaTyC Ha 33017.

A

npotokona B P30OK

H30K 3annawa Ao 8-WecTMEceYHM Kypca Ha HempekbCHata Tepanus. Cries NpUKIOYBaHe Ha 4-roAuwHuA Kype
npoAbLmKaBaHETO Ha TepanusTa Moxe Aa 6bAe 06CHLAEHO Npu criyyau, OTroBapsitiy Ha kputepuure no Touka B Ha
npunoxehue 1. B Tean criy4an B eKCMEPTHOTO CTAHOBULUE 3aiB/DKMTESTHO C@ KOMEHTUPA AMHAMUKATA HA MPOMEHUTe B
KMUMHUYHATa cumToMatuka U MPT B cpaBHeHMe C Te3u MpU 3anouysBaHe Ha TepanusiTa. Criep npuknioyBaHe Ha 6-
roAguLUIHKS KYpC, MPoALIMKaBaHETO Ha TepanusATa MoXe Aa 6bae 06cbAEHO NpU cryyau, OTroBapsillM Ha KpUTepuu no
Touka I Ha npunoxexHue 1. B Te3n cny4yau, B KOMMNJIEKCHO €KCNnepTHO CcTaHoBulle, 3a4BIDKUTENTHO Ce KOMEeHTUpa
[AMHaMMKaTa Ha MPOMEHWTe B KNMMHUYHATA cuMTOMaTuka U MPT, uakniouBalum aereHepatmueHa chaza Ha npomMeHuTe.

=)
7,(‘ W3VICKBAHWS HA H30K NPU NPOBEXIAHE HA NEYEHUE HA BOJTHW C MPUCTBMHO-PEMUTEHTHA MHOXECTBEHA CKIEPO3A [
b NEKAPCTBEHU NPOAYKTW MOANGULIVPALLM XOLA HA BONECTTA B U3BBbHBOIHUYHATA MOMOLL
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TINCT 3A ONPEQENSAHE HA KPUTEPUUTE NPU U3JABAHE HA MPOTOKOSN 3A NMPOBEXAAHE HA NEYEHUE HA
BOJHU C MPUCTBLMNHO-PEMUTEHTHA MHOXXECTBEHA CKITEPO3A
(uHmepgpepoH Gema unu enamupamep auemarn)

Awe: [ern] [ [ [ [ T T T [ [ |

3abenexka: MeduLUHCKama OOKyMeHmayusi, yoocmosepsieala 6Ceku Om KpUMepuume € rocodexa ¢ yugpa 6 UHOBKC U 3a0b/KuMesHo
npudpyxaea HacCMoAUW,0MO MPUITOKEHUE.
e 3adbmKumenHo npu ecsko kaHoudamcmeaHe ce rpedcmaes uscrnedeare Ha CRP Ha opuzuHanHa 6naHka unu 3asepeHo Konue
(8anudHo e u uscredeaHe 6MUCaHo & enukpu3a om BOITHUYHO feveHue ¢ dasHocm do 1 mec. npedu kaHAudamcmeaHemo).
o [JoKymMeHmupaHume MpUCMbU C enukpusu 3adbihKumesHo da cbObp)Kam UHGOpPMauusi OMHOCHO POeedeHo JieveHue C
Kopmukocmepoudu & dosa om 500 do 1000 mz OHesHO 3a cpok om 3 90 5 OHu.

A. KpuTepum 3a 3anoyBaHe Ha MbpBY KypPC (3aALIDKUTENTHO & HANUYMETO Ha BCUUKM KpUTepuH)

CurypHa AnarHo3a “MHoxecTBeHa CKrepo3a” — NPUCTLITHO PeMUTEHTHA dopma no kputepuute Ha McDonald !

[laHHW OT MarHUTHO-pe3oHaHcHaTa ToMmorpacusa /MPT/, nokpuBawu KpUTEpUUTE Ha Barkhof F. u Tintore M. ?

[Mo3uTUBHYM 3a AuarHo3arta JaHHu OT u3cnenBaHe Ha €eBOKMPaHU CryxXoBu U 3pUTENTHU NoTeHuuanu 9

MoHe ABa AOKYMEHTMPaHU NPUCTLNA NPe3 NocneAHaTa roanHa *

CreneH Ha chyHKUMOHareH HeBpororuyeH aeduunt ao 3,5 1. no Kurtzke 4

JIMKBOPHO M3CreaBaHe ¢ Hanu4ue Ha onuroknoHantm IgG dpakuum g

Njlojlo|s|lwIN|—~

Tunca Ha u3knoYBalum Kputepum no 7. [i L

AHAMHECTUUYHUTE AaHHW, KNUHWYHATA CUMNTOMATVKa 1 EBOMIOTUBHUS XOA CE ONUCBAT B €TanHara enukpusa uni ekCnepTHOTO CTaHOoBULLE
opurMHaneH uL UK NOANNCAHO W 3aBEPEHO Konue C AaBHOCT AO 1 roauHa npeau KaHAAaTCTBaHeTo

opuruHaneH uw i NOANUCAHO W 3aBEPEHO KOMMe C AaBHOCT A0 1 roAnHa npeau kaHAMAATCTBaHeTo

enukpuam oT BonHUYHO neveHue ¢ Homep U3

OTpa3seHa ckana Ha CUMNTOMaTukaTa B eKCnepTHOTO CTaHoBULLE

OpUrMHanHa 6naHka unv 3aBepeHo Konue (BanuaHo € 1 M3CNeABaHe BNUCaHO B eNvkpU3a OT BONHUYHO neveHne). Mpu Hanuune Ha MeauumMHeka
MOTMBALWS 33 HENPOBEXAAHE Ha U3CNEABAHETO, TA 33/ LINKUTEIHO Ce BNUCBA B EKCNEPTHOTO CTaHOBULLE.

