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[image: image2.jpg]U3UCKBAHUA HA H30K
NMPU U3OABAHE HA MPOTOKOINU 3A NMPOBEXAAHE HA NEYEHME HA BOJIHU C NPUCTBMNHO-
PEMUTEHTHA MHOXXECTBEHA CKINEPO3A C NIEKAPCTBA MOAU®ULIUPALLU XOOA HA BOJNECTTA
(uHmepgbepoH 6ema, enamupamep auyemam, ¢huHonumMo0, Hamanusymab)

MpoToKONbT Ce M3aaea OT cneuuanucTn ¢ Koa Ha cneuwanHoct 10 (HepsHu Gonectu), 54 (metcka Hesponorus),
pa6orewu no gorosop ¢ H30K unum ot cneumanuampaHa komucus B neyebHM 3aBeaeHUn 3a 60NTHNYHA NOMOL, CKIIOYUNK
nporosop ¢ H30K. CneunanuampaHuTe KOMUCHUM Ce Cb3faBaTt CbC 3anoBes Ha AUPeKTopa Ha ne4ye6HOTO 3aBeaeHue B
cneanute N3: MBAJIHI “Ce. Haym” rp. Cocus, YMBAJ “Anekcanaposcka” rp. Cocpusi, YMBAN “Llapuua Woanta - UCYN" rp.
Codpus, BMA rp. Cocpusi, MBAI — HKE" rp. Cocpusi, YMBAI “Ce. Meopru” rp. Mnosave, YMBAI “Ce. Mapuna” rp. BapHa, YMBAJ
rp. Nnesex;: MBAJl — ,Cs.MBaH Punckn’ — rp. Cocous, BMA MBAJ — MneeeH, Mbpsa MBAJT — Codus EAJL, ,Tokyaa BonHuua
Codpua“ All, Cutn Knunuk — rp. Cochus.

s PE[l 3A 3ABEPAIBAHE HA NPOTOKOJIUTE

MpoTokonu 3a 3ano4saHe Ha nevyeHue

cneuuanueT, cknoumn | = MonbnHeHo n noanucaHo npunoxexue 1 — NUCT 3a onpeaensHe Ha KputepuuTe (No
Aorosop ¢ H30K T.A) C BCUYKM HeobxoauMmn nscneasaqus
/ = AMGynaTopeH nucT/ eTanHa enukpu3a oT NocneaHUs npernesa ¢ NPUNoXeHN BCUYKN

HeobXxoauMM NokasaTenu u 3cneapaHus No Npunoxexue 2
= ‘[lpoTokon 3a npeanuceaHe Ha nekapcrea, sannawanm ot H30K/P30K" — o6p. M3-

H30K
cneunanusvpana
KomMucus L Excnepruo CTaHOBMLE C siCHA MeAuUWHCKa MOoTuBauus (3am>n»<menuo ce
otbens3pa nuncara Ha U3KNYBaLUM KpuTepumn)
= “MpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawanm ot H3OK/P3OK” — o6p. M3 -
/ H30K
Komucus no un. 78, 1. 2 3aBepka Ha

ot 330 B LY Ha H30K » nporokona B P30K

MpoTokonu 3a npoabINkaBaHe Ha neveHne

CneuuanucT, CKnioYun = [onbAHEHO W NOANUCAHO NpUNoXeHue 1 — NUCT 3a onpeaensiHe Ha KputepuuTe (no
porosop ¢ H30K ”| 1.6)
= AmbynatopeH nucT/ eranHa enukpu3a OT MOCNeaHus npernea C BCUYKM
HeobXoauMM M3CNeABaHNA NO NPUNoXeHne 2
= “MpoTokon 3a npeanuceakHe Ha nekapcTea, sannawaxu ot H3OK/P30K” — o6p. M3-
H30K

cneyuanusnpana —p|
Komucus = EKCnepTHO cTaHOBMWE C fCHA MeAuUMHCKa MOTUBaUUs (sapbrmkutenHo ce

otbensisea nunca Ha CTPaHWUYHW peakuun, Npasu Ce OueHKa Ha edekTUBHOCTTa Ha
TepanuaTa u ce oTbensasa nuncarta Ha U3KnioYBaLLn KpuTepum )
= “lMpoTokon 3a npeanuceaHe Ha nekapcrtea, sannauwaxu ot H3OK/P3OK” — o6p. M3 -
H30K

Komucusnoun. 78, 7.2 | | 3asepka Ha

o1 330 B LY Ha H30K npotokona B P30K
Il. OBLLW NONOXEHUA

1. 30J1 nopasa noaroTBeHuTe AokymeHTH B P30K, Ha TepuTopUsiTa Ha KOATO @ Hanpasuno usbop Ha ONJ1. [lokymeHTute
BKNOYBaT:

1.1 3asenenue ao Aupekropa Ha P3OK.

1.2 MonbnHeHo U noanucaio npunoxenue 1. Monbnea ce no cbLOTBETHATA TOYKA W Ce npunara oTpaseHaTa B LUUGPOB WHAEKC
MeAULIMHCKa AOKYMEHTaLMs!, yAOCTOBEpSBaLLA BCEKU EAUH OT KpUTEepuUTe.

