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OTHOCHO: crriaacyBane Ha axTyammsupaHu usuckBaHus Ha H30K mno 3abonsBanus 3a
IPOBEXIAaHE Ha JOMAIIIHO JICUCHHE

YBAXKAEMMH JOKTOP MAJI’)KAPOB,

B wusmenHenue pasmopendure Ha wi. 61 or HauwoHnaneH paMKoB [IOrOBOp 3a
MEIUIMHCKUTE AeHHOCTH Mexny HanmuoHamHarta 3ApaBHOOCUTYpUTENHAa Kaca M bbiarapcku
neKapcKu cbro3 3a 2023-2025r1. (06H., [IB, 6p. 77 ot 08.09.2023 r.), npunoxxeno Bu npeacrasiM
3a CHIVIACYBaHEe M3rOTBEH IPOEKT Ha ,3nckBanusa Ha H30K npu neveHne Ha MHOXKECTBEHA
CKJIepo3a ¢ JIEKADCTBeHH NPOAYKTH MoaudumuHpamu xoga Ha 0oJjecTra B
H3BBHOOHHYHATA NOMOM*, C OTPA3€HHU JOITBIHEHHUS 110 OTHOLIEHHE Ha:

- NpoMAHA HA MEJUIUHCKUTE KPUTEPHH IO OTHOIICHHE CTeleHTa Ha (yHKIHOHAEH
HEBPOJIOTHYEH NEUIMT BHB BpB3Ka C MPEJOCTaBEHO CTAaHOBHINE OT EKchepTeH CBBET IO
HepBHHU GosiecT — KbM Ham BX. Ne 22-00-136/11.06.2024r., ocHOBaBaIlo ce Ha JA0OKA3aTeNCTBa
3a e(eKTHBHOCTTA Ha JICKAPCTBEHATa TEpalus IPU MNOCOYEHHTE CTOWHOCTH HA HEBPOJIOTHYCH
nedunur, 3ana3pade Ha paboTOCIOCOOHOCTTA M OTCPOUBAHE MHBAIHAM3ALUATA HA IALIHCHTHTE;

- BKJIIOYBaHE Ha HOBa cnenuanusupana komucus 8 YMBAJICM L H. 1. IMuporos” — rp. Codns
33 Ha3Ha4YaBaHe Ha JICKapCTBEHA Tepamusi, KOeTO Ie Mmoao0pu JOCThIia A0 JICUCHHE H
IpocieAisBaHe Ha MAlUEHTUTE ¢ MHOXKECTBEHA CKJIEPO3a, HA OCHOBAHUE TOCTHIMIO CTAHOBMIIE
ot Excriepren cpBet mo HepBHU 6oiecTH — KbM Ham BX. Ne 11-02-3567/12.06.2024r.;

- W3KJIOYBAHE HA JIEKAPCTBEH MPOIYKT C MEXAYHapoIHO HemaTeHTHO HaumeHoBaHue (INN)
Diroximel fumarat, mopagu 3amuuaBanero My ot [Ipunoxenue 1 Ha [Io3WTUBHMA JIEKapCTBEH
CIIHCBK.



Mons 3a Bamero chriracyBaHe/CTaHOBHIIE B ONTHMATHO KPaTKH CPOKOBE C OIJE]
CTapTHpaHe Ha IPaKTHYECKOTO NMPUIAraHe Ha OYaKBAHHTE JICKAPCTBEHH TEPAMH.

HpI/IJIO)KCHI/I}I CBhIJIaCHO TEKCTa, CaMO 3a aJpecara:

1. Ipoexr Ha ,Msuckpanms Ha H30K mpu severne Ha pascTpoicTBA Ha HACTPOCHHETO
(adpeKTHBHH Pa3CTPOUCTBA) B 3BHHOOIHAYHATA TIOMOIIL™

2. CranoBuma ot ExcrnepreH cvBer mo HepBHU GonecTd KbM Hamm BX. NeNe 22-00-
136/11.06.2024r. u 11-02-3567/12.06.2024r.

C yBaxxeHne:
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EN HA H30K

M3UCKBAHMS HA H30K
ME HA MHOXECTBEHA CKNEPO3A
NIEKAPCTBEHY MPOAYKTY
ALMPALLIY XOIA HA EOECTTA

3BBHEONHUYHATA NOMOLL



U3NCKBAHUA HA H30K
NPU USAABAHE HA NPOTOKONU 3A NPOBEXAAHE HA NEYEHUE HA BONHU C MHOXXECTBEHA CKNEPO3A C
NEKAPCTBA MOAU®ULNPALLU XOOA HA BONECTTA

(okpenusymab, uHmepghbepoH 6ema, neeunupaH uHmepgepoH bema, enamupamep auemam, mepughnyHomuo,
dumemunchymapam, ¢huH20numod, Hamanusymab, knadpubuH, anemmy3ymab, CUNOHUMOO, SupoKcuMen-hyMapam,
noHecumod, ochamymymab)

MpoToKONBLT ce u3aaBa OT cneuuanucTM ¢ Kog Ha cneumanHocT 10 (HepBHu Gonectun), 54 (aeTcka HeBponorus),
peop ¢ H30K wnn oT cneuymManucTu HEBPONO3M OT cheuuanuaupaHa KOMUCUA B NevebHU 3aBeneHUn 3a
touunu porosop ¢ H30K. CneunanmsnpaHuTe KOMUCUM Ce Cb3AaBaT CLC 3anoBeA Ha AMPeKTopa Ha
Hue B8 cneanute N13: MBANHN ,Ce. Haym” — rp. Codus, YMBAI ,Anekcangposcka” - rp. Cocousi, YMBAJ

Y11 - rp. Cocpun, BMA - rp. Cocpusa, MBAN — HKB” - rp. Codona, YMBAN “Cs. leopru” - rp. MNnosamne, YMBANN
apna, YMBAJ1 ,Feopru Ctpanckn” - rp. Mnesen, MBAN - Ce. WsaH Puncku” — rp. Cocus, Mupsa MBAI — rp.
1 Knuank MBAIN Tokyaa” — rp. Codms, YMBAN ,Ce. Aura — rp.Codua, Bropa MBAJ1 — rp. Cochus, MU
BAJ1 ,Kacnena" — rp. Mnoeaus, ,MBAJl Crpue 1 Mosuk” — rp. Mnesex, YMBAN ,Coduamen” - rp. Codpus,
K* — rp. Byprac, ,YMBANCM H..Muporos* — rp.Cochus.

ABEPABAHE HA NMPOTOKONU - NEYEHUE HA NBHPBHUYHO-NPOMPECUPALLA MHOXECTBEHA

‘TipoTokonu 3a 3anouBsaHe Ha nevexme
TPOTOKONM 32 NPOABLINKABAHE Ha NeveHUe CNea NPUKNIOYEH 4-TOUIIeH KYPC W CRep NPUKIIOYEH 6-roanilieH Kype

o

= MeauUMHCKa AOKYMEHTaUMs, NOTBLPXKAABALLE KpUTEpUUTE NO MPUMOoXeHne 1 1 BCUUKKM

Heo6xoaUMM UscneasaHns, cbobpasHo npunoxeHue 2

cneumanuanpana » PelieHue Ha crnieLanuiupaHa KOMMCHR C ACHA MeJULIMHCKa MOTUBALWS 3a 3anoysaHe Ha
TepanusiTa, 3aAbMKMTENHO Cce 0TGenA3Ba Nvnca Ha WU3KIMIoYBALLM KPUTEPUN {HOGRUCAHO-6/m

KoMucusa

= “[poToKon 3a NpeanNUCBaHe Ha nexkapcTea, sannaiaHu ot H3OK/P3OK” — obp. M3-H30K

= CTaHOBHUUE C ACHA MEAULMHCKA MOTUBaUMA 3a 3anoYBaHe Ha TepanuaTa KaTo eauHCTBeHa

MocTosiHeH ekcnepTex
PlanTepHaTuea (nodnucaHo om usieHogeme Ha cbeema)

CbBeT No Hesponorua™

3aBsepka Ha NpoTOKONa
B P30K

Komucus noun. 78, . 2
ot 330 B LY Ha H30K

MpoTokony 3a NPOALIDKABaHe Ha NeueHne

MeuumMHCKa [OKYMEHTaUMA, NOTBbPXAABALA KpUTEpUUTE NO Npunoxexve 1 v BCuuky
HeoBxoauMu U3cneasaHns, cLobpasHo Npunoxenue 2

creunanuanpana = PelleHue Ha crneunanuavpaHa KOMMCUA C $CHA MeAMUMHCKA MOoTUBauusa 3a

KOMUCHS pOAbLIKABAHE HA TepanuaATa, 3afbIXMTENHO Ce OTOEeNsA3Ba NMUNCa Ha U3KNIoYBALLM KpUTEpNK
= “IpoToKoN 3a NpeanMceaHe Ha nekapcTea, 3annawanu ot H3OK/P3OK” — o6p. M3-H30K

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona

or 330 B LIY Ha H30K 8 P30K

2

z 5N
Ay ( & VIBUCKBAHWA HA H3OK NPU NEYEHUE HA MHOXXECTBEHA CKIEPO3A C NNEKAPCTBEHW NPOAYKTA MOOU®ULINPALLN XOOA HA BONECTTA
B U3BBHBOIHUYHATA NOMOLL