7 ypocToBepsiBa ce C NOANNC Ha CNELManvicTa B npunoxeHue 1 Ha HaCTOSLLMTE 3NCKBaHUS

B. KpuTepuu 3a npoabmkaBaHe Ha TepanusiTa nNpu BCEKW MOCeABaLy WecTMece eH NPOTOKON (3aALIKUTENHO e
HaNMYMeTo Ha BCUYKU KPUTEPUN)

oo oa e e o

1 | Nlunca Ha noBeye oT 1 NpPUCTLN 32 NEpVoA OT LWECT MeceLa !

2 | 3agbpikaHe Ha NOKasaTenuTe Ha (PyHKUNOHAMNHUA HeBPONOrMYeH AednumnT 2
3

JNunca Ha cTpaHNUHM ehekTU U U3KIIoYBaLM KpuTepun no T. [ 3

‘aMGynaTopeH TINCT/ eTanHa enukpuaa oT NpocneasiBallna HeBPOJIOr C OTpassABaHe Ha OCHOBHaTa Tepanus, KOSITO e NpoBeXaaHa npes nepuoja u
a3BUTWETO HA CUMNTOMATUKaTa Ha Gonectra
EKCNepTHO CTaHOBULLIE C OTpaseHa Eq)eKTMEHOCT no nokasaTenu oT NpunaraHoTo fevyeHune

3 YAOCTOBEpsiBa C& C NOANNC Ha cneuuanucTa B NpuioxeHne 1 Ha HacToALMTE UBUCKBAHUSA

B. Kputepuu 3a npoabnxaBaHe Ha TepanusaTa crief 3aBbplueH 4-roAulieH Kype (3aALmKUTENHO e Hanu4neTo Ha
BCUYKU KPUTEPUU)

1 | NMunca Ha akTUBHM NNaKKU U Nporpecusi Ha AaHHuTe ot MPT ¢ KoHTpacT '

Iunca Ha noBeYe OT ABa NpPUCTBLNA 3a 4 roAUHU 2

2
3 | 3agbpxaHe Ha (hyHKLUMOHAIHUS HeBporioruyeH gecmumt < 2 7. no Kurtzke 3
4 | Nunca Ha cTpaHWYHK eheKTU U U3KIIYBaLWM kpuTepuu no 1. [l 4

OpuUrMHaneH w WAW NOANMCAHO W 3aBepeHo konve OoT MPT C KOHTPAcT — B EKCMEPTHOTO CTAHOBWLLE 3aABL/DKWTENHO Ce KOMEHTUpa
[AVHaMMKaTa Ha NPOMEHNUTE B CPABHEHNE C M3XOAHOTO U3cnesBaHe
2 amBynaTopeH NUCT/ eTanHa envkpu3a oT Nperneaa Npyu NpocneAsiBaLIus Hesponor
€KCNepTHO CTaHOBMULLE C OTpa3eHa eheKTUBHOCT MO NOKA3ATENM OT MpUaraHoTo nevexne
YAOCTOBEpABA CE C MOANVC HA CMELMANVCTa B NpUioxeHue 1 Ha HacTosILUTe N3NCKBaHUS

I'. Kputepum 3a npoabrkaBaHe Ha TepanusiTa crief 3aBbplUeH 6-roAuleH KypC (3aABLIMKUTENHO € Hanu4neTo Ha
BCUYKU KpUTEpUM)

4

1 | Nunca Ha nnaku 1 Nnporpecusi Ha JaHHUTE OT MPT '

INunca Ha noBe4e oT ABa npucTbna 3a nocriegHuTe 2 roguHu &

2
3 | 3agbpxkaHe Ha hyHKUMOHaNHUS HeBponoruyeH aedmumnt < 3 T. no Kurizke 3
4

Junca Ha CTPaHMUHK edheKTU U U3KIIoYBaLWM KpuTtepun no 1. [i 4

OpurMHaneH (Wl WNM MOANMCAHO W 3aBEPeHO konue oT MPT — B €KCNepTHOTO CTaHOBULLE 3a3ABIKUTESIHO Ce KOMEHTMpa AWHamukaTa Ha
NPOMEHNTE B CPaBHEHME C U3XO4HOTO U3CneaBaHe
2 ambynaTopeH NUCT/ eTanHa enukpu3a oT NperneAa npyu NpocneAsiBalLs HeBponor
3 KOMMMEKCHO eKGMEPTHO CTAHOBMILE C 0TPaseHa e(eKTUBHOCT Mo MoKasaTenu oT NpunaraHoTo neverne. CTaHOBMWETO ce M3AaBa OT Apyra
HEe3aBMCMMa Cneunanianpana KOMUCHUS OT NOCOYEHUTE B AOKYMEHTA.
*yaocToBepsiBa ce C NOANUC Ha CNeLuanicTa B NpunoXenne 1 Ha HaCTOALUUTE U3UCKBAHWA