1.3 MbnHuaT Habop uacneasaHus (hU3nKanHu, UHCTPYMEHTANHN U NabopaTtopHu), OTpaseH B NpUoXeHue 2.

1.4 ‘NpoTtokon 3a npeanucBaHe Ha nekapcTea, 3annawaium ot H3OK/P30K' — o6p. M3-H30K, uspapgeH ot nekaps
cneumanuct, paboreuwy no gorosop ¢ H30K. MNpunara ce opuruHan Ha NpoToKona, a Npu kaHAMAaTCTBaHe 3a NpoAbIKaBaHe Ha
TepanusTa ce NpeAcTaBsi OPUrMHan Ha NpPeaxoAHUs NPOTOKOS C OTPA3eHU BCUUKN HA3HAYEHWSA MO Hero.

1.5 Konue ot aktyanHo TEJIK peweHue BbB Bpb3ka Cbe 3abonseaHeTo.

1.6 feknapauus 3a MHopMUpaHo curnacue no obpasel (npunoxexue 3)

2. P30K npuema AoKymeHTUTE MO T. 1 crieq cnpaBka OTHOCHO 3ApPaBHOOCUIypUTenHus cratyc Ha 30J1.

H30K 3annawa f[o 8-wecTtmeceyHn Kypca Ha HenpekbcHata Tepanusi. Cneg npukniousBaHe Ha 4-rogvWHUA Kype
NpoAL/MKaBaHeTO Ha TepanusTa Moxe Aa 6bae 06CHLAEHO NPU Cyyaw, OTrOBapslM Ha KpUTepuuTe Nno Touka B Ha
npunoxenue 1. B Tean cnyyau B €KCNEpPTHOTO CTAHOBULLE 33 bIMKUTENHO Cé KOMEHTUPa AMHAMUKATa Ha NPOMeHuTe B
KMMHUYHATa cuMTOoMaTMka M MPT B cpaBHeHue C Te3u Npu 3anousaHe Ha Tepanusta. Cnea npukniousaHe Ha 6-
FOAMWHKA KYpPC, NPOALIIKABAHETO Ha TepanuaTa Moxe Aa 6bae 06CLAGHO NPYU CriyYaun, OTroBapsLUM Ha KpUTepUm no
Toyka I Ha npunoxenne 1. B Teau crnyyau, B KOMNIEKCHO €KCMEepPTHO CTAaHOBWLUE, 3aAbLIDKUTENTHO Ce KOMEHTUpa
AMHAMUKATa HAa NPOMEHMUTE B KNWHUYHATa cuMTOMaTMKa U MPT, usknioysaum aereHepatueHa hasa Ha NnpomeHuTe.

WU3UCKBAHWA HA H30K NPU NPOBEXIAHE HA NEYEHWUE HA BONIHW C NPUCTBLINHO-PEMUTEHTHA MHOXKECTBEHA CKNEPO3A C
NEKAPCTBEHU NPOAYKTU MOAU®ULIPALLM XOJA HA BONECTTA B U3BBHBEONHUYHATA MOMOLL - B cuna ot 1 anpun 2014 rognHa




[image: image3.jpg]NPUNOXEHME 1A
JIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU U3JABAHE HA NPOTOKONU 3A MPOBEXAAHE HA NEYEHUE HA
BOJTHU C MPUCTBMHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A
(uHmepcghepoH bema unu enamupamep ayemam)

[Vme: 67 O P R O OGO OB B

3abenexka: MeduyuHckama OOKyMeHmauyusi, ydocmoeepsieausa 6CeKU OM KpUMepuume e rocoyYeHa ¢ yugpa 6 UHOEKC U 3a0b/KUMesHo
npudpyxasa HaCMOAULOMO NPUSIOXKEHUE.
e 3adbixumenHo npu 6csiko kaHoudamcmeaxe ce npedcmaes uscrnedeaHe Ha CRP Ha opuasuHanHa 6GnaHka unu 3aeepeHo Kornue
(6as1udHo e u uscnedeaHe 6nNUCaHO 6 enukpuaa om 60NHUYHO neveHue ¢ dasHocm Ao 1 mec. npedu kaHAudamemeaHemo).
o [lokymeHmupaHume npucmbiu C Enukpu3u 3adbxumenHo 0Oa CbObPXam UHEOPMAauusi OMHOCHO MPOBEJeHO neveHue ¢
Kopmukocmepoudu e dosa om 500 do 1000 me dHeeHo 3a cpok om 3 9o 5 AHU.

A. Kputepum 3a 3anouBaHe Ha MbPBM KYPC (3aABLINKUTENHO @ HaIMYMEeTO Ha BCUYKW KpUTepun)

CurypHa auarHo3a “MHoXecTBeHa cknepo3a” — NPUCTBLIHO peMUTEeHTHA chopma no kputepunte Ha McDonald i

[laHHU OT MarHUTHO-pe3oHaHcHaTa Tomorpadus /MPT/, nokpuBawm kpurepuure Ha Barkhof F. u Tintore M. #

Mo3nUTUBHM 3a AnarHo3ara AaHHW OT U3creaBaHe Ha eBOKMPaHW CIyXOBKU U 3pUTENHU noTeHuunanu ?