. 2. PEQ 3A 3ABEPSIBAHE HA NPOTOKONU — NEYEHUE HA NPUCTBHLNHO-PEMUTEHTHA MHOXECTBEHA
CKIEPO3A C NEKAPCTBEHU NPOLYKTU OT NbPBA JIMHUA

npOTOKOﬂM 3a 3anouBaHe Ha neseHue

cneuunanucT, ckniounn s AM6ynatopeH fIMCT C BCUYKK Heobxoaumu uscneasaHus
aorosop ¢ H30K = MeauuUMHCKa SOKYMEHTaLusi, MOTBbPXAABALIA KPUTEpUUTE NO MPUNOoXeHne 1 U BCUYKU
HeobxoavMM uscneaBaHus, CbobpasHo npunoxexue 2

= PelweHne Ha cneynanusmMpaHa KOMUCUA C ACHA MEQUUMHCKa MOTUBaLUUA 3a 3ano4sanxe/

npoAbMKaBaHe Ha TePanuaTa, 3aAbIMKUTENHO Ce 0TOENs3Ba NUNCa Ha N3KINIoYBALLIK KpuTepun
pl(nodnucaro om ecuyKu uneHoee Ha crieyuanuaupaHama Komucus)
= “[IpOTOKON 3a NPEANUCBaHE Ha NekapcTea, sannaluaHu ot H30K/P30K” — obp. M3-H30K

cneuuanusnpaHa
KOMUCHUA

Komucua noun. 78, 1. 2 3aBepka Ha nporokona
ot 330 B LIY na H30K B P30K

- Mporokonn 3an nbmmsane Ha neyeune ﬂpomxonm 3a npmbmmsane Ha fleyeHmne cnea NpuidiioyeH 4-ropuilieH Kypc
) ‘ fele! OT NLPBa NHUA Cnen npnxmoqeu 6-roouuieH Kypc*, cnen
# 3 ropguin CHeQ 3aBBLPHieH 12-roauieH Kkypc*

" AM6ynaTopeH NMACT C BCUUKN HeoDxoaAUMU nscneasaHns

CNEeLMAnnCT, CKIoHNn MeauuuHcKa AOKYMEHTauus, noTBbpxaasalia Kpurepuute no npunoxexHune 1 ¥ BCUYKK

A

porosop ¢ H3OK HeobxoauMmmn n3cneaBaHus, CbobpasHo npunoxeHue 2
/ " PeweHWe Ha cneuUManu3vpaHa KOMMCUS C SCHa MEAMUMHCKA MOTUBauMs 3a
poAbnkaBaHe Ha Tepanvaa 3aQbIKUTENHO Ce OTOens3Ba nunca Ha U3KMIouBaluy
cneLvanuaupaxa |3 kputepun
Kkommucus = “IIpOTOKON 33 NPeANUCBaHe Ha nekapcTea, 3annau4am4 or H3OK/P30K" — 06p. M3-H30K

A

3asepka Ha npoTokona
8 P30K

3
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n’ % VISVUCKBAHUA HA H3OK NPU NEYEHWE HA MHOXECTBEHA CKIEPOS3A C NEKAPCTBEHW NPOAYKTU MOAUSUUNPALLN XOJA HA BORECTTA
N\ B U3BBbHBEOTHUUYHATA NOMOLL



l 3. PEQ] 3A 3ABEPABAHE HA NPOTOKONU — NEYEHUE HA NPUCTBNHO-PEMUTEHTHA MHOXXECTBEHA
CKITEPO3A C JIEKAPCTBEHMU NPOAYKTU OT BTOPA NNHUA

Tipotokony 3a 3anoyBaKe Ha neveHue

cneuvanucTt, cknovun " AM6ynaTopeH NNCT C BCUYKU Heobxoavmmn nscneasaHus

aoroeop ¢ H30K = MeauuuHcKka AOKYMEHTauus, NOTBbPXKAABALLA KpUTepuuTe Mo npunoxexue 1 U BCUUKM
, - § HeobxoauMK u3crieaBaHns, CbLob6pasHo NpunoxeHue 2

crneuvanusvpaHa = Pewenue Ha cneyuannanpala KOMMCUS C ACHA MeAULIMHCKA MOTUBALIUA 3a 3anovBaHe Ha

Komucusi TepanuaTa, 3aabMKUTENHO ce 0TOensi3Ba NUNCa Ha W3KNIOYBALLUN KPUTEPUN {ROORLGaHO-OM
I- “fipoTokon 3a npeanvceaHe Ha nekapcTea, sannawann ot H30K/P3OK” — 06p. M3-H30K

Komucua noun. 78, 1. 2 3aBepka Ha nporokona 8

ot 330 B Lly Ha H30K P30K

Hpomxonm 3a npoAvIHKaBaHe Ha neueHue

crneynanuct, cknyun o AM6ynaTopeH NUCT C BCUYKN HeobxoanMmn n3crneasaHns

aorosop ¢ H30K = MeauuMHCKa AOKyMEHTaLusi, NOTBbPXKAaBalla KpUTepuute no nNpunoxeHwe 1 U BCUYKK
— ; heobxoavmK uscneasaHust, Cbo6pasHo npunoxexue 2

" PeweHne Ha cneyuanusupaHa KoMucus C fICHA MeguuMHCKa MoTuBauus 3a

cneuvnanusnpaHa
> po.qbnx(aBaHe Ha TepanmuTa 3a,ﬂbn)KMTel'lHO ce otbensssa nunca Ha U3KNIDYBaLLN KpUuTepuu

KOMUCUA

“I1po*roxon 3a npep,nuceaHe Ha nexapcrsa 3annau4auu oT H3OK/P30K" 06p. M3-H30K

Komucusi noun. 78, r. 2 3asepka Ha nporokona
B P30K

A

or 3308 uV Ha H30K

[POTOKONY 3a NPOALIDKABaHE Ha NeveHKe Crea NPUKIIoYeH 4-rofullieH Kypc, Criea NPMKIIoYeH 6-roauiieH Kype, cnea

‘TIpUKNIOYeH 12-roauilied Kypc 1 Ha BCeku 3 roaAuHK crieq 3asbLpilieH 12-roamweH Kypc

cneyuannct, cKknouun AM6yna'ropeH NIUCT C BCuukn HeobxoamMmn nscneasaHus

aorosop ¢ H30K = Meauumtcka AOKyMeHTaUMs, NOTBBPXAABALA KpuUTepuUTE NO npunoxenue 1 1 BCUUKN
i jHeobxoauMu nacnessanus, cbobpa3Ho Nnpunoxexue 2
= PeweHue Ha creUManNU3MpaHa KOMUCHMS C $SCHaZ MeauuMHCKa MOTUBaUMA 3a
cneumwanusnpada >
KOMUCHS] PNpoabnxasaHe Ha Tepanuma 3a.qbn>|<v|TenHo ce 0TGENNR3Ba NUNCa Ha U3KMIYBALLM KpUTEpUU
/ “I'Ipomxon 3a npennucsaHe Ha neKapCTBa 3annau4a|-m ot H30K/P30OK” - 06p. M3-H30K
MNocrosiHeH ekcnepTeH = CraHOBMIlE C SiCHA MEeAULUMHCKA MOTWBaUMs 3a NPoAbMXasaHe Ha Tepanusita kaTto
CbBET NO Hesponorus™ eIMHCTBEHa anTepHaTuea (ModnucaHo om YfeHoeeme Ha cbeema)
Komucust no un. 78, 1. 2 3aBepka Ha
ot 330 8 LY Ha H30K "| nporokona s P30K

__.\
@ N3NCKBAHWA HA H30K NPU NEYEHKE HA MHOXXECTBEHA CKNEPO3A C NEKAPCTBEHW MPOAYKTU MOAUGULIMPALLN XOJA HA BONECTTA

B U3BBHBOTHNUYHATA NMOMOLY
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. 4. PEQ} 3A 3ABEPAIBAHE HA NPOTOKONU - NEYEHUE HA BTOPUYHO-NPOTPECUPALUA MHOXECTBEHA
CKNEPO3A

MpoTtokonu 3a 3anoyBaHe Ha nevyeHue
[poTokonu 3a NpoALINKaBaHe Ha NevyeHne cnea NPUKIIoYeH 4-roguilieH Kypc U cnej NPUKNoyeH 6-roguweH Kypce

= MeanunHCKa AOKYMEHTaLUUA, NOTBbLPXAABALLA KpUTEPUUTE NO NPUROXeHUe 1 U BCUYKU
Heobxoaumu nacneasaHus, CbobpasHo npunoxexne 2

= PelseHue Ha cneumanmsnpaHa KOMMCUS C ACHA MeQULUMHCKA MOTUBaLUA 3a 3anoyvBaHe Ha
TepanuaTa, 3aabiXUTeNHo ce oTHensAsBa NUNca Ha M3KIIYBaLLK KpuTepun (nodnucaHo om
BCUYKU YITeHO8E Ha creyuanu3upaHama KoMucus)

= “lpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxu ot H30OK/P30K” — 06p. M3-H30K

cneunanusnpada
KoMucus

MocrosiHeH ekcnepTeH » CTaHOBMLLE C ACHA MeANLIMHCKA MOTUBALMS 3a 3anouBaHe Ha TepanusTa KaTo eAuHCTBEHa
CbBET No HeBponorus™ lanTepHaTuBa (nodnucaHo om uneHoseme Ha Cbe8ema)
: {g- /
Komucus noun. 78, 1. 2 3asepka Ha NpoToKona
ot 330 B LY Ha H30K B P30K

MpoTokonu 3a NPOALIVKABAHE Ha NeueHne

s MeauuMHCKa AOKYMEHTaLMA, NOTBLPXKAABALA KPUTEPUUTE MO MpPUNoXeHue 1 1 BCUKM
JHeobxoanuMu uscneaBaHus, CbobpasHo NpUNoXeHue 2

= PeuwleHue Ha cneunanMaMpaHa KOMMCUA C ACHA MeauuMHCKa MOTUBauuA 3a
NpoabkaBaHe Ha TEPanNUATa, 3afbITKUTENHO ce 0TOeNA3Ba NMNCa Ha M3KITIYBALLYW KpUTEpUM
(nodnucaHo om CUYKU YIIGHOBE Ha CrieyuanuaupaHama KoMucus)

» “[poTokon 3a npeanMceaHe Ha nekapcTea, sannaaxu ot H3OK/P3OK” — 06p. M3-H30K

cnewyuannnpaHa
KOMncus

3aBepka Ha NpoToxona
B P30K

Komucua noun. 78, 1.2
ot 330 B LY Ha H30K

*MlocTosHeH ekcrnepTeH CLBET Ce GLhOPMIAL 3] TBa OT NPeACceAaTens Ha APYXKeCcTBOTO MO HEBPOMNOrUS, KaTo yuacTsaTt
olle aBaMa oT npeaceaarenute Ha cnenaaﬁuaupaﬂu KOMUCHN, nocoveruTe B UaucksanusTa.