W3UCKBAHVA HA H30K MPU NMPOBEXKOAHE HA NEYEHUE HA BOSIHU C NMPUCTBMHO-PEMUTEHTHA MHOXECTBEHA CKIIEPO3A C
NEKAPCTBEHW NPOAYKTN MOAVGULMPALLW XO[A HA BONECTTA B U3BBHBONHUYHATA MOMOLL
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NPUNOXEHWE 1A

A. N3KNKOYBALLM KPUTEPUWN (npu 3anoyBaHe U Npu NpoAbilkaBaHe Ha NeYeHneTo)

330J1 ¢ BTOpUYHO nporpecupatLa, MbpPBUYHO-NPOrpecupalLa 1 nporpecupaLLo-peMuTeHTHa opma Ha Gonectra.

330J1 c AeKoMMNeHcUpaHo YepHOAPOBHO 3abonsiBaHe.

BpemeHHOCT 1 nakrauus.

330J1 ¢ Texxka eHaoreHHa Aenpecus /unu CyuuuanTET Npeaun 1 No BpeMe Ha NIeYeHUeTo, MOTBbPAEHN OT NcuxuaTsbp (B
Tesn cnyyan nevyeHmeTo moxe ga 6bvae npoabmkeHo camo c Glatiramer acetate).

MoBeye OT eAnH NPUCTLN 3a NEPUOA OT ABE FOAVHN.

YBenuuyaBaHe Ha cTeneHTa Ha dyHKUMOHaneH HesponoruyeH aeduumt ¢ 1 T. no Kurtzke 3a nepuon ot egHa roavHa.
3agbpaHe Ha cTeneHTa Ha dyHKUMOHanNEH HesponorudeH aecuumut no Kurtzke Hapg 3 cnep npoBexaaHe Ha
ABEeroAulLeH Kypc.

[octuraHe Ha cTeneH Ha UHBanuausauums 4 no ckanara Ha Kurtzke.

Cepu1o3HN CTPaHUYHN peakLun OT NIEYEHNETO.

CucTemHo HecnaseaHe Ha neveGHaTa cxema no BuHa Ha 330J1 ¢ npekbcBaHe noBeye oT 3 MeceLa.

BrkniouBaHe Ha 330J1 B KNUMHUYHO NpoyyBaHe*

CTOMHOCT Ha C-peaKTMBHMS NPOTEUH B LUGPOBO M3paXKeHMe HaA ropHarta pedpepeHTHa rpaHuua Ha CboTBETHaTa
nabopatopusi.

MpuapyxasalLlo TeXKo coMaTUiHO 3abonsiBaHe, BKITIOYNTENHO U OHKOMOTMYHO 3abonssaHe.

MpoBexaaHo neyeHue CbC CTBOMOBY KNETKN.

He no-manko OT neT roAawHu crieA MpoBeAeHa eHAoBackynapHa Tepanusi (BEeHO3Ha MO3bYHA aHrMonnactuka wumm
creHTupane), cern.BAAJIMC, aekemspu 2011r.

* Komucusima, Kosimo e HasHa4usa fieyeHuemo u Habmodasa 330/1, e dnbxHa He3abasHo Oa yeedomu Komucusma 3a ekcriepmu3u o 4. 78 e
L]y Ha H3OK. Teau 6onHu ce 3anuceam e omdesnieH peaucmbp U He 2ybssm npasomo cu 3a npodbixasaHe Ha ieyeHuemo cned npuknoysaHe Ha
KIMUHUYHOMO Npoy4eaHe cried akmyarnHa oueHka om crieyuanusupaHama KoMucus

3abenexka: [pu uspazeHo Hecbomeemcmeue mexdy TEJIK oyeHka ebe 8pb3aka C MHOXecmeeHa Ckiiepo3a U oueHkama Ha crieyuanuaupaHama
komucusi, Komucusma e L|Y Ha H30K we usuckea 6onHusm da 6v0e npedcmaseH nped emopa Hesasucuma creyuanu3upaHa KoMucusi 3a
KMUHUYHA OUeHKa.

OTroBapsi Ha KPUTEPUUTE 3@ NIEYEHNE C oo BHEBHAa 1038 ...............

@

WBNUCKBAHWUA HA H30K NP NPOBEXXAHE HA NNEYEHWE HA BONHW C NPUCTBLMNHO-PEMUTEHTHA MHOXKECTBEHA CKITEPO3A C
JIEKAPCTBEHM NPOAYKTU MOANOULIPALLM XOOA HA BONIECTTA B U3BBHEOTHUYHATA MOMOLL
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NUCT 3A ONPEOENAHE HA KPUTEPUUTE MPU U3OABAHE HA NMPOTOKOIU 3A NMPOBEXOAHE HA NEYEHUE HA
BOJMHU C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKITIEPO3A
(¢puHeonumod)

Wve: [EH] [ [ [ [ [ [ T [ [ ]

3abenexka: mMeduyuHckama dokymeHmauyusi, ydocmosepsisalja 8Ceku Om Kpumepuume e rocovyeHa C Yugpa e UHOBKC U 3a0BbiKUMEsiHO
npudpyxaea HaCMOSAUOMO MPUITOKEHUE.
e 3adbmkumenHo npu ecsiko kaHdudamcmeaHe ce npedcmass uscnedsaHe Ha CRP Ha opuauHanHa 6raHka unu 3agepeHo Korue (8anudHo
e u u3crnedsaHe 6nucaHo 6 enukpusa om 6oTHUYHO feyeHue ¢ OasHocm 0o 1 mec. npedu kaHoudamemesarHemo).
e CmeneHma Ha (hyHKUUOHaneH Hespomnozu4eH dechuyum ce onpedens eduH mecey cried OOKyMeHmupaH npucMbIl.