MoHe ABa AOKYMEHTUPaHU NPUCTBLNA NPe3 NOCNeAHaTa roAUHa

CreneH Ha hyHKuMoHaneH HeBponornyeH aeduumt go 3,5 1. no Kurtzke §

JIMKBOPHO M3cneaBaHe ¢ Hanu4me Ha onuroknoHantum IgG dpakunm |

N|lojla|dlWwIN|=

Jlvnca Ha u3knoyBalum KpuTepuu no 1. [ L

aHaMHeCTUMHUTE AaHHW, KNMHUYHATA CUMNTOMATHKa U EBOIIOTUBHUA X0/ Ce ONuCBaT B eTanHarta enukpusa unu KCNepTHOTO CTaHoBULLEe
opuruHanes dmm WM NOANUCAHO W 3aBEPEHO Konue C AABHOCT A0 1 roAuHa npeau kaHaAWAaTCTBaHeTo

OpUrMHaneH U unu NOANUCAHO U 3aBEPEHO Konue € AABHOCT A0 1 roanHa Npean KaHanAaTCTBaHeTo

enukpuan ot BonknyHo nevexue ¢ Homep U3

0Tpa3eHa ckana Ha cuMmnTomarukara B eKCnepTHOTO CTaHoBuULEe

opuriuHansa 6Gnanka nnn 3aBepeHo konue (BanuaHO e U u3cneaBaHe BNMCaHO B enukpuaa ot BonHU4HO neﬂenue). I'Ipvn Hanuyue Ha mMeanuuHcka
MOTUBALMA 3a HEeNnpoBeXAaHe Ha U3CNEeABAHeTO, TH 3aAbIDKUTENHO Ce BNucea B €KCNepTHOTO CTaHoBuULLe.

YAOCTOBEpsiBa Ce C NOANUC Ha cneunanucrTa B NpunoxeHue 1 Ha HaCTOALYUTE N3NCKBAHUA

B. Kputepum 3a npoAbkaBaHe Ha Tepanusita Npu BCeku nocneasaly WecTMeceyeH NpoToKon (3aabrkuTenHo e
HanM4MeTo Ha BCUYKK KpUTepum)

oo s e on 4

1 | Nlunca Ha noseYe OT 1 NPUCTLN 3a Nep1oA OT WeCT Meceua !

3aabpkaHe Ha nokasaTenuTe Ha (yHKLMOHANHUs HEeBPONOrMYeH AeduumuT 7

2
3

Jlunca Ha CTPaHMYHM eheKTH U U3KNIoYBaLM KpuTepumn no . [ i

TambynaTopeH nucT/ eTanHa enukpuaa oT NPoCneARBaLLMA HeBPOSIOr C 0TPa3siBaHe Ha OCHOBHATa TEpanus, KOATO e NpoBexXaaHa npes nepuoaa 1
a3BUTMETO Ha CUMNTOMATUKATa Ha GonectTa
€KCNepTHO CTaHOBMULLE C OTpa3eHa eq»m'nocr N0 nokasartenu oT npunaraHoTo nevyexHue
’ynocroaepﬂn Ce C NOANUC Ha cneuvanucra B npunoxeHue 1 Ha HacToALMTE U3UCKBAHUSA
B. Kputepuu 3a npoabnxaBaHe Ha Tepanusita crnea 3aBbplieH 4-roauleH Kype (3aAbiKUTeNIHO @ HanuuMeTo Ha
BCUYKN KpUTEPUM)

1 | Nunca Ha aKTMBHM NNakK U Nporpecus Ha aanHuTe ot MPT ¢ KoHTpacT I

TNunca Ha noBeYe oT ABa NPUCTBLNA 38 4 FOANHM *

INunca Ha cTPaHNUYHK ePEeKTH U N3KNIoYBALWM KpuTepum no 1. [l b

2
3 | 3apbpxaHe Ha hyHKUMOHANHMS HeBponoryeH aeduumt < 2 7. no Kurtzke 8
4

opuriHaneH v WNW NOANKUCAHO W 3aBepeHo konue oT MPT C KOHTpAacT — B EKCNepTHOTO CTAHOBMLIE 3aAb/KUTENHO Ce KOMeHTMpa
MHaMUKaTa Ha NPOMEHUTE B CPABHEHUE C UBXOAHOTO n3cneasaqe
ambynaTopeH nuCT/ eTanHa enukpuaa oT nperneaa npu Npocneassalua Hesponor

* eKCnepTHO CTaHoBULLE C OTPa3eHa eeKTUBHOCT N0 NOKA3aTeny OT NPUNaraHoTo nevenne

“yRocToBepsBa Ce C NOANUC HA CNELMANICTa B NPUNOXKeHNe 1 Ha HACTOALUTE U3NCKBAHUS

. Kputepuu 3a npoabmkaBaHe Ha TepanuaTa cref 3aBbplieH 6-roaveH Kypc (3aabimkuTenHo e HanuumeTo Ha
BCUYKN KpUTEpUM)

1 | Nunca na nnaku u nporpecus Ha anHuTe ot MPT '

Ilunca Ha noBeye OT ABa NPUCTLNA 3a NOCNEAHUTE 2 FOANHK .

3aabpxaHe Ha PyHKUMOHANHUA HeBponoruyeH aeduumut < 3 1. no Kurtzke 3

unca Ha CTpaHUYHM edheKTH U M3KTIouBaLyM KpuTepun no . A *

15l WN

OpuUrMHanen (U MM NOANUCAHO W 3aBepeHo konve oT MPT — B KCNepTHOTO CTAaHOBULE 33ABLIKUTENIHO Ce KOMEHTUpa AvHamukata Ha
NIPOMEHVTE B CPABHEHWE C UIXOAHOTO M3CTIeABAHE

ambynaTopeH NUCT/ eTanHa envkpuaa oT nperneAa Npu NpocneAsBalMa Hesponor
? KOMNMEKCHO eKCMePTHO CTAHOBMIE C OTPaseHa eeKTUBHOCT No NokasaTenu OT NpunaraHoTo nevexne. CTaHOBUWETO Ce U3AaBa OT Apyra
1e3aBichMa CneLManiaupana KOMMCHs OT OCOUEHMTe B AOKYMEHTa.