H30K 3annauia Ao 8-lleCTMECeYHN Kypca Ha HenmpeKbCcHaTa Tepanus.
Cnen npuknioyYBaHe Ha 4-roAUILHUA KyPC NPOALINKABAHETO Ha TepanusaTa moxe Aa 6bae o6CbAEHO Npu cryyawm,
OTroBapaWM Ha KpUTepuuTe Ha npunoxenue 1. B Tean cnyvawn, 8 pewennero no Allp Ne38 sagwmkutento ce
“KOMEHTHPa: AVHAMMKATA HA NPOMEHUTE B KNMHNUYHATa cumTOMaTuka u MPT, B cpaBHeHue ¢ Te3u Npy 3anoysaHe Ha
Tepanusra, Cnen npukmoyBaHe Ha 4-TOANWHUA KyPC, NPU NPoALIMKaBaHe Ha TepanuATa C NeKapcTBeHn NPOAYKTH
OT BTOpa TepanesTUYHa NIMHMSA, NPY MHPBUYHO-NPOrPECHpallia U BTOPUYHO-Nporpecupatiia popma CTaHOBUILETO
ce U3[aBa OT NOCTORHEH eKCrepTeH CLBET Mo HeBPONOTUs.
. Criep npuiuOYBaKe Ha 6-roaMUIHMS KYpPC, CNeA NPUKIOYBaHe Ha 12-TOAUIIHNA KYPC, KaKTO W Ha BCEKW 3 roanHu
‘CrIeA 3aBLpiieH 12-roaMweH Kypc, NPOABLMXABAHETO Ha TepanuaTa moxe Aa 6bae o6cnbaeHo npu cnyuaw,
TOBapALM Ha KpUTepUU Ha npunoxerue 1. B Te3u cnyyan, B €KCMNEpPTHOTO CTaHOBMUIE 3aALINKUTENHO ce
. KOMEHTMUPa AMHAMMKATA Ha NPOMEeHUTE B KNWHMYHATa cuMToMaTuka n MPT, nakniousawm nereHeparmsHa gasa Ha
fipoMeHnTe. CTaHOBUILIETO Ce U3AlaBa OT NOCTOSHEH eKCepTeH CbBET NO HEBPOJNIOrusA. F

B U3BBHBONHWUYHATA NOMOLY




Ii. OBLLK NOSTOXEHUA

1. E-npor on ce M3nasa OT nekap cneunanucT no npocgmna Ha 3abonsBaHeTo, M3NBLAHWUTEN Ha Cheuvanuavpata
LIMHCKa MOMOLL| Ha OCHOBaHWE n3naaeH ,AMBYnaTopeH NUCT®, crieq U3fafeHo peLleHne oT cneLmanuanpaHa

LPelleHne Ha cneumanuaupana komucus* no Allp Ne 38 ,,Onpenensme Ha NNaH Ha NeYeHne 1 npocneaaBaHe
'0BOP MpU NALMEHTH, NOMNy4asaLM CKLNOCTPYBALUM NEKapCTBeHU NPOAYKTU Mo peaa Ha un. 78, 7.2 330" 8
uTe YauckeaHua Ha H3OK, kaTo MbPBUAT NPOTOKOS NPW 3ano4YBaHe Ha neveHne 1 NPoTOKONBLT NpU CMAHA

‘Ha E-npotokon ce peanusupa B MeAULIMHCKH codnyep B HacToslmwre M3UCKBAHUA Ca NOCOYEHU He06xonu~wrre
33 u3nasaHe Ha E-npotokon Ha 30/.

Ha E-npoTe " T Ce CKaHupa v npm(atfa Kxum E-npoTokona.
6. MNpn uanasaﬂe ' npomxon no peaa Ha excnepTusata no un.78, 1.2 ot 330, omana HeobxoauMocTTa Aa Ce NPeaoCTaBAT !
CbXpaHst omenne Ne1 u npunoxenue Ne3 oT HactosmTe MsnckeaHua Ha H3OK®, npu cnepuute ycnosust:

noafAMcaHo OT cneumanucT/cneLmManianpanaTa KOMUCUS!, NPy HaNNYNeTO Ha TEKCT B ambynartopHus nucr
ianvsvpana komucnsa“ no Allp Ne 38: Jiuncear uskniouBalwm KpuTepum 3a sanousaHe/npoAvnkaeaHe Ha

M HANUUWETO Ha TeKCT B amBynaTopHus AMCT unu PelleHne Ha cneunanuavpaHa
BROGPEHO NeyeHne C NekapcTBEHNs MPOAYKT, KaTo AeKnapupam, Ye CbM yBEeloMeH

3a p,eﬁcra{ f anus U AaBam MHAPOPMUPAHO CbFNacue chiliata Aa Mu 6bae npunaraxHa“.
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% VISUCKBAHUA HA H3OK NPWU NEYEHWE HA MHOXXECTBEHA CKIIEPO3A C NNEKAPCTBEHW NPOAYKTU MOAVGULIMPALLN XOAA HA BONECTTA
B U3BBHBEONHUYHATA NOMOLY




OPUNOXEHUE 1A

JIUCT 3A ONPERENAHE HA KPUTEPUMUTE NPU U3NABAHE HA NPOTOKONN 3A NPOBEXOAHE HA NEYEHUE HA
BONTHU C MBPBUYHO-NMPONPECUPALLA MHOXECTBEHA CKINEPO3A
(okpenusymab)

‘$a 3an0YBaHe Ha NbLPBU Ky PC (3aABNKUTENTHO € HANUYMETO Ha BCUYKW KpUTepun)
Ho3a “MHOXecTBeHa CKriepo3a” — NbpBUMHO-Tiporpecupauia copma no pesusupaHute ot
o3 2017 r. AWArHOCTUYHN KpUTepun Ha McDonald *2

MarNvTHO-pe3oHaHcHaTa Tomorpacus /MPT/ ¢ KOHTPaCT, AOKA3BAWM Ha/IMuMe Ha Bb3nanuTenta
- 3d-ycuneawm ce T1 neaun Wunu akTMBH(HOBM Unv HapacTeaww) T2 nesum '2
o 5

Aoﬁymemauma noTebpXAaBalLa prrepuwre no npuno;xeuue 1 1 BChukM HeoBXoguMK uscneasanng, CbobpasHo NpuroxexHune 2
oca' € AABHOCT A0 1 roguHa npeau KaHaMAaTCTBaHETO. [pu HanWuue Ha MEAULMHCKA MOTUBALIMA 3a HENMPOBEN@RAHE Ha NMUKBOPHO
3@ HanUuWe Ha onUroKnoHanHy IgG cpakuny, 3a4LMNKITENHO ce BNMCBA B pewwexneTo no Aflp.Ne38)

enuTe Ha (byHKLMOHANHNA HeBponoruueH aedunuur 12

cheKTU U U3KNIoUBaLYM KpUTEPUn nNo Touka I -2

no nokasarenu oT npunara
2 MeaNUMHCKA AOKYMEHTALUS
(MPT ¢ pasHocT a0 6 meceua Kb
KOMEHTMpPa AUHaMUKaTa Ha npoMeHuTe

 Ha TepanuaTa — B petueHneTo no AlMp.Ne38 sagbmxuTenHo ce
3aHe 33 HacToAwaTa Tepanus)

r. MSKHIOHBAU.M KPUTEPUMN (npu 3anoqaaﬂe wnopn npoz:u:mxaaaue Ha nevyeHueTo)

BpemeHHOCT 1 nakrauus

CWITHO MMYHOKOMNPOMETUPAHN MALMEHTH — C MUMDONEHUSA, HeyTPONEHUs:, XunoramarnodynuHeMus
301 c U3BECTHN aKTUBHU 3NOKa4YecTBeHU 3a6onsBaHna

MNpunoxeHue Ha Apyrv uMyHocynpecopu egHospeMerHo ¢ Ocrelizumab

Mporpecusra MyntucokanHa neskoeHuedanonatus

Hanuuve Ha aKTuBHa UHGEKUMA C USKNIOYEHME Ha MNbOUYHA KHpEKUMA Ha HOKTUTE

AKTvBHA XenaTuT B nHekums unu peakTusauusa Ha xenatut B

AxTusHa TyGepkynosa - HoBa UnNu peaktusupaHa

CD4 numdoumntn < 250 mcl

YBenuuapaHe Ha CTeneHTa Ha dyHKUMOHaneH HesponorudeH aecuumt ¢ 1 1. no Kurtzke 3a nepuop ot eanHa
roauHa.