A. Kputepuu 3a 3anoyBaHe Ha MbpBU KyPC (3aAbIMKMTENHO € HaNM4MeTo Ha BCUYKU KpUTepum)

oHe ABa AOKYMEHTMPaHM NPUCTHLNA 3a NepUO He NO-AbMbI OT e4Ha roAuHa Ha hoHa Ha NMOHE €AHOTOAMLLHO
neyeHme ¢ MHTepdepoH — 6eTa M/Mnu raTvpamep auetar '

-

Hanuuue Ha akTMBHM nnaku 1 nporpecus Ha AaHHuTe ot MPT ¢ koHTpacT 2

CreneH Ha (pyHKLUMOHAnNeH HeBporornyeH aedpuunt Hag 4 1. no Kurizke 2

Alw|N

Nunca Ha uakmnouBawy kputepum o 1.8 *

aHaMHECTUYHUTE JaHHW, KNMHUYHATa CUMNTOMATUKa 1 EBOJIIOTUBHWA XO/ CE OMUCBAT B EKCMEPTHOTO CTaHOBULLE. [OKYMEHTUPAHUTE NPUCTLNN C
EenVKPU3N 33 bIDKUTENHO Aa CbAbpXaT MHopMaLns OTHOCHO NPOBEAEHO NeYeHne ¢ KopTukocTeponan B fo3a ot 500 4o 1000 Mr AHEBHO 3a Cpok
oT 3 40 5 AHW.
? opuruHaneH uw MM MoANUCaHO U 3asepeHo konue oT MPT C KOHTPAcT - B EKCMepTHOTO CTAaHOBULLE 3aABLIKUTENHO Ce KOMEHTMpa
AVHaMUKaTa Ha NPOMEHWUTe B CPaBHEHUe C NOCNEAHOTO UacneaBaHe

OTpa3eHa ckana Ha CUMNTOMaTukaTa B eKCepPTHOTO CTaHOBULLE

YAOCTOBEPABA CE C NOANNUC Ha CNELManicTa B NPUNOXEHNE 1 Ha HAaCTOALLUTE NINCKBAHNS

B. Kputepuu 3a npoab/mkaBaHe Ha Tepanusita Npu BCEKU NocneaBall WECTMEeceYeH MPOTOKON (3aAbLIMKUTENHO e
HaNM4YUeTo Ha BCUYKU KpUTEPUHU)

1 | Jlunca Ha noBeue oT 1 NpUCTBN 3a NepUoOA, OT LIECT MeceLa !

3aabpiaHe Ha NoKa3aTenuTe Ha (yHKUNOHANHUS HeBpONoruyeH Aeduuut °

2
3 | Ilunca Ha cTpaHU4YHM eheKTU U U3KIIOYBaLUM KpUTepum no T1.B 3

'aMﬁynaTopeH NUCT/ eTanHa enukpuaa oT NpocneAaBalLmMa HEBPOMOr C 0Tpa3saBaHe Ha OCHOBHATa Tepanusi, KOATO e MpoBeXaaHa npes nepuoaa u
?QGEMTMSTO Ha cumnTomartukaTa Ha Gonectra

©eKCNEePTHO CTaHOBULLE C OTpaseHa ePeKTUBHOCT NO NoKasaTenu oT NPUNaraHoTo neyeHne
3ynoc1’oeepﬁaa ce C MOAMNUC Ha cneumanncTa B npunoxexune 1 Ha HaCTOALYUTE UBUCKBAHUA
3abenexka: Mpu NbpBOTO KaHAWAATCTBaHE 3a NPOAbIIKABaHE Ha TepanuaTa Aa Ce MPUSIOXKaT KOHCynTauua oT odTanMonor u opuruHanHa
6naHKka U 3aBEPEHO KoMMe OT U3CNeABaHe Ha NepHOApOGHM EH3UMKN Ha 3 Mecel OT 3anoyBaHe Ha NeYeHneTo.

B. U3KIMHOYBALLU KPUTEPUU (npu 3anoyusaHe U Npy NpoaLmKaBaHe Ha Jle4yeHneTo)

1. 330J1 ¢ BTOpuyHO-NporpeaneHTHa hopma Ha bonecTTa.

Hap 2 nokymMeHTMpaHu NpucTHLNa 3a nepuoA ot 1 roauHa Ha oHa Ha neyeHne ¢ PuHronumos,.

YBenuyaBaHe Ha CTeneHTa Ha (hyHKLUMOHANEH HEBPOoryeH Aecuumt ¢ 1 1. no Kurtzke B cpaBHeHue ¢ oLeHKkaTa npu

BKITIOYBaHE B Mporpamata Ha hoHa Ha nevenue ¢ PUHronumoz.

BpemeHHOCT 1 nakrauus.

MauneHTn ¢ UMYHOAEMUUUTEH CUHAPOM WU MPOBEXAALLW UMYHOCYNPECUBHA Tepanusi.