YAOCTOBEpsABA CE C NOANNC Ha CNeLuanicTa B NPUNoXeHne 1 Ha HacTOALUTE UIUCKBAHNS

4 3
i VIBUCKBAHUA HA H3OK NPU NPOBEXIAHE HA NEYEHWE HA BONHWU C NPUCTBITHO-PEMUTEHTHA MHOXXECTBEHA CKEPO3A C
NEKAPCTBEHW NPOAYKTU MOAUOULINPALLM XOAA HA BONECTTA B U3BBLHBEONHUYHATA NOMOLL - B cuna ot 1 anpun 2014 roausa



[image: image4.jpg]A. U3KNIOYBALLN KPUTEPUM (npu 3anoyBaHe U Npu NPoALINKABaHE Ha NeYeHneTo)

1. 30J1 ¢ BTOPUYHO NporpecupaLLa, MbpPBUYHO-NPOrpecupalLa u NporpecupaiLo-pemuTenTHa opma Ha Gonecrra

2. 30J1 c pekomMneHcupaHo YepHoapobHo 3abonnsaxe

3. BpemeHHOCT 1 nakTauus

4. 30J1 c Texka eHaoreHHa aenpecus Wunu CyNUMAUTET NPean 1 No Bpeme Ha NeyeHneTo, NoTBLPAEHMN OT neuxmaTsp (8
Tean cnyyan neveHneTo Moxe Aa 6vae npoawbkeHo camo ¢ Glatiramer acetate).

8. MH NPUCTBN 38 NEPUOA OT ABE roANHU

6. e Ha CTeneHTa Ha (yHKUMOHaneH HesponornyeH aecnumt ¢ 1 1. no Kurtzke 3a nepuop ot eaHa roauta.

T Ha cTeneHTa Ha (pyHKUMOHaneH HesporornyeH aecmumt no Kurtzke Hag 3 cnea nposexpaHe Ha

8. 2eH Ha MHBanuau3auma 4 no ckanara Ha Kurtz

9, (LN OT NeYeHneTo

10. neveBHara cxema no suHa Ha 30J1c e oT 3 meceua

pechepeHTHa rpaHMLa Ha CboTBETHaTa

11= KIMHUYHO HPOYHBB?'_—-—-—\
12 i npoTenH B LMPOBO M3paxeHue

! LLIO TEXKO COMATUYHO 3abonsiBaHe, BKIOYUTENHO M Ol GonseaHe

13.
14. neve
15. ! BeAGHa eHjoBackynapHa Tepanusi (e MO3bYHA aHrMonnacTvka unm

mu Komucusima 3a ekcriepmusu o 4n. 78 & LY

V3NCKBAHWUA HA H3OK MPU NPOBEXXIAHE HA NIEYEHWUE HA BOJIHN C NPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHW NPOAYKTU MOAU®ULIMPALLM XOLA HA BONECTTA B U3BbHBOJIHUYHATA MOMOLL - B cuna ot 1 anpun 2014 roauna




[image: image5.jpg]NPUNOXEHWE 16
JIUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU U3JABAHE HA MPOTOKOSN 3A NPOBEXAAHE HA NNEYEHME HA
BOJTHU C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKIEPO3A
(¢purzonumod)

[we: 1T O 3 7055 0 O e S

|

3abenexka: meduyuHckama OOKyMeHmayusi, y0ocmoeepsiealya 6ceku om Kpumepuume € rocoveHa ¢ uugpa 6 UHOEKC U 3a0b/IKUMenHo
npudpyxaea HaCMOAWOMO NPUNTONKEHUE.
*  BadwnxumenHo npu ecsiko kaHOudamcmeaHe ce npedcmaes uscnedsarqe Ha CRP Ha opuauHan+a bnarxka unu 3aéepeHo Konue (8anudHo
e u uscniedeaHe 6nucaHo & ernukpu3a om 6oHUYHO neveHue ¢ dasHocm 0o 1 mecey npedu kaHOUdamcmeaHemo).
*  CmeneHma Ha gyHKUUOHaneH HeeponoauyeH decuuum ce onpedens euH mecey crned AoKyMeHmuUpaH NPUCMbI.

A. Kputepum 3a 3anousaHe Ha NbpPBMU KYpPC (3a4LIMKMTENHO € HANIMYUETO Ha BCUYKU KpUTepuu)

MoHe ABa AOKYMEHTUPaHU NPUCTHLNA 3a NePUOA He NO-ABLNTLI OT eAHa roAnHa Ha (hoHa Ha NoHe eAHOrOANLLIHO
neveHue ¢ uHtepdepoH — 6era u/vnu rnatupamep auerar

o

Hanuy4me Ha akTMBHM NNaku n nporpecus Ha aaHHute ot MPT ¢ koHTpacT i

CTeneH Ha (hyHKUMOHaneH HeBponoruyeH aednunt Hag 4 1. no Kurtzke 3

SlwNn

Nunca Ha uakniouBawy KpuTepum no 7.8 *

aHaMHECTUMHUTE AaHHW, KNUHUYHATA CUMNTOMATUKA W @BONIOTUBHUSA XO/ Ce ONUCBAT B EKCNEPTHOTO CTaHoBuWe. [oKyMeHTUpaHuTe NpucTLNM ¢
eNUKPU3N 3aABIMKUTENHO A CbABPXKAT MHGOPMALWMA OTHOCHO NPOBEAEHO NeveHne C KOpTUKocTepouam B Aosa ot 500 Ao 1000 Mr AHEBHO 3a CPOK
ot 3 40 5 AHW.