11. [octuraxe Ha cTeneH Ha MHBanuausauus 5 6 no ckanara Ha Kurtzke

SOONDO RN,

e
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12. Jocturane o Bb3pacT 59 roanHu v NUNca Ha akTMBHOCT Ha 3a60NABaHETO NPe3 NOCNeAHUTE 2 roANHN

NPUNOXEHUE 1B

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU U3OABAHE HA NMPOTOKOSN 3A NPOBEXAAHE HA NEMEHUE HA
BOINHU C NPUCTBNHO-PEMUTEHTHA MHOXXECTBEHA CKINEPO3A
_(uHmepgbepoH 6ema, nezunupax uHmepghepoH bema, enamupamep auemam, mepugTyHOMuUd,

OumemunhyMapam, GHPOREHIHEAhrepeat)

ﬁ?nouaane Ha MbPBU KYPC (3aABINKUTENHO € HANUMMETO Ha BCUMMKU KPpUTEpUH)

1 C “MHoxecTBeHa cknepoz2a” ~ npucmnuo-pemmen‘rna <hbopma no pesusupaHuTe 0T Tompson
u 7. 1. ANarHocTU4Hu kputepiu Ha McDonald 2
2 it THO-pe3oHaHCcHaTa Tomorpacdus /MPT/, nokpusawmu Kpurepuwre yTBbpAeHu or EBponenckarta
ME poBa nscnenoBsarencka Mpexa 1.2
3 | Ng WarHo3aTa AaHHN OT M3CNeABaHe Ha eBOKNPaHU CITYXOBY U 3pUTEeNHW noTeHumanu'?
z o
4 | A MpaHn NpucTLNA Npes NogHéanaTa roauHa 12
5 |C chyskumoHaneH HeBponoruy MY Bo 4 5 1. no Kurtzke 12
6 | N HO uﬁgnep.aaue C Hanuuune Ha onu 1y IgG cppakumm 12
7 1n Ha U3KMIOYBALLM KPUTEPUM NO TOuKa E 12
" peweHn ha gﬁeuuanusupaua KOMMCHS C 0Tpa3eHa ckana Ha CUMATOMAaTUKaTa u ouexka no Kurtizke
2 Mep,uu Ka A OKYMEHTaLNS, NOTBLPXKAABALA KDUTEPUNTE NO-MIPUItoXeHue 1 n Bcuyky HeoGxoanmu uscneasanuns, cbobpasHo npunoxenne 2
(Uscneas; f‘l AABHOCT A0 1 ToguHa npe HANAATCTBAHETO. [JOKYMEHTMPEHUTE NPUCTBNM C eNUKPU3M 3aABNKUTENHO Aa
CbAbPKAT U ”‘“"'npose.qeno neveHue ¢ epouan B 403a oT 500 40 1000 mr AHeBHO 3a Cpok oT 3 A0 5 AHW.) Mpu Hanu4me
Ha eAVH KIUHI bkuTenHo MPT uscne, KOHTPACT 3a |0KA3BaHE Ha AUCEMUHALWS BLE BPEMETO CbIMACHO HOBUTE KPUTEPUN

Ha EBponeﬁckai'a uHoroqem'posa nacneaosarencka Mpexa mm MPT unscneaBaHe ¢ KOHTPacT 63 akTWBHYM nnakv ¥ MKBOP C onuroknoHanyu IgG
pakumn. ) .

‘ f;epanuﬂTa npyu BCexku nocneasaul NpoTokon (3apBLMKUTENHO € HaNUYUeTO Ha

1| Jlunca wanose ; 104 OT eAHa roguHa 2
ke ; H HAAHNA HeBposioruyeH aeduumt "2
3 | Nunca ha cTpauusHK | A R3K 'KpuTepum no Touxa E 12

“ﬂ éo‘rpaaeua eeKTUBHOCT NO NokasaTeny oT NPUNaraHoTo neveHune

Lija KPWTEPUHTE 1O NPUROXeHKue 1 1 BCUUKN HEOBXOANMY n3cnejeanus, cvobpas3Ho npunoxeHue 2
eTuﬂd)Mpa? w Qvpoxcumen ¢ymapar Aa Ce OUEHAT 3aALAKUTENHO NICNEABAHUATA Ha YPeR, KpeaTUHUH v
HUETO. '

B. Kputepuu 3a np 4-ropMiieH Kypc (3agbmKMTENHO € HanuuueTo Ha
BCUYKK KpUTEpUK)

1 | Flunca Ha aKTMBHM NNaku

oHTpact 2

2 | Nunca Ha noBeye OT YeTUPH NPK

3 | 3apgbpxane Ha by HKLUMOHANHUS Hesponoruqeu ned)m.wrr 12

4 | Nunca Ha cTPaHNYHK eheKTH M U3KIOHBALUM KPUTEpUK No Tovka E 12

* pewieHne no AlMp.Ne38 Ha cneuvanuspaHa KOMUCHA C OTpaseHa eheKTUBHOCT No nokasaTenu OT NPpUaraHoTo neveHue

2 MeANLIMHCKA AOKYMEHTaLMS, NOTBLPKAABALLA KPUTEPUUTE NO NPUNoXeHue 1 1 BCUIKM HeobX0AUMM W3CNeaBaHus, CbobpasHo Npunoxexue 2
(MPT c aaBHOCT 30 6 meceLia KbM aataTta Ha KaHAWAATCTBaHe 3a NpoAbikaBaHe Ha TepanuATa — B peweHneTo no Allp.Ne38 3aabMKUTENHO Ce
KOMEHTHPa AUHAMMUKATA Ha NPOMEHUTE B CPaBHEHWEe C U3XOAHOTO U3CNEABAHE 3a HACTOALATa Tepanus)

',—l\ 8
n’ s VISUCKBAHUA HA H30K NPU NEYEHWE HA MHOXXECTBEHA CKNEPO3A C NIEKAPCTBEHW NPOAYKTA MOAUSULIMPALLIN XOJA HA BONTECTTA
® B U3BBHBEOAHUUHATA NOMOLL



NPUNOXEHUE 16

. Kpurepun 3a npoab/mkaBaHe Ha TepanusaTa cnef 3asbplueH 6-roguuieH Kypc, cnep 3sasbpuieH 12-roguwen Kype v
Ha BCeKM 3 roavHu cnep 3aBbplueH 12-roguiueH Kype (3aAbMKUTENHO € HaNnUYMeTo Ha BCUUYKU KpUTepum)

1| Nunca Ha HOBY NNakM 1 nporpecust Ha aaHHuTe ot MPT 12

2 | NMunca Ha NoBeye OT ABa NPUCTBLNA 3a NOCNIEAHNTE 2 rOAUHN 12

3 2 3 12 by HKUMOHaNHMA HeBponoruyeH aepuumr 2 |

OT NOCTOAAHEH €KCNepPTeH CLBET Mo HeBPONOruA, peweHne Ha cneynanuvpaHa KOMMcCus C OTpa3eHa e(t)el(TMBHOCT
aHOTO neveHue

‘fa npemuHaBaHe Ha TePanus OT €AUH KbM APYT NekapcTBeH NPOAYKT OF MbPBa NMHNS (3aAbIKUTeSHO
r ep@uﬂ n KpuTepwi 1 ulunu 2)

1| Ha oTMPT '2
2 fn {0 ABa NPUCTBNA 3a eAHa roauHa u/unwn yeenuyerne Ha EDSS)
1.2

H@ CTPaHNuHN echeKTH U N3KIIoUBALWN KPUTePUM No Touka E *2

pemeuﬁ chneuuanuaupaua KOMMUCMS C OTpaseHa echeKTUBHOCT N0 NOKA3aTeNy OT NPUNAraHoTO NejeHue
2 MeANLIMHCKE AOKYMEHTaLUS, NOTBLPXAABALLA KDUTEPUNTE pUnoKeHue 1 v BCHUKM ﬂeeﬁxo.qumn w3cneasaHms, caospaauo npunoxexue 2

KOMEHTMpPa AWHE)
3aALMKUTOANG AA xta'r nn(bopuauuﬂ OTHOCHO nposené 0 nevueHne C KOPTUKOCTeponuaK B A03a OT 500 2o 1000 mr pHeBHO 3a cpok 0T 3 A0 5
BHW.)