AKTUBHW OCTPU UIU XPOHUYHU MHEKLMN — XenaTuT, Tybepkynosa.

Heonnasmu, ¢ u3knioueHne Ha koxeH 6asanHokneTbyYeH KapLMHOM.

Texko YepHoapo6HO 3abonsaBaHe.

MauuneHTu ¢ AV 6nok BTopa creneH Tun Mbobul 2 unu no-sucoka creneH AV 6rok,CUHAPOM Ha 6ONHUS CUHYCOB Bb3en

WnM cuHoaTpuaneH CcbpAeyeH Grok,aHamMHesa 3a cMMNToMaTUiHa Opagvkapaus Unu NoBTapsLy Ce CUHKOM; Wiu npu

naumeHTV CbC 3HAUNTENHO yAabmkaBaHe Ha QT uHTepeana(c >470ms npu xeHn u >450ms npu Mbxe).

10. JleyeHue C aHTUAPUTMUYHU nekapcTBeHWM npoayktu knac la  (chinidine, disopyramide) wnn «knac Il
(amiodarone,sotalol),6eta  Griokepu,nMoHwkaBalM CbpAeyHaTa decrtota Onokepn Ha  KanuuesuTe  KaHamu
(verapamil, diltiazem wnu ivabradine) unu apyrv BelecTBa,KOMTO MOTaT Aa MoHWKaT cbpaedHarta uyectoTa (digoxin,
aHTUXonuHecTepasHu cpeactaa unu pilocarpine).

11. HekoHTponupaHa xwnepToHus.

12. XpoHwnuHa obcTpykTBHa GenoapobHa Gonecr.

13. BenoapobHa cubposa.

14. CBpbXYyBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HSIKOE OT NMOMOLLHUTE BeLlecTsa.

15. BxniouBaHe Ha 330J1 B KNIMHWYHO Npoy4YBaHe™

L

wOND GO A

* Komucusima, Kosimo e HasHa4usna neyeHuemo u Habmodasa 330/1, e dnbxHa He3dabasHo 0a yeedomu Komucusima 3a excriepmusu o 4. 78 €
LlY Ha H3OK. Tesu 6onHu ce 3anuceam e omdesieH peaucmbp U He 2ybsim npasomo cu 3a npodbiikasaHe Ha fieYeHuemo cred npUKMoYsaHe Ha
KIUHUYHOMO NPOyyeaHe cried akmyarnHa oueHka om creyuanu3upaHama Komucusi

OTroBapsi Ha KpUTEPUUTE 3a NieYeHune ¢ B AHEBHa go3a ..................

noanuc Ha cneuuanucra

N3NCKBAHUSA HA H3OK MPY NPOBEXIAHE HA JIEYEHWE HA BONIHU C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A C
NEKAPCTBEHW MPOAYKTU MOAUGULIMPALLIY XOA HA BONIECTTA B USBBHBEONHUYHATA NMOMOLL
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NWCT 3A ONPELENSHE HA KPUTEPUUTE MNPV U3AABAHE HA MPOTOKOIMN 3A MPOBEXIOAHE HA NIEHYEHUE HA
BOMHU C MPUCTBMHO-PEMUTEHTHA MHOXECTBEHA CKITIEPO3A
(Hamanu3symab)

[Vwe: [erw [ [ [ [ [ [ [ [ [ |

|

3abenexka: MeOUUUHCKama OoKyMeHmauyus, ydocmosepsiealua 6CeKu om kpumepuume € focodeHa ¢ yugpa & UHOEKC U 3a0bITKUMENHO
npudpyxasa HaCMoAULOMO MPUITOKEHUE.
. 3adbLmKUMenHo npu ecsiko kandudamcmeare ce npedcmass uscnedeare Ha CRP Ha opuauHanka 6r1aHka urnu 3asepeHo Korue (eanudHo
e u uscriedeaHe enuCaHo @ enuKpu3a om GOHUYHO JieyeHue ¢ daeHocm 0o 1 Mec. npedu kaHOudamcmearemo).
. CmeneHma Ha ¢yHKUUOHasEH HeaporoauyeH deghuyum ce onpedesns eduH mecey cred OoKyMeHmupaH npucmwbIi.

A. Kputepum 3a 3anoysaHe Ha MbPBY Kype (3aAbIMKNTENHO & Hann4ueTo Ha BCUYKN Kputepum)

TloHe ABa AOKYMEHTMPaHM NPUCTLNA 33 NEepPUOA He MO-ABITHI OT eAHa FOANHA Ha (hOHA Ha NOHE eAHOTOAVILHO
nieyeHue ¢ uHTepdepoH — 6eTa n/unu ratupamep auerar

Hanuuue Ha aKTUBHM MNakv U Nporpecusi Ha AaHHuTe o MPT c koHTpacT 7

CreneH Ha thyHKLMOHaEeH HEeBPONOruyeH AeduumT Haa 4 T. no Kurtzke g

INunca Ha u3knYBalWm KpuTepum no 1.B 4

REETAL

ARAMHECTUIHITE AAHHN, KNMHIIHATA CAMNTOMATUKA W €BOMIOTBHIS X0/ CE ONUCBAT B EKCMIEPTHOTO CTAaHOBMLLE. lOKyMEHTUpaHUTE NpUCTBNU C
ENVKpU3N 334 BIDKUTEITHO 4@ CbABPXAT MH(OPMALMS OTHOCHO NPOBEAEHO NeUYeHUe C KOPTUKOCTEPOUAN B no3a ot 500 Ao 1000 Mr AHEBHO 3a CPOK
oT 3 405 aHu.