OpuUrMHaneH uw Wnu noanMcaHo W 3asepeHo konue oT MPT ¢ KOHTPAacT - B €KCNepTHOTO CTaHOBULIE 3aAbIKUTENHO Ce KOMeHTMpa
@UHAMUKATa HA NPOMEHUTE B CPaBHEHIUE C NOCNeAHOTO U3CneABake

oTpa3eHa ckana Ha CUMNTOMaTUKaTa B eKCNepTHOTO CTaHOoBULLE
*yAOCTOBEPABA Ce C MOANVC Ha CNeLManucTa B NPUNOXEHNe 1 Ha HaCTOALMTE UINCKBAHUA

B. Kputepuu 3a npoabrkasaHe Ha Tepanusita Nnpu BCeKM nocneaBaly WecTMeceyeH NPOTOKON (3aAbrkuTenHo e
HanuYueTo Ha BCUYKM KpUTEpUM)

1 | Jiunca Ha noseye OT 1 NpuCTBLN 3a NEPUOA OT LWECT Meceua !

3aabpxaHe Ha nokaszaTenuTe Ha (yHKUMOHANHUA HeBponoruyeH aeuunut ¢

2
3 | Nunca Ha cTpaHNuHK edheKTy U M3KMIOYBALM KpUTEPUM No T.B °

TamBynaTopeH NuCT/ eTanHa enukpuaa oT NPOCNeAsBalLns HEBPOSOr C OTpadnBaHe Ha OCHOBHATa Tepanus, KOATO @ NPOBEXAaHa Npes nepuoaa u
paIBUTHETO Ha CUMNTOMATUKATA Ha 6Gonecrra

eKCnepTHO CTaHoBULLE C OTpaseHa echeKTUBHOCT NO Noka3aTeny OT NpUNaraHoTo nevexne
*yaocToBepsaBa ce ¢ NOANKC Ha CneLnanicTa B NPUNoXeHUe 1 Ha HaCTOALLMTE MIMCKBAHWA
3abenexka: [pu NbPBOTO KaHAWAATCTBAHE 3a NPOALIKABAHE HA TEPanWATa Aa Ce NPUNOXAT KOHCYNTauus OT OTanMonor M opuruHanHa
6nakKa unu 3aBEPEHO KONUE OT 3CNEABAHE Ha YUEPHOAPOBHYM eH3UMI Ha 3 Mecel| OT 3ano4saHe Ha NeYeHneTo.

B. U3KNIOYBALLU KPUTEPWUM (npu 3anousaHe 1 nNpu npoAbiikaBaHe Ha neyeHneTo)

1. 30/l c BTOpuYHO-nporpeaneHTHa opma Ha Gonectra

Hap 2 nokymeHTMpaHu NpUcTLNA 3a nepuoa ot 1 roanHa Ha hoHa Ha neveHue ¢ PuHronumos

YBenuiasaHe Ha creneHTa Ha (hyHKUMoHaneH Hesposnoruier gecuuyut ¢ 1 1. no Kurtzke B cpasHeHue c oueHkata npu

BKNIOYBaHE B Nporpamara Ha choHa Ha neyexue ¢ GuHronumos

BpemeHHOCT U naktaums

MauneHT! ¢ UMyHoAEULMTEH CUHAPOM UNK NPOBEXAALLN UMYHOCYNPECUBHA Tepanus

AKTUBHI OCTPMU UMK XPOHUYHN MHDeKLMKM — xenaTuT, Tybepkynosa

Heonnaamu, ¢ u3knioYeHue Ha koxeH 6asanHokneTbYeH KapumHom

Texko yepHoapobHo 3abonsBaHe

MauuerTn ¢ AV 6ok BTopa cTene Tun Meobuu 2 unu no-sucoka crened AV 6510K,CUHAPOM Ha 60NHWUA CUHYCOB Bb3en

WNn cuHoaTpuaneH CbpaedeH 6nok,aHamHesa 3a cumnTomMaTyHa Gpaaukapava UM NOBTapALY Ce CUHKOM; Unu npu

NauveHTn CbC 3HAYUTENHO yabkaeaHe Ha QT unTepsana(c >470ms npu keHn n >450ms npn Mbxe)

10. JleueHne C aHTUEPUTMUYHM nekapcTBeWu npoayktw knac la  (chinidine, disopyramide) wnu «knac |l
(amiodarone,sotalol),6eta  Gnokepu,noHWKasalM cbpaeyHata Yectota Onokepu Ha  Kanuuesute  KaHanu
(verapamil diltiazem wnu ivabradine) unu Apyru BellecTBa,koMTO MOraT Aa noHukar cbpaedyHata yectota (digoxin,
aHTUXONWHecTepasHu cpeacTea unik pilocarpine)