A KPVITEPMM (npu 3anoyBaHe ¥ Npu NPoAbLIKaBaHe Ha rneYeHueTo)
: a (C n3knueHne Ha nauueHTV ¢ 6Lp3 xoa Ha nporpecus 3a Interferon beta-1b)

} #ijWA 40 03pABABAHE; TEXKM UMYHOAEDUUNTHI CbCTORHWUA
m*ra‘gpgéﬂa -nporpecusHa myntudokanHa neskoeHuedanonatus(NMJ)
BHTW C aKTUBHM OCTPU UMM XPOHWYHU UHEKUMU(xenaTut,
Ha ‘numcoumnture <0.5x10°/1); efHOBPEMEHHO NPUNoXeHUe Ha
0 WK CUCTEMHO)
Ha XUBM BaKCUHU

11. 3a Dimethyt
Ty6epkynosa); ng
ApYFr1 NPOU3BOAHU

12. 3a Dimethyl fumarate

13. CepurosHu CTpaHnHK peakuuit oT ne%tme‘ro

14. BkniousaHe Ha 30/1 B KNMHWYHO NPOyYBaHE

15. Mpuapyxasalm XpoHWUYHN 3abONABaHUR, KOUTO CKbCABAT MPOABLIMKUTENHOCTTA Ha XWBOTa (ankoxonuabm,
JEMEHLMA, ICUX03U, 3NOKAYECTBEHN HOBOOBPAa3yBaHusl, KOUTO He Ca B PEMUCHA)

16. [octurane Ao Bb3pacT 59 rofMHM U NIWNCA Ha aKTUBHOCT Ha 3abonABaHeTo Npes nocneaHuTe 2 roauH

17. TpoeexaaHo neveHne CLC CTBONOBU KNETKN

18. He no-manko oT neT roauHy cnep NpoBeAeHa eHjoBackynapHa Tepanus (BeHO3Ha MO3bYHA aHruonnacruka unu
cTreHTUpaHe), cbrn.BALNMC, aekemepu 2011r.
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NPUNOXEHUE 1B

NUCT 3A ONPEOERAHE HA KPUTEPUUTE NPY U3AABAHE HA NPOTOKONM 3A NPOBEXAAHE HA NEYEHUE HA
BOJMHU C NPUCTLNHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A

(Oumemunchymapam, ¢huHa0numMod, Hamanusymab, okpenudymab, knadpubuH, anemmy3ymad, noHecumoo,
oghamymymab)

naﬁldpnaaue BbL3IMOXHOCTUTE Ha NOHEe ABa MEeAWKaAMEeHTa OT NbpBa NUHUA, MOXe Na ce NpeMUHe KbM Te3u OT BTopa

3@ :3anoyBaHe Ha NLPBW KypC REevYeHue C NeKapCTBeH NPOAYKT OT BTOPA NUHUSA (3aQbiMKUTENHO €
mTEepun)

MEeHTUPaHU NPUCTBNA 3a NPEAX0oAHATA FOAWHA Ha NEYeHUe C NeKkapcTBEHN NPOAYKTU OT Nbpea

€ Ha HeBPONOrMyHUS aecuvunt no Kurtzke '2

UBHM NNAKN U nporpecusi Ha aaxHuTte ot MPT ¢ koHTpacT *2
HKLIMOHanNeH HeBponoruyeH aeduunt o 4 5 1. no Kurtzke 12

I04Baly KpUTepuu no Touka [ 2

3MpAHA KOMUCHS C 0TPa3eHa CKafa Ha CUMNTOMATUKATA W OUeHKa Nno Kurtzke. lokymeHTUpaH1Te NpUCTBLNN C ENUKPU3K
BHLPKET MHCHOPMaLUUSR OTHOCHO NPOE e ﬁeﬂeweuue C KOpTUKOCTeponau B 4o3a ot 500 go 1000 Mr AHEeBHO 3a cpok oT 3 A0 5

‘ Men’raum NOTBBLPKAABALLA KPUTEPH 0. TpMNoXeHne 1 u BCUUKM HeoBXxoauMM nscnesBaHus, CbobpasHc npunoxexue 2
ICT C.AaBHOCT 40 6 Meceua - B peuJeHMm #i0 ATlp.Ne38 33 ALMKUTENHO Ce KOMEHTNPA ANHAMMKATA HA NPOMEHWUTE B8 CPaBHeHue C
MPT uscneseaHe npes nocneaHuTe 12'meceya)

q)wmuuonaneu HeBponoruyeH geduuut ce onpenenﬂ eAnH Mecel cnen AOKYMEHTUpaH NpUcTLN.

heKTH Y U3KMNIoUBALM KpUTEpun No Touka E '

a KOMUCUS C OTpa3eHa echeKTUBHOCT MO NOKa3aTeNM OT NIPUNaraHoTo NeyeHue
i XPUTEPUUTE NO NPUITOKEHUE 1 U BCUKM HEOBXOANMM MICNeABaHNs, ChobpasHo NpunoxeHue 2

Ha 3 mecey
Mpw xaHana
30N, kouto 4 !
aHTuTenara Ha' ; BaHe C KOHTPacT Ha BCceKn 12 meceua.

30N, xouTo ca’ non BARA M . HmeTo ¢ Hatanuaymab cnes npoBeaeH ABYrOAVILEH TEPANEBTUYEH KyPC CaMO aKo NON3UTE HagBULWaBaT
puckoseTe. HeoBXaamy He C xompam' npacnemaaue Ha JCV aHTuTena Ha sceku 6 meceua.

Mpu NbpBO 1 nopeam'\ HE) ; wAneMTY3yMab ca 3aabiKUTENHU U3CNeqBaruaTa B npunoxenme 2, Tabnuua 2.

B. Kpurepw

fATa cnen 3aB'bpumH 4-ropmilien Kypc — 3a HaTanuaymat, dmHronumon,
aMMmeTundymapar, ATk

THKMTENTHO € HaNM4YMeTo Ha BCUYKU KpuTepun)

1 | Nunca Ha akTUBHI

2 | Nunca Ha noseve OT YETMPK NP}

3 | 3apbpxate Ha dyHKUMO!

4 | Nunca Ha cTpaHnuHK edbexTH W

1 eKcnepTHO CTaHOBMIILE OT NOCTOAHEH exkcnepr 9, POLIGHME Ha CNeuUannM3upaHa KOMUCURA C 0TPaseHa etheKTUBHOCT
no nokasaTtenu OT NPUNAraHoTo nevexHne

2 MeANLIMHCKA AOKYMEHTALWA, NOTBLPXKAABALLA KPUTEPUUTE NO NPUIOXKEHUE 1 1 BCUMKM HEOBXOANMY W3CneasaHus, CbobpasHo Npunoxenue 2
(MPT ¢ pasHOCT A0 6 Meceua KbM AaTaTa Ha KaHAWAATCTEaHe 33 NPOAbMKaBaHe Ha TepanuaTa — B pelweHueTo no Alp.Ne38 sapbmkuTento ce

KOMEHTUPA AMHAMUKaTa Ha NPOMEHUTE B CpaBHEHUEe C M3XOAHOTO u3cneaBaHe 3a HacToslaTa Tepanus)
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OPUNOXEHWUE 1B

. Kputepuu 3a npoabMxaBaHe Ha TepanuATa cnea 3aBbplueH 6-roamileH Kypc, cneq 3asbplueH 12-roauweH Kype 1
Ha BCEKK 3 roanHn cnep 3aBbplueH 12-roaviueH Kypce - 3a Hatanuaymabt, douHronumon, aumetundymapar, okpenusymab,
noHecumopn u odatyMyMab (3aABLIDKUTENIHO € HANUYUETO Ha BCUYKU KpUTepuu)

1 | Nunca Ha HOBM NNaku ¥ Nporpecus Ha aaxHuTe oT MPT ¢ koHTpacT 12

2 | flunca Ha noBeue OT ABa NPUCTBNA 3a NOCNEAHNTE 2 roAnHN 12
3 | 3agbpxane Ha (yHKUUOHANHUS HEBPONOruyeH aecuumt *2
4 | Nunca Ha cTpaHNuHK eheKTU N U3KIIOYBALLM KPUTEPUK NO Touka E 12

lekcnepr] I0BMile OT NOCTOAHEH KCNepTeH CheeT NO HEBPONOTUA, pellieHke Ha CeLUani3MpaHa KOMUCHA C OTpaseHa edeKTMBHOCT
no NoKaag Ilpunaranoro neuexHue

BHTAUMA, NOTBLPKAABALLA KpUTEPUUTE NO NpUNoXeHue 1 1 BCU4KK HeobXxo4uMK U3cneaBaHus, CbobpasHo npunoxexue 2
‘Meceya KbM AaTaTa Ha kaHAWAATCTBaHe 3a NPoALMKaBaHe Ha TepanuaTa — & peluenneTo no Allp.Ne38 sagbmiutenHo ce
KOMEHTUQ Hd NPOMEHNTE B CPABHEHUE C M3XOAHOTO U3CNeABaHe 3a HacToswara repanus)

MUHaBaHe Ha Tepanusa OT eAUH KbM APYT NIeKAPCTBEH NPOAYKT OT BTOPA SIMHUA (3aABIMKUTENHO
€ Hanu K pvn 3 1 4 u kputepun 1 w/unu 2)

‘Ha HOBM NNaKM W Nporpecus Ha ganwiite or MPT 12
KrHMYHa eheKTUBHOCT OT NeHeHWETO (0 ABa NPUCTLNA 33 eAHa roguHa Wunu ysenuyeHne Ha

OA Ha_M34ucTBaHe 2

MW edexTu U usmmqsmmmepun no Touka E '?
efupana KOMUCKHA
auna, NOTBbLPXAaBalla KPMTGW ﬂO npunoxeHune 1 ¥ BCUYKKM HeOﬁXOﬂ,VIMM unicneaBanuni, c1=06pa3Ho npunoXxexue 2

yre nﬁucn:nu C ENUKPN3K 334 BIKNTENHO A CHABPKAT MHAOPMALIMA OTHOCHO NPOBEAEHO NeYeHNe C KOPTUKOCTEPOUAN B A033 OT
AHeBHO 3a Cpok OT 3 40 5 AHU.