2 opUrHaneH (UL UM NOANMCAHO M 3aBepeHo konue o MPT ¢ KOHTPACT ¢ AaBHOCT A0 3 Meceua Npeay KaHAUAATCTBAHETo
® oTpaseHa ckana Ha CUMMTOMATVKaTa B eKCMIepTHOTO CTaHoBuLLe
4 yAocTOBEPABA CE C NOAMUC HA CNELMancTa B NPUNoXeHue 1 Ha HaCTOALYUTE U3UCKBAHUA

B. Kputepuu 3a npoabmkaBaHe Ha TepanusiTa Npu BCeku MocrieiBaul WwecTmeceyeH npoTokon (3agbMKUTENHO €
HanMuMeTo Ha BCUYKU KpuUTepum)

1 | Nlunca Ha noseye OT 1 NpUCTBN 3a NEPWOA OT LECT Meceua !

2 | 3agbpkare Ha nokasaTenuTe Ha (hyHKLMOHANHUS HEBpoOMoruieH aeduumt z

3 | Nunca Ha cTpaHWyHM edheKTH 1 U3KIMIoYBaLLM KpuTepuu no 1.B 3

aMBynaTopeH NUCT/ eTanHa envkpuaa oT NPOCNEeAsBaLUMA HEBPONOT C 0TPa3sBaHe Ha OCHOBHATa Tepanusi, KOATO € NPOBEXAaHa Npes NepuoAa 1
pa3BUTUETO Ha CUMNTOMATUKATa Ha Gonectra

eKCNepTHO CTaHOBULLE C OTPa3eHa epeKTUBHOCT NO NoKasaTeny OT NpunaraHoTo feveHne
3 yaocToBEpsBa Ce C MOAMUC Ha CeLuanucTa B Npunoxexue 1 Ha HaCTOALUNTE M3NCKBAHUA
3abenexka: Mpy KaHAUAATCTBaHe 3a NPOABMKABAHE HA TepanusTa Cnej eAHOTOAWILHO feYeHUe ce mpunarat W U3CNEABaHUs 3a aHTuTena
cpeuwly JCV u MPT.

H3OK 3annaiua TepanesTuyeH kypc ¢ Hatanusymab no ase roauhu.

B. U3KITIOYBALLIN KPUTEPUM (npu 3anousaHe U Npy NPOALIDKaBaHe Ha NeYeHNeTo)

1. 330I1 c BTOpUYHO-NporpeaneHTHa hopma Ha bonectTa.

Hap 2 AOKyMEeHTMpaHu NpuUcTbNa 3a nepuopa ot 1 roauHa Ha doHa Ha nevexne ¢ Haranusymab.

YBenuuaBaHe Ha CTeneHTa Ha dyHKUMOHAMNEH HeBpornoryeH aeduumt ¢ 1 1. no Kurtzke B cpaBHeHMe C oLeHKaTa npu
BKIIOYBAHE B Mporpamata Ha doHa Ha neverue ¢ Hatanmaymab.

4. TMauneHTy ¢ MMyHoAEMULMTEH CUHAPOM MM NPOBEXAALLN NMYHOCYNPECUBHa Tepanms.

5. TporpecueHa MynTtudokanta eHuedanonarms.

6. AKTVBHW OCTPU UMW XPOHUYHI MHEDEKLMN — XenaTuT, Ty6epkynosa.

7

8

wn

Texko yepHoApobHO 3abonsBaHe.
. Heonnasmu, ¢ n3knoYeHUe Ha KoxeH 6asanHoKNeTbYeH kapLHOM.
9. DBpeMmeHHOCT v nakTauus.
10. [leua 1 toHOLWM Ha Bb3pacT noa 18 rogunu.
11. 330J1 Ha Bb3pacT Hag 65 roguHu.
12. CprXHyBCTEVITeJ'IHOCT KbM aKTUBHOTO BELLUECTBO UMW KbM HAKOE OT NOMOLLHUTE BellecTsa.
13. Bkniousate Ha 330J1 B KNMHUYHO NpoyyBaHe™

* Komucusima, Kosmo e HasHa4una nedeHuemo u Habmodaea 330]1, e OmxHa HesabaeHo da ysedomu Komucusma 3a ekcrepmusu 1o 4. 788
L]y Ha H30K. Te3u 6onHu ce 3anuceam e omoeneH peaucmbp U He 2y6sim npasomo cu 3a npodbxasaHe Ha neyeHuemo cred npukiyeaHe Ha
KNUHUYHOMO npoyyeaHe cried akmyasHa oueHka om creyuanudupaHama Komucusi

OTroBapsi Ha KPUTEPUMUTE 3@ NIEYEHNE C oo B AHEBHa A03a

4 VIBUCKBAHWUA HA H3OK MPW NPOBEXXOAHE HA NIEYEHVE HA BOJHW C MPUCTBMHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A C
b NEKAPCTBEHW NPOAYKTU MOAV®ULIMPALLN XOAA HA BONECTTA B U3BBHBOJTHUYHATA NMOMOLL



[image: image7.jpg]I. NEYEBHO-OUATHOCTUYEH ANTTOPUTBM
1. NEKAPCTBEHW MPOOYKTW, ekritouenn B Mpunoxenue 1 Ha NIIC, kouto H3OK 3annawa B cLoTBETCTBME C
[eicTBaluTe HOPMATUBHU AOKYMEHTH.