11. HekoHTponupaHa xvnepToHus

12. XpoHuuyna obcTpykTuBHa 6enoapobHa Gonect

13. Benogpo6Ha chubposa

14. CBpbX4yBCTBUTENHOCT KbM @KTUBHOTO BELLECTBO UMK KbM HSIKOE OT NOMOLLHWTE BellecTsa

15. Bkniousare Ha 30J1 B KNnUHUYHO NpoyuBaHe™®

4 Lot ]

coNoas

* Komucusima, kosimo e HasHavuna neveHuemo u Habmiodaea 30/1, e OnbxHa HesabaeHo 0a yeedomu Komucusima 3a excrnepmu3u no yn. 78 e LIY
Ha H30K. Tesu 6onHu ce 3anuceam e omoeneH peaucmvp u He 2ybsm npasomo cu 3a NpodbrixasaHe Ha NeYeHuemo cneod nPuKIyeaHe Ha
KNUHUYHOMO NpoyyeaHe cried akmyarHa oyeHKa om creyuanusupaHama KoMucusi

OTroBaps Ha KPUTEPUUTE 32 NEUYEHNE C  ..oooeeeeeieeieiiiiiiiieeeeens BAOHOBHA fO3A ............oiihs
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i VI3MCKBAHWA HA H3OK NPW NPOBEXIAHE HA NEYEHWE HA BONHI C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKIEPO3A C
JNIEKAPCTBEHW NPOAYKTU MOAV®ULIUPALLIM XOA HA BONECTTA B U3BBHBOJIHUYHATA MNOMOLL - 8 cuna ot 1 anpun 2014 ropusa
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JINCT 3A ONPEOENAHE HA KPUTEPUUTE NMPU U3OABAHE HA NMPOTOKOJK 3A NMPOBEXAAHE HA NEYEHUE HA
BOJHU C MPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A
(Hamanu3aymab)

[Vme: 72734 I R P A0 O ) 79
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3abenexka: meduyurHckama OOKyMeHmayusi, y0ocmoeepsieawia 6ceku om Kpumepuume € rocoveHa ¢ uugpa e UHOBKC U 3adb/IKUMenHo
npudpyxaea HaCMOAWOMO NPUSTOXKEHUE.
*  BadwnxumenHo npu ecsiko kaHOudamcmeare ce npedcmaes uscnedsarHe Ha CRP Ha opuauHan+a brnaxka unu 3aéepeHo Konue (6anudHo
e u u3cnedeaHe 6nucaHo e enukpusa om 6oNHUYHO neveHue ¢ dasHocm 0o 1 Mecey npedu kaHdudamemeaHemo).
*  CmeneHma Ha gyHKUUOHaNeH HeeposoauyeH decuuyum ce onpedens eduH mecey cned AoKyMeHmuUpaH NpUCMbI.

A. Kpurepum 3a 3anousaHe Ha MbPBM KyPC (3aAbIDKMTENHO € HANMYMEeTO Ha BCUYKN KpuTepum)

MoHe ABa AOKYMEHTUPaHU NPUCTHLNA 3a NePUOA He NO-ABLNTLI OT eAHa roAnHa Ha (hoHa Ha NMoHe eAHOrOANLLHO
neyeHue ¢ uHtepcepoH — 6eta n/munu rnatupamep al.leTaT1

=5

Hanuuue Ha akTMBHM NNaku u nporpecus Ha aaHHute ot MPT ¢ koHTpacT A

CreneH Ha hyHKUMOHANEH HeBPONnoruieH aeduunt Haa 4 7. no Kurtzke %

Slwn

Nlunca Ha M3KNMoYBaLyM KpuTepum no 7.8 *

aHaMHeCTUMHUTE AaHHW, KNWHUIHATA CUMNTOMATIKA W eBONIOTUBHUA XO/ Ce ONUCBAT B EKCNEePTHOTO cTaHoBuLe. [OKyMEeHTUpaHuTe NpUcTsLNK ¢
eNVKPN3N 3aABMKUTENHO Aa CbABPXKAT MH(OPMaLVMA OTHOCHO NPOBEAEHO NeveHne G KOPTUKOCTepouAK B Aosa oT 500 4o 1000 mMr AHeBHO 3a CPok
oT 3 40 5 AHK.

2 opuruHaneH il unm NoANMCaHo v 3asepeHo konue of MPT ¢ KOHTPACT C AaBHOCT A0 3 Meceua Npeav kaHAMAATCTBaHeTo

* oTpaseHa ckana Ha CUMNTOMATMKaTa B KCNEpPTHOTO CTaHOBMLLE

*yaocTosepsBa ce C NOANKC Ha CneunaniucTa B NPUNOXEHUe 1 Ha HaCTOALLMTE U3MCKBAHMA

B. Kputepuu 3a npoabrkaBaHe Ha TepanusiTa npu BCekM nocneasauy WecTMeceyeH NPOTOKON (3aAbrkuTenHo e
HaNM4yueTo Ha BCUYKU KpUTEpUM)

1 | Jlunca Ha noeeye OT 1 NPUCTBLN 3a NepuoA OT LWeCT Meceua y

2 | 3agbpxaHe Ha nokasaTenute Ha pyHKUMOHANHUSA HEBPONOruyeH neq)mwrr2

3 | Nunca Ha cTpaHU4HM edhekTh 1 U3KNIoYBaLM KpuTepum no 1.8 ?

TamBynaTopeH NuCT/ eTanHa enukpuaa oT NPOCNeAnBaLLusA HEBPONOr C 0Tpa3fBaHe Ha OCHOBHATA Tepanus, KOSTO @ NpoBexaaHa npes nepuoaa n
paseuTUeTO Ha cUMNTOMATUKATE Ha Gonectra

eKCNepTHO CTaHOBULLE C 0Tpa3eHa echeKTUBHOCT NO NoKa3aTeny OT NPUNaraHoTo neyeHne
*yaocTosepsBa ce C NOANUC Ha CneLnanicTa B NPUNoXeHue 1 Ha HaCTOALLMTE MIUCKBAHWNA
3abenexka: Mpu KaHAMAATCTBAHe 3a NPOABMKABAHE HA TepanuATa Cnej eAHOTOAWLUHO NeYeHWe ce npunarat v U3CneABaHus 3a aHtutena
cpewly JCV u MPT.