KPVITEPVIM (npu 3anoqaaue»su npu nponbnmaaaue Ha neveHueTo)
HG-NiporpeavenTHa dopma Ha Gonecrra
OKyMEHTUPaHN NPUCTENA 32 nepuoa oT 1 roanHa Ha oHa Ha neyeHne C NekapcTeeH NpoayKT ot

chanonarus

KUMKW — Xxenatut, Ty6epkynosa

i 6a3aNHOKNETHYEH KAPLIMHOM

3abonseave

TOpa creneH Tun Meobuu 2 unv no-sucoka creneH AV 6nok,cuHapom Ha GonHua
supagyeH 6rok,aHamHesa 3a cumnTomaTuuHa Opaawkapaust unu noeTapsil ce
UTenHo yabrkasake Ha QT uxTepBana(c > 470 ms npu xexn 1 > 450 ms npn Mbxe)
ATMWYHM nieKapcTseHu npogyktn knac la (chinidine, disopyramide) nnu knac Hi
,0eTa . ONoKepu,NoHKaBalM  CbpaedHata udectota Onokepu Ha Kanuueeute  KaHanm
ne) WK ApYrM BELLECTBa,KOUTO MOTaT Aa NOHWKAT CbpaeuHaTa uyectota (digoxin,
ilocarpine)

ocnenHuTe 6 Meceua ca npeTbpneni uHgapkT Ha Muokapaa, HecTabunHa
araxa auueﬂm € [IEKOMMEHCcUpaKa cbpaeyHa HegoctaTbyHocT knac il
AV snm TpeTa CTerieH nn CHHAPOM Ha 6ONHWMA CUHYCOB Bb3ern, OCBeH
neﬁmeﬁxbp

HHO npunoxeume Ha Apyrv NPOU3BOAHW Ha hymapoBaTa KucenuHa(nokanHo wnu

12.

CUCTEMHO)

14. 3a Alemtuzumab — aHamHe:

15. 3a Dimethyl fumarate, Cladribine;"A
BAKCUHMN

16. 3a Cladribine, Alemtuzumab n Ocrelizumab — uHbekumus ¢ YoBeLwkns MyHoaeduumTeH supyc (HIV)

17. 3a Ocrelizumab - CD4 numdouutn < 250 mcl

18. 32 Ofatumumab - CURNHO MMYHOKOMNPOMETUPaHM NauWeHT (Hanp. C  NUMMAONEHNs,  HeyTponeHus,
xunoramarnobynuHemMus), eAHOBPEMEHHO NPUMNOXEHUe Ha ApYri UMyHOCYNpecopu

19. HekoHTponupaHa XunepToHna

20. XpoxuuHa obcTpykTMBHa Genogpobha 6onect

21. benoppobna ¢punbposa

22. CBpbXYyBCTBUTEMHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HAKOE OT NOMOUHUTE BELLecTBa

23. BkniousaHe Ha 30J1 B KNUHWYHO NpoyuBaHe

24. [leua v 10HOLWM HA Bb3PAacT nog 18 roguHu, ¢ nskniodeHne Ha Fingolimod.

25. [ocTturaHe Ao Bb3pacT 59 roavHu v nunca Ha akTUBHOCT Ha 3a6onABaHeTo Npes nocrneaHuTe 2 roanHN

26. [octuraHe Ha nHieanuaHocT no Kurtzke § 6

FIpEKapaH MUOKapaeH UHaPKT, IPUEM Ha aHTUKOArynaHTm
umab ' Ofatumumab — egHOBPEMEHHO NPUNOXEHUe Ha XKUBU
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OPUNOXEHWE 1T
NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU USAABAHE HA MPOTOKONN 3A NPOBEXIAHE HA NEYEHUE HA

BONHU C BTOPUYHO-NMPOTPECUPALLA MHOXECTBEHA CKNEPO3A
(cunorumod)

A. Kputepum 3a 3anoyBaHe Ha MbPBU KYPC (3aALIMKUTENHO € HaNMYUeTO Ha BCUYKU KpUTEepun)

1 CurypHa gmMarHo3a “MHoxecTBeHa cknepo3a” no pesusnpaHuTe ot Tompson u CuTp. npes 2017 r. AnarHocTUYHU
kputepun Ha McDonald 12
2 | Npg KWTENHOCT Ha NPOrpecunTa oT 6 MeceLa,BKIHOUMTENHO U TNIACbYHI BrioWwaBaHus Ha 3abonssareTo '2
3 |C KUMOHaneH HeBponoruueH aeduuut ao 5 7. no Kurizke 2
4 it FHUTHO-pe3OoHaHCHaTa Tomorpacdma /MPT/ ¢ KOHTpacT, AOKa3BalM HanNU4Yue Ha Bb3NanUTenHa
aK 3d-younsawwm ce T1 nesun wunu akTueru(HosW nnu Hapacteawm) T2 nesum '2
5 |HK aHTuTena cpewy VZV 12
6 [T aBave 3a onpeaensHe reHotuna no CYP2CY '2
7 | K odranmoror 12 -
8 | K ¢ kapauonor 12
9 (N louBaLuyM Kputepmu no Touka N 2
1 ekcnep fille OTTOCTOAHEH @KCNepTeH CLBET N0 HeBPONOIUA, PelieHne Ha CneuuanuaupaHa KOMUCHS C OTpaseHa ckana Ha
CAMNTOM HKa b Kurtzke
2 mepuum eHTalMA, NOTBBPXAaBALA xpvrrepum rlo ApUIIOXeHNe 1 1 BCUYKN HeOBXOAUMY u3cneaBaHus, cwobpasHo npunoxexHue 2
(MPT c k P'c Aaﬁ-uom' AC 1roauHa npeau KaHAu.an HETO: nacneasaHe 3a aHTUTeNa cpelly VZV; reHeTudHO U3CneaBaHe 3a onpeaensHe
reHoTuna 2(;9‘ KOHCYNTauun ¢ ochTanmonor u xapmno
d,v
b K u;epuu 3a npoabMmkaBaHe Ha TepanusTa NPy BCeKU NOCeABall POTOKON (3aALMNXUTENTHO e HANUYMeTO Ha
BCW'IKH p wrepuu)

43 paua KOMWCHA C OTpaseHa eq:emlamocr N0 noKasaTenu oT NPUAATaHOTO fedeHue

R, NOTBLPKAABALLA KPUTEPUUTE NO NPUNIOKEHUE 1 1 BCUUKKA HEOOXOAUMU HICTIEABAHUS, cbo6pasHo npunoxeHue 2
BaHe 3a NPoAbIKaBaHe Ha TepanuAaTa CbC CHI’IOHMMOA Ad Ce NpUNoXKaT KOHCynTauua ot OQ)TBJ'IMOHOI' ¥ OpUruHanKa 6naHka

epun)
HHUTE OT MPT 12
AtmTe 2 ropnsn 12

AYeH nedmum 12

2 mepuuUMHCKa AOKY
(MPT c paBHOCT A0 6 Mé
KOMEHTHPA AMHAMUKATA |

nparcreane sa npom»nxtaaaue Ha TepanuaTa — B peLLeHneTo no Allp.Ne38 3agbmkuTenHo ce
c uaxoaum‘o uanneAaaHe 3a HacTosllaTa Tepanus)

T. VI3KJ1I0'~IBALLIM KaBaHe Ha feveHneTo)

NauneHTn ¢ UMyHOZEDH xe.qému UMyHOCYNpecvBHa Tepanvs

AHaMHe3a 3a NPorpecuB DOK Ha nasmenued)anonamﬂ VN KPUMTOKOKOB MEHUHIUT

30J1 ¢ M3BECTHU aKTUBHM 3NOKauecTBOHK 3a6onABaHNA

Texka cTeneH Ha YepHoApPoBHO yBpexaaHe(knac C no Child- Plugh) -

MauneHTn, KOUTO B NPeaXoaHUTe 6 Meceua ca UManu MUokapaeH WHapkT, HecTabunHa CTeHokapAus, MO3bLYeH
MHCYNT/NPEXOAHA NCXEMUYHA aTaka, AeKOMNEHCMpaHa CbpAeyHa HeA0CTaTLYHOCT(M3UCKBALLA BONHNYHO NneveHve)
unu cbpaeyHa HeaocTaTbyHoCT knac 1 / 1V no NYHA

MauweHTU C aHaMHe3a 3a BTOpa cTeneH aTpuoBeHTpukynapek (AV) 6nok Mobitz Tun Ii, AV 6nok oT TpeTa cTeneH,
cuHoaTpuaneH chpaeyveH 610K U CUHAPOM Ha GOMHWUS CUHOCOB BB3EN, aKo He € NOCTaBeH NeMCMenkbp

7. MaunenTty xomosurotHn no CYP2C9*3 (CYP2C9*3*3) renotun (cnabn metabonusartopm)

8. BpeMeHHOCT UK XeHW, KOUTO He n3nonseat eeKTUBHA KOHTpauenums

9. [locTurane Ha cTeneH Ha UHBanNuAu3auus 6 no ckanata Ha Kurtzke

10. Jocrurane Ao BL3pacT 59 roauHN N NUNCA HA aKTMBHOCT Ha 3abonaBaHeTo Npes nocneaxuTe 2 roANHN

11. MNpeaxoaHo nevenune ¢ Alemtuzumab

QP WN S
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NPUNOXEHUE 2
I. NEMEBHO-AWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHU NPOAYKTW, BknioveHu B MNMpunoxenue 1 Ha MNNC, kouro H3O0K 3annawa 8 cxLorBeTCTBUE C
AecTBaWuTe HOPMATUBHN AOKYMEHTH.