2. MPOCNEAOABAHE:

Ta6n. 1
INN BE3pacToBu MPEAMN 3AMOYBAHE KOHTPOI HA 6 MECELIA
orpaHuveHus
INTERFERON | * nuuawan 16 TSH, MIKK ¢ [IKK, ASAT, ALAT, ypes, | 1S1 (TPM_aGHOPMHO usXopHo  HuBo),
BETA 3 HAA o ' d 4 " | MKK ¢ [OKK, ASAT, ALAT, ypes,
- roavHu KpeaTuHWUH KpeATUHMH
. TSH (npv aGHOPMHO W3XOHO HUBO),
INTERFERON nuua Hag 16 TSH, MIKK ¢ [IKK, ASAT, ALAT, ypesi, | puw ‘o' 7k ASAT, ALAT. ypes.
BETA-1B roAvHu KpeaTUHUH
KpeaTUHUH
GLATIRAMER *  Tvuakap 18 cbpaeyHa dpekserums, MKK ¢ AKK cbpaeyHa dpekserums, MKK ¢ AKK

ACETATE* roAvHU

MKK ¢ OKK, ASAT, ALAT, 6unupy6uH,
« nuua wap 18 aHTuTena cpewly VZV, KoHcynTauus c
FINGOLIMOD** odbranmonor, EKI u koHcynraumsi ¢ | MKK c IKK, ASAT, ALAT

ToAvHN kapauonor; EKI monutopupaHe go 6
yac npu 3anoyBaHe Ha TepanusTa
« | = nvuaHag 18 MKK ¢ KK, ASAT, ALAT, 6unupy6uH,
NATALIZUMAB TOnMEw anTvena cpeiuy JCV MKK ¢ IKK, ASAT, ALAT, 6unupy6uH

*  npuapyxaBaT BCEKM MPOTOKON, ONUCBAaT Ce B ambynaTopHus NWCT/ eTanHara envkpusa Ha 330J1 n ce npunarat 3aBepeHW Konus OT
opuruHanHuTe GnaHku (MpU Hanuuve Ha XOCMUTanu3auvs ¢ AaBHOCT A0 1 Mec. A0 M3jaBaHe Ha MPOTOKona ce fpunara 3aBepeHo konue ot
enukpuaa ¢ Homep U3)
** MpuApyXaBaT BCEKW NPOTOKOMN, OMUCBAaT ce B amBynaTopHus nuUCT/ eTanHata enukpusa Ha 330J1 » ce npunarat 3aBepeHu Konus oT
opurMHanHuTe GnaHku (MpW HanuMuve Ha XOCMUTanu3auus C AABHOCT A0 6 MecC. 40 M3jasaHe Ha MpoOTOkona Ce fpunara 3aBepeHo konue ot
enukpuaa ¢ Homep U3)

3a6enexka: Yuacmuemo Ha 330J1 e KnuHUYHU NpoyYeaHusi He MPOMEHs1 Heobxodumocmma om crnaseaHe Ha
u3suckeaHusma Ha H30K npu npoeexdaHe Ha nieyeHue Ha 60JIHU ¢ MPUCMBIHO-PEMUMEHMHa MHOXecmeeHa cKilepo3a ¢
niekapcmeeHu npodykmu moduguuyupauiu xoda Ha 6olecmma € u3ebH60HUYHaMa oMoy,

1. OBLLW U3NCKBAHUA

1. Bbspacmsara rpaHuua ce us4ucrisisea B HaBbpLUEHU TOAWHN - T.€. BKIMIOYUTENHO KbM Aatarta Ha u3gasaHe Ha npoTokona oT
cneuvanusvpaHaTta KoMucus.

2. MNpw HasHauyaBaHe Ha Tepanusi Mo NPOTOKON 3aAbIMKUTENHO ce cbobpassBaT Bb3pacToBUTE OrPpaHUYEHVs], CbracHo kpaTtkaTa
XapakTepucTuka Ha CbOTBETHUS NMEKapCTBEH MPOAYKT, yTBbPAEHa No peaa Ha 3MMXM.

3. H30K He 3annallia NeveHne N3BLH yKkasaHata Bb3pacToBa rpaHnLa B kpatkara xapakTepucTuka Ha npoaykTa.

4. H30K He 3annatua neyeHne ¢ 403U Haj MakCUMarHo paspelleHUTe Mo KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyyain Ha HacTbnuna NoAo3vpaHa HeXenaHa reKkapcTBeHa peakuusi, NekapsaT yBeaomsisa VAT no pepa Ha un. 183 ot
3MMXM. Konvie oT cboBLIEHNeTo ce npunara kbM MeauLmuHckaTa AokymenTaums Ha 330J1 npu kaHAMAaTCTBaHE 3a nedeHue.