H3OK 3annawa TepanesTuyeH Kype ¢ Hatanuaymab no ase roauum.

B. U3KNIOYBALLN KPUTEPUMN (npu 3anoyBaHe 1 Npu NpoAbIinkaBaHe Ha neveHueTo)

3011 ¢ BTOpUYHO-NporpeaueHTHa hopma Ha Gonectra

Hap 2 pokyMeHTMpaHu NnpucTbNa 3a nepuopa ot 1 roanHa Ha choHa Ha neuexue ¢ Haranuaymab
YBenu4asaHe Ha crenexTa Ha (pyHKkuMoHaneH Heeponornien aecuunt ¢ 1 1. no Kurtzke B cpasHeHue ¢ oueHkarta npu
BKMIOYBaHE B nporpamata Ha oHa Ha nevyenve ¢ Hatanusymab

4. auveHT! ¢ UMyHoAEULMTEH CUHAPOM UMK NPOBEXAALLM UMYHOCYNPECUBHA Tepanus

5. [porpecusHa myntuchokanHa eHuedanonatus

6. AKTUBHW OCTPW UMK XPOHUYHU UHCDEKLMK — xenaTuT, Tybepkynosa

7

8

9

U e

. Texxo yepHoApobHo 3abonsBaHe
. Heonnaamu, ¢ usknioveHne Ha koxeH GaszanHokneTbyeH kapumHom
. BpemeHHOCT U nakTauus
10. [eua v loHOLWW Ha Bb3pacT nog 18 roauHu
11. 30J1 Ha Bwb3pacTt Hapg 65 roguHmn
12. CBpbX4YyBCTBUTENHOCT KbM @KTUBHOTO BELUECTBO MK KbM HSIKOe OT NOMOLLHMTE BellecTsa
13. BkniousaHe Ha 30J1 B KNMHWYHO NpoyyBaHe™

* Komucusima, Kosimo e HasHavuna nevyeHuemo u Habnoasa 30]1, e OrbxHa HezabaeHo da ysedomu Komucusima 3a ekcriepmu3u no un. 78 e LIY
Ha H30K. Tesu 6onHu ce 3anuceam e omadesneH peaucmup U He 2ybsm npasomo cu 3a npodbiKagaHe Ha NeveHUemo cned npuKNoYeaHe Ha
KIUHUYHOMO MpoyyeaHe cried akmyanHa oueHka om cneyuanusupaHama KOMUCUs

OTtroBaps Ha KpuTepuuTe 3a nevYeHue c B AHeBHa no3a
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WU3NCKBAHWA HA H3OK MPU NPOBEXAAHE HA IEYEHWE HA BONIHU C NPUCTBMNHO-PEMUTEHTHA MHOXXECTBEHA CKIIEPO3A C
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[image: image7.jpg]I. NEYEBHO-ANATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW NPOAYKTH, Bkniovenu B Mpunoxenue 1 Ha MNNC, kouto H30K 3annawa B cLOTBETCTBUE C
AeiCTBaWMUTe HOPMATUBHN [OKYMEHTH.

2. NMPOCNEOABAHE:

Ta6nuua 1
INN Bhipacios MPEAV 3ANOYBAHE KOHTPOI HA 6 MECELIA
orpaHuyeHuns
TSH (npu abHOPMHO M3XOAHO HUBO),
glél’TE::E.RON . ?:::“:a,q 16 ':psei-;T :1':3: ¢ [KK, ASAT, ALAT, ypes, MKK c [KK ASAT, ALAT, ypes.
KpeaTuHUH
TSH (npu abHOPMHO M3XOAHO HWBO),
IBNgTE‘I\RI:EBON . ::::H:a,q 16 ':;:T |L‘:::II:1 c KK, ASAT, ALAT, ypes, MKK c [OKK ASAT, ALAT, ypes,
KpeaTuHuH
GLATIRAMER £ nwuaHagid cbpaeyHa dpekseHums, MKK ¢ KK cbpaeyHa cpekseHums, MKK ¢ AKK

ACETATE* rOAVHN

MNKK c JKK, ASAT, ALAT, 6unupybuH,
nuua Hag 18 anTuTena cpeuly VZV, koHcyntauus c
FINGOLIMOD** WL ocdranmonor, EKI n koncyntauus ¢ | MKK c KK, ASAT, ALAT
A kapguonor; EKI moHutopupane no 6
4ac npu 3anoysaHe Ha TepanusTa

*  nuuaHap 18 MNKK ¢ OKK, ASAT, ALAT, 6unupy6uH,

NATALIZUMAB FOANHI aHTUTena cpelly JCV

MKK ¢ KK, ASAT, ALAT, 6unupy6uH

* npWApyXaBsaT BCeKM NpOTOKON, ONUCBar ce B ambynaTopHWs NUCT/ etanHata enukpusa Ha 30J1 u ce npunarat 3asepeHu Konus OT
opurnHanHuTe BnaHku (Npu Hanuuue Ha XocnuTanu3auus C AABHOCT 40 1 Mecey A0 M3AABAHE Ha NPOTOKONa Ce npunara 3aBepeHo Konue ot
enukpuaa c Homep U3)
** npuapykasaT BCEKW MPOTOKON, onuceat ce B ambynaTopHus nuct/ etanHata enukpusa Ha 30J1 v ce npunarat 3aBepeHu Konus OT
opuruHanHuTe GnaHku (NpU HanuuMe Ha XocnuTanu3auus ¢ AaBHOCT 40 6 Meceua A0 W3AaBaHe Ha NPoTokona Ce npunara sasepeHo konue ot
enukpuaa ¢ Homep U3)