Ta6nuua 1
INN MKE OrPAHUMEHUA
" nuua Haa 16 roauHun
G35 =  nuua Haa 2 roavHn — camo 3a Rebif
G35 v =  nuua Hag 16 rogvnn
G35 { = nuua Hap 18 rognHn
' G 35 *  nvua Hag 18 roamHun
G35 =  nuua Hap 12 ropuHu ¢ Terno Hag 40 kr
G 35 | *  nuua Haa 48 12 ropwnu ¢ Terno Hap 40 kr
G35 = fauMua Hag 18 roanHu
‘G 35 =  nuua Hag 18 roanHu
\ G 35 v . nuua Haa 18 roauHm
f G35 | = rwmua Hap 18 roavhu
G35 =  nuua Hap 18 roavkn
G35 » - nuvua Hag 18 roanHu
G35 * _Auna-Hag-18-roauHu
G35 *  nuua Hap 18 roauHu
G35 *  nuvua Hag 18 roamHun

FUMARATE n OFATUMUMARB npe3s nbpeis mecel ce NpoBexaa ¢ TMTpupaia [o3a.
poOBeXAd npe3 Nupeute 5 AnK; 33 DIROXIMEL FUMARATE - npes-nupaure-7-8H4, 2 33

JleyeHueTo ¢ T Y
PONESIMOD -

| UME: el [ [ [ [ [ I 1 [ [ ]
Tabnuua 2
U3CNEABAHWUA n KOHCYNTA n3xXonHU | HA 6 MECELIA HA 12 MECELIA
CTteneH Ha (hyHKUMOHaNeH HesponoruyeH Aed v v v
MocnegeH npucTsn v v v
MarHuTHo-pe3oHaHcHaTa Tomorpadpus /MPT/ ¢ koHTpacT v
NKK ¢ AKK( 3a alemtuzumab — exemeceueH koHTpPon A0 48 meceua cneg v v v
nocneaHara uHysus)
CD4 numdouuTy (camo 3a ocrelizumab) v v v
CRP B unposo napaxenue v v v
TSH( 3a interferon beta-1a, interferon beta-1b n camo 3a alemtuzumab — koHTpON v npn abHOPMHO
Ha Bcekn 3 Meceua A0 48 meceua cnej nocneaHara nHaysus)) MU3XOOHO HUBO
3a IFN-18
ASAT(He 3a glatiramer acetate) v v v
ALAT(He 3a glatiramer acetate) v v v
Ypes (He 3a glatiramer acetate) v v v
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KpeaTuHuH (He 3a glatiramer acetate) ( 3a alemtuzumab — exemeceueH KOHTPON A0 v v v
48 mecela cneg nocneaHara nHdysus)
Bunnpybwh (3a dimethyl fumarate, dicoxirel-fumarate, BCUYKN nekapcTeBeHU v v v
NPOAYKTU OT BTOpa NuHKs 1 siponimod)
YpuHa - 6entok u ceaumeHT( 3a alemtuzumab - exemMeceyeH koHTpos A0 48 v v v
Meceua cneg nocnepHara uHdysus)
KoHcynTauua cneuvanmct ouHu 6onecru(sa fingolimod, ponesimod u siponimod) v
KoncynTauua cneuvanuct kapauonor(sa fingolimod, ponesimod # siponimod) v
EKF moHuTOopupaHe fo 6 yac npu 3ano4BaHe Ha TepanuaTta (3a fingolimod u v
ponesimod)
Cupaeunabpekaetumna(camo 3a glatiramer acetate) v v v
CKpuHK B v C (3a cladribine, ocrelizumab, ofatumumab u no npeuenka v v v
3aocra frepa nvHUR) ( 3a alemtuzumab ~KOHTpoON A0 48 Meceua cneg
nocneank 3a ocrelizumab, ofatumumab no npeueHka Ha 6 u 12
meceua
CkpuHK {3a cladribine,alemtuzumab, ocrelizumab, ofatumumab u v v v
no npe! WTe OT BTOpa NINHUS)
CKpuHm zumab, ofatumumab u no npeueHka 3a ocraHanuTe ot v v v
BTOpa ab, ofatumumab no npeueHka Ha 6 1 12 meceua)
CKputn pELIEHKA)
Antute. 3a fingolimod, cladribine, alemtuzumab, ponesimod u v
| siponim
[ AnTuTe f{camo 3a alemtuzumab) v
AHTHTE. /(3a natalizumab) » v
aHe- 3a onpeaensHe Ha reHol no CYP2C9(camo 3a v
ﬂee%vﬁpama CNyXOBW W 3pUTENHN NOT ©amo 3a nekapeTeeHn v
; pBE JINHUS)
NvksopHd Uicnessane( 3a ocrelizumab npu ﬂ'prVNHO nporpecupaum nauueHTy, a v
3a 3ano4BaHe € NeKapCTBEHWU NPOAYKTH OT MbPBA MIMHUA NPY HEOBXOAMMOCT 33
nojkpena Ha AuarHosaTa)

NWS NO NPOTOKOS 3a4bIMKUTEITHO ce Cbobpa3nBaT BL3PACTOBUTE OrpaHNYeHnsl, CbINAacHo KpaTkarta
usa nexapcnaen NpoAaykT, yTebpaeHa no peaa Ha 3TNXM.

AKCMMATHO paspeLLeHUTe No kPaTka XapakTepucTuka Ha npop,yKTa
@)XenaHa nekapcTBeHa peakuus, nekapst yseaomasa UAJ1 no peaa Ha un.

Eksemnnsap Ha xé
TepaneBTUHHUA O
€ OCHOBaHue 3a
HaCTONHUK/pUeMeH
nexapsi/komucunaTa.
7. Mpu usnaeaxe Ha E-npo’
cbxpaHsBar npunoxeHue Net i’
8. WspasaneTo Ha E-npoTokon ce /cbsmecmm YkazaHua 3a pabota ¢ nopaaeH rno enekTpoHeH
nuT npovokon 1A/IBAC (e-npoTokon)®, wexay. Haﬂmmnﬁara mbaaﬂoocurypmenua kaca u Bbnrapckv nekapcku cbio3 3a
npunaraHe Ha HaumoHanK1s paMKoB JOrOBOP 38 MEAULIMHCKUTE JEAHOCTH.

Hacmoswume usuckeaHus ca ymebpdeHu om ynpasumens Ha H30K cned PeweHue Ne P[-HC-04-............... Y S 20242.
Ha Had3opHus cbeem Ha H30K u npedeapumenHo cbanacysane ¢ BJIC, Ha ocHosarue 4n.52, an.8 eve ep. ¢ an.6 om lpasunHuka
3a ycmpolicmeomo u deiiHocmma Ha HayuoHanHama 30pasHoocuaypumenna Kkaca. MsuckeaHusma enusam e cuna om damama
Ha o6HapodeaHemo uMm e  JlbpxaseH eecmHuK” u ommeHam Gelicmeaujume U3ucKkeaHus, & cuna om 25.08.20232. Ha ocHO8aHUe
pewerue Ne PL-HC-04-56/11.08.20232.
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NPUNTIOXEHUE 3

BEKNAPALIUS 3A UHOOPMUPAHO CBIMMACUE C N3UCKBAHWUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

8aro3HaX C usnaTa MU MPefocTaseHa WHGopMauuMst U UenTa Ha feyeHueTo C  fleKapcTBeHns

cneg
npoAayKT;, Coseeeseentriseeare e s eetn e b eebebeateeh s e b e an s s esearatane e eeeerr e ereeabesne e et anenes ¥ cnej KaTo NONyunx usyepnaTenHu OTroBOpU Ha
nocraee r BNPOE, Aeknapupam ye:
/ 4 Beritin i .
1. CreaHMTE NeT rTOAVHU MU € NPOBEJKABHO WHBA3NBHO NEYeHne - BEHO3HA MO3bYHa BanoHHa aHruonnacTuka unm
paxe.
AA HE

2. - .M-APOBOAHN HapyLeHNs. .

3 5i/a xepnec 30cTep eHLeanu.

4 pPbUaHaTa MM CXeMa Ha NedeHne 1t NEPUOANYHOCT Ha KOHTPONHUTE nperneau.

5 aM Ha KOHTPOMHW NPernean U HAMa Aa NPOMEHsAM CaMOBONHO MM NOA APYro BHyLUEHNe HasHayeHarta

6. 0 NO NPUMMHM, HENPOM3TUYALLIM OT peleHueTo Ha Komucunta 3a ekcneptusu 8 P3OK

30, Wwe yBeaoMs HezabaBHO NUUHNS Ch Nnekap.
7. OBYR NEYEHNETO MU C YNOMEHATUS NeKapCTBEH NPOAYKT we 6bae NPeKpaTeHo 1 HAMa

15

LN
%4 VIBUCKBAHWMA HA H3OK NP NEYEHWE HA MHOXKECTBEHA CKINEPOSA C NEKAPCTBEHW NMPOLYKTU MOAUOULINPALLIL XOOA HA BONECTTA
& B U3BBHBONHUYHATA NOMOL



HAUMU: S A S[PABHOOCUTYPUTENHA

6 /L0610,

MHOTONPOGIIIHA BOJHMIA 3A AKTHBHO JIEMEHHE B0 HEBPOJIOTHY SiEAXuATPHA

“CBETH HAYM”
AKPEAMTHPAHA YHUBEPCUTETCKA BOJIHAIIA
Coun 1113, ya. "a-p Jliobient Pyces™ o 1., ven (02) 9702 300 (212); 0336766068, daxc (02) 8709309;
MULTIPROFILE HOSPITAL FOR ?m%% NEUROLOGY AND PSYCHIATRY
“ST. NAUM™
ACCREDITED UNIVERSITY HOSPITAL

1113 Sefia, 1, Louben Roussev sir.; tel: +339 (2) 9702 300 (222); 0886766068, fax: +359 (2) 8709309;
: E-mail: ebalup@synaum com
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7. KILM apxm{

IPEUIOKEHHE

ot Excnepruns cnBer no HepBun Gonecr
\

OTHOCHO: Msuckeamms sa H30K npu negeHwe Ha MHOXecTBeHa ckibposa ¢
NCKapCTBCHH HPOAYKTH, MOAHHIEpaIIH X0Aa Ha 60/ecTTa B H3BBHOOTHUYHATA TOMOIIL,

Ysaxaemn npog. Maspos,

C Hacrosiero, GHX HCKan Ja npejocTass Ha Bamero BHHMaHHe NpEUIOXEHHE OT

- Excriepriins chBet 10 HepBHH 60/eCTH 32 IPOMSHA Ha KPHTEPHHTE [IPH H3/ABAHE HA IPOTOKOJH

3a NpoBeKIaHE Ha JICUeHHE HA GONHHA C TIPHECTHIIHO—-PEMHTEHTHA M ITHPBHYHO-NIPOrpecHpaina

- MHOXECTBEHA CKJIepo3a:

1. B wacr A. Kpurepun 3a 3anousaHe Ha IHDBH Kypc, Touka 4. cTeneH Ha
dynxuvonsanes Hesponorwyen sedmumT a0 4 13 Gee NPOMEHEHO Ha ,HEBPOJOTHYEH

Aepunmr Ao 5.