6. MPU CMELMATUCTA, cbrn. un. 152, B, 1. 1 ot HPAl 2012 r. (06H. B 1B 6p. 3 oT 10.01.2012 r.), Ha 330J1, Ha KouTO ca
usgasaHU NPoOTOKONU no peaa Ha HacTosIlUTE U3UCKBAHUA, criedsa Aa ce npunarat BCUYKHN Heoﬁxonumu AOKYyMEHTH
KaTo: aM6ynaToprTe nucToBe OT U3BbLPLUEHUTE npernegu, BTOPUAT eksemnnsap oT usfafeHuTe MPOTOKOMNK, KOMUsi OT ENnUKPpU3u,
€KCMepTHU CTaHoBULLA U APYTY AOKYMEHTH, KOWUTO ca OCHOBaHue 3a usgasaHe Ha NpoTOKOs, BCUYKU U3NCKBALLM Ce nscneasaHus,
Konue OT npurnoxeHue 1 Ha HacTosWUTE M3UCKBAHUA MOMBJIHEHO MO CbHOTBETHaTa TOuKa, NoAnucaHo OT cneuwanucra,
usgan npoTokona.

Hacmoswume u3uckeaHus ca paspabomeHu Ha ocHoeaHue 4. 55 om HP[ 3a meduyuHckume OeliHocmu 2012 200uHa (obH. e B 6p.
3/10.01.2012 2.). u enusam & cuna om 1 cenmemepu 2013 2., cbenacko 4. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycriosusma u peda 3a
3annawane Ha nekapcmeeru npodykmu o yn. 262, an. 5, m. 1 om 3akoHa 3a fekapcmeeHume npodykmu 8 xymaHHama meduyuHa, Ha
MEOUUUHCKU U30enusi U Ha QUeMUYHL XpaHU 3a criequaHu MeduyuHeku uenu (06H. [B, 6p. 31 om 2007 e.).

r (‘ W3UCKBAHWA HA H30K MPW NPOBEXOAHE HA NEYEHME HA BOJHW C MPUCTBLIMHO-PEMUTEHTHA MHOXXECTBEHA CKNIEPO3A C
b JIEKAPCTBEHW NMPOAYKTU MOAV®ULIMPALLN XO[A HA BONIECTTA B U3BBHBONHUYHATA NMOMOLL
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LOEKINAPALIUSI 3A UHOOPMUPAHO CIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIKABAHE HA
JNIEYEHWETO C JIEKAPCTBEHUA NPOAYKT

crea karto Cce 3afmo3Hax ¢ uanara My npeaoctaBeHa nHbopmauus M uenta Ha /e4YeHMeTo C JnekapCcTBeHus
NpPOAYKT.
MoCTaBeHUTE OT MEH BbMNPOCK, AeKnapupam 4e:

“ crnej Kato nonyyuMx usdepnatesiHu OTroBopu Ha

1. [lpea mocrnegHuTe NeT roauHN MU € NPOBEXAaHO UHBA3MBHO NEeYeHue - BEHO3Ha MO3byHa 6GanoHHa aHruonnacTvka um

CTEHTUpaHe.
A HE
Hsimam pUTbMHM 1 MPOBOAHM HAPYLLEHMS.

He cbm npekapan/a xepnec 3octep eHuedanut.

LLle cnassam npenopbyaHaTa M1 CXema Ha NeveHne 1 NEpUoANYHOCT Ha KOHTPOMHUTE Nperneau.

ok wN

PeAOEHO e ce siBABaM Ha KOHTPOMHW nperneau u HAMa da MpOMEHsM CaMOBOSTHO WNX Mnoj Apyro BHylleHue

Ha3HauyeHaTa M1 Tepanus.

6. [pv NpeycTaHoBsIBaHe Ha NEYEHMETO NO NPUYMHM, HENPOUSTUYALLN OT PeLLEHNETO Ha KommucusTa 3a ekcnepTuau B P30K
wunu Komucusta no un. 78, T.2 ot 330, e yseaoms HesabasHo nuuHusi cu nekap 1 P3OK u we sbpHa B P3OK
nocneaHUs NPOTOKOST, NO KOWTO CbM Nosyyasas/a nekapcTBeHnst NPOAYKT.

7. Tlpn HecnassaHe Ha MOCOYEHUTE YCrOBMA NEYEHNETO MU C YNIOMEHATUs NeKapCTBeH NPOAYKT Lie 6bae npekpaTeHo n
HAMa Aa umam npeteHumn kbm H30K.

8. Tputexasam /He npuTexasam aktyanHo TEJ/IK peleHve BbB Bpb3ka CbC 3abonssaHeTo. (6 m. 8 usnuwHomo ce

3ayepkea)

3abenexka:
o [lpu neveHue ¢ uHmephepoHU 3adbmKumenHo ce nommbieam m.1, 4, 5,6, 7.u 8.

o [lpu nIeYeHue C huH20IUMOD UNU HaManu3ymad 3a0b/XUMEITHO Ce MOMb/Bam 6CUYKU MOYKU.

HaTa e
(Mme, npeaume 1 chamnnus)
Moanuc:
Fat s
€ V13VICKBAHVS HA H3OK NPV NPOBEXKOAHE HA NIEUEHWE HA BONHIA C MPUCTBIMHO-PEMATEHTHA MHOXECTBEHA CKNEPO3A C

NEKAPCTBEHM NPOYKTW MOAVGULIVPALLN XOLA HA BONIECTTA B M3BbHBONIHUYHATA MOMOLL