3abenexka: Yyacmuemo Ha 30J1 @ KNUHUYHU npoy4YeaHusi He NpoMeHsi Heobxodumocmma Om cna3eaHe Ha
u3uckeaHusima Ha H30K npu npoeexdaHe Ha neveHue Ha 60/1HU € NPUCMBLIHO-PEMUMEHMHa MHOXecmeeHa CKnepo3a ¢
nekapcmeeHu npodykmu Modupuyupauiu xoda Ha 6onecmma @ u3ebH60HUYHaMa NoOMouj.

Il. OBLUM USUCKBAHUA

1. Bb3pacToBara rpaHuua ce W34nucnsiea B HABbPLUEHN FOAUHM - T.e. BKNIOYNTENHO KbM Jatata Ha usaasaHe Ha npoTtokona ot
cneyunanuanpaHara KOMUCHs.

2. MNpu HasHayaBaHe Ha Tepanusi Mo NPOTOKOS 3a/bIKUTENHO ce Cbobpa3sBaT Bb3pacToOBUTE OrPaHNYEHusi, CbrnacHo KpaTkata
XapakTepucTuka Ha CbOTBETHUS NeKapCTBeH MPoAyKT, yTBbpaeHa no peaa Ha 3MMXM.

3. H30K He 3annaula neueHue U3BbH ykasaHaTta Bb3pacToBa rpaHvua B kpaTkata xapaktepuctuka Ha npoaykra.

4. H30K He 3annauya neyeHve ¢ 403K HaJ MakCUManHo paspeLleHnuTe no Kkpartka xapakTepucTuka Ha npoaykra.

5. B cnyuail Ha HacTbNUNa NoAO3MpaHa HexXenaHa nekapcTBeHa peakuus, nekapsaT ysegomssa WAJI no peaa Ha un. 183 ot
3JIMXM. Konue oT cboBLUEHWETO Ce npunara kbM MeauuUmnHekaTa aokymenTaums Ha 30J1 npu kaHavaaTcTeaHe 3a neyexue.

6. MPU CNELUWAIUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meauumHckuTe AeiHocTi 2014 r. (o6H. 1B 6p. 3 oT 10.01.2014 r.),
Ha 30/1, Ha kouTO ca M3gaBaHWU MPOTOKONMM MO peAa Ha HacTOsAWMTEe W3UCKBaHMUsA, crieaBa Aa ce npunarar BCUYKW
Heo6xoaumm AOKYMEHTU KaTto: amﬁyna'ropuwe JINCTOBE OT M3BBLPLUEHUTE Nperneau, BTOPUAT ek3emnnsap OT u3pageHute
NPOTOKOMNKW, KONWUA OT EnUKPU3M, eKCNepPTHU CTaHOBMLLA U APYrM JOKYMEHTM, KOUTO ca OCHOBaHWe 3a u3aasaHe Ha npoTokon,
BCUYKM M3UCKBALLM Ce u3cneaBaHus, Konue OT npunoxeHwe 1 Ha HaACTOSAIMTE M3UCKBAHWUA MOMBLIIHEHO NO CbLOTBETHaTa
TOYKa, noanucaHo oOT cneuuanucra, usgan npoTtokona.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHoeaHue 4n. 56 om HayuoHwaneH pamkoe 002080p 3a MeOUYUHCKUMe
deliHocmu 3a 2014 2oduHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 anpun 2014 2., cbenacHo u4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 e. 3a ycnosusima u peda 3a 3annaware Ha nekapcmexu npodykmu no y4n. 262, an. 6, m. 1 om
3akona 3a nekapcmeeHume npodykmu & xymaHHama meouyuHa, Ha MeOUUUHCKU u30enus u OuemuYHU XpaHu 3a crneyuanHu
meoduyuHeku yenu (0bH., [B, 6p. 31 om 2007 2.).

b i
W3UCKBAHWA HA H3OK MPU NPOBEXAHE HA NNIEYEHWE HA BONIHW C NPUCTBNHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A C
NEKAPCTBEHW NPOAYKTN MOAUSULIMPALLIM XO[A HA BOJIECTTA B U3BbHBONIHUYHATA NOMOLL — B cuna ot 1 anpun 2014 roguna



[image: image8.jpg]AEKNAPALIMA 3A UHOOPMUPAHO CbIMIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIMKABAHE HA
NEYEHUETO C NNEKAPCTBEHWUA NPOAYKT

Ha neYeHMeTo C neKapcTBEHMs
............. nonyunx uayepnarenHu OTroBOpU Ha

i‘m& 6GanoHHa aHruonnacTuka unu
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W3UCKBAHWSA HA H3OK MPWU NPOBEXKAAHE HA NEYEHWE HA BEONTHN C NPUCTBLNHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A C
NEKAPCTBEHW NPOAYKTU MOAU®ULNPALLM XOLA HA BONECTTA B U3BbHBEONIHUYHATA NOMOLY ~ B cuna ot 1 anpun 2014 roauxa