2. TIPWJIOJKEHME 1A B uwact I. Makmousamp kputepud, Touxa 11. pocrurane Ha
CTENEHTS Ha HUBATAIM3AIHY S no ckanara Ha Kurtzke n1a 65.1e npoMeHeHo Ha , JOCTHraHe Ha
CTCHICHTa HA HEBRTHIanuA 6 no ckanara Ha Kurtzke®.

3. HPPUIO)KEHP[E 1b B 9acr E. Mswnousamm KpHTepHu, Touka 6. JOCTHTaHe Ha
CTeNeHTa Ha HRBAAHAW3amA 5 no ckanata na Kurtzke 12 6ue IPOMEHEHO HA ,,JOCTHIaHE HA
CTCHeHTa HA HHBRAMAMIANES 6 110 cKanara Ha Kurtzke™.
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4. IIPUJIOXEHHE 1B B uact E. M3kmousaims KpaTEpHH, Touka 24. JOCTHraHe HA
CTENCHTA HA HEBAMIHIaNEN 5 no ckanara Ha Kurtzke 1a Gblie npoMeHeHO Ha ,JJOCTHTaHe HA
CTENICHTA Ha HHBATWIHRLAN 6 no ckanara Ha Kurtzke*

Ilpedocmaeame cnednama apzymenmayun:

HNocnepnre ropuHE ce yBENHYMXAa BL3MOXKHOCTHTE HA CHBPEMEHHATAd MeIMIHHCKA
TMpakTHKa 32 uMyHompodmiaktika. Harpynaxa ce HeocnopaMute nanmm 3a edexra Ha
MEHKaMEHTHTE 32 OTCPOYBAHE Ha HepaboTOCIOCOGHOCTTAa M MHBANHAH3ALMATA W IpHA
HOCOYCHHTE HABA HA HEBPOJIOTHICH AeGHINT.

Bnarojaps npensapMTeNHO 3a BpeMETO, OTHENEHO 33 pasTIeKAaHE Ha TeE3M
NPEIVIOKCHHA.

Ocrasam #a Bame pasnonoxenne, B ciydait 4e HMaTe JOILIHUTE/HHE BLIPOCH.

AKAJl, IPO®. I-P HBAH MILJIAHOB, AMH ,./

TJIABEH KOOPAUHATOP HA
EKCIEPTHHSA CHBET IO ,HEPBHH BOJIECTH“

Email: milanovivan@yahoo.com

AKAJL IPO®. I-P ILYE3AP TPAUKOB, IMH
- YAEH HA wcxmnm CBHBET IO ,HEPBHH BOJIECTH*

IIPO®. I-P IEHKA ATAHACOBA, IMH
YIEH HA EKCHEPTHM CBBET 110 ,,HEPBHM BOJIECTH“
Email: p_a7@abv.bg

HPO®. I-P APA KAHPEJISIH, IMH
YWIEH HA EKCIIEPTHHA CBHBET IO ,HEPBHH BOJIECTH*
- E mail: arakapri07@ yahoo.com

a § u-va

IIPO®. HBAWIO THPHEB, IMH
YWIEH HA EKCHIEPTHHSA CBHBET 110 ,,HEPBHH BEOJIECTH*
E mail: itournev@emhpLforg

IIPO®. EBIEHAS BACHIEBA

YJIEH HA EKCHEPTHHSA CBHBET 11O ,,HEPBHU BOJIECTH*
Email: e.vassilevva@gmail.com

Crp.2012
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MHOTONPOGHUIHA BOJIHMIIA 3A AKTMBHO JIEYEHHE 1O HEB
“CBETH HAYM”

AKPEIUTHPAHA YHHUBEPCHTET!

Codun 1113, yr. "a-p Jiswbess Pycea™ )& 1., Ten (02) 9702 300 (222);

En. noms umbalupidsvnanm.com

MULTIPROFILE HOSPITAL FOR ACTIVE TREATMENT IN

“ST. NAUM”
ACCREDITED UNIVERSITY HOSPITAL
1113 Sofia, 1, Louben Roussev str.; tel: +355 (2) 9702 300 (222); 0886766068, fax: +359 (2) 8709309;
E-mall: umbainpZ'svnaum.com
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)10 ‘ 1. 3a orroso fHa anpyarg
nPO®. MOMYMI MABPOB X P | D Bnmmanne
BP,KJI, K | €+ 98 UINBINEHus | 6. Pasvw HOB.. .. aK3.
YIIPABUTEJI HA H30 3. 3a goknap 7.K)(a{)x»;ré
4. 3acranoswue | ESpok: -

B orroBop na Bam Ne 11-02-3567/11.06.2024 1. Ravay o /, YPasuren 1430K:

OTHOCHO: Ilpemoxenne 3a pasmMpsBaHe Ha CHELHATH3HPAHATE KOM
H MPOCICAABAHE HA NAHEHTH C HEBPOJIOTHYHH 3a00/IABAHHS.

/nognuc/
H 32 DOATrOTOBKA

Yeaxaemn npoé. Maspos,

BB spB3ka ¢ nonydeno B IIY na H30K micmo ot a-p Banentnn Jimutpo — UsmeianuTenen
mapexrop Ha MBAJICM «H. H. Tuporos» EAJ] ¢ npeuioxenue 3a BIgupane Ha CHCHAATHIMPAHH
KOMHCHH 33 NpOCieNfdBaHe H JICYCHHE Ha 3LPABHOOCHIYPEHH JIMIA CHC CICAHHTE HEBPOJIOIHYHH
3a00/IMBaHMA: MHOXECTBEHa CKiIepo3a, Gonecr Ha IIapKMHCOH W emWiencus B YTBLPIACHHTE
«M3ncksanms wa H30K npm neveHme Ha MHOXeCTBEHa CKJIEPO3a C JIEKAPCTBEHH NPOIYKTH
MoaMpHUHMpamy xona Ha GonecTra B M3BBHOONHHYHAaTa nomow», «M3nckeanus ma H3O0K mpu
NpOBEXKIaHe Ha JiedeHue mpH Gonect Ha [Tapkuncon B H3BBH GonHMYHATA noMom» M «M3nckBanAs
na H30K npn mpoBexnane Ha jiedeHHe Ha GONHH ¢ ENHICNCHS B H3BBH GONHHYHATa noMomy, Bu
yBeAoMsBaM, 4¢ ¢mnocopusTa Ha CH3JaBaHE HA CHEUHATHIMPAHH KOMHMCHH IO OTNpEIENeHM
3a60NIABaHMS € CBBP3aHA C HAIAYHE HA KOMIIETEHTHH CIEHHAIHCTH B 0061aCTTa Ha Te3H 3a6osaBaHus.
Ilps namaume Ha TaxuBa cnemMamHCTH ExcnepTHHAT chBeT N0 HEpBHH GoJiecTH He BH3pa3fBa 3a
CH3JaBaHE Ha TOJIKOBA KOMHCHH B brirapus, xonkoro npenesn H30K.

AKAL ITPOY®. J-P HBAH MIJIAHOB, AMH
TJIABEH KOOPAMHATOP HA
EKCHEPTHMA CBHBET NO ,HEPBHHM BOJIECTH“

Email: milanovivan@yahoo.com

AKAZL ITPO®. 1-P TBYE3AP TPAMKOB, IMH
YIIEH HA EKCIIEPTHHA CBBET NO ,HEPBHH CTH“

Email: traikov_l@vahoo.com

POP. I-P HEHKA ATAHACOBA, IMH
YWIEH HA EKCITEPTHMA CBBET NO ,HEPBHH BOJIECTH“

Emsil: p a7@abv.bg

NIPO®. I-P APA KAIIPEJISH, AMH
“WIEH HA EKCTIEPTHMA CHBET IO ,,HEPBHM BOJIECTH“
E mail: arakapri07@ yahoo.com

a an U-v

APO®. HBAILUIO THPHEB, AMH
YWIEH HA EKCIIEPTHHA CHBET MO ,HEPBHU BOJECTH“
E mail: itournev@emhpf.org

TIPO®, EBFTEHHSA BACHJIEBA
YWIEH HA EKCNEPTHMSA CBBET NO ,,HEPBHU BEOJECTH«

Email: e.vassilevva@gmail.com
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