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U3NCKBAHWA HA H30K
NPU U3NABAHE HA NPOTOKCN 3A NPOBEXAAHE HA NEYEHWE HA BONHY C MHOXECTBEHA CKNEPO3A C
NEKAPCTBA MOANPULIMPALLIW XOOA HA BOJIECTTA

{oxpenusymab, unmepghepor bema, neaunupax unmepgepon bema, anamupamep ayemam, mepughnyHoMug.
dumemuncpymapam, uHaonumod, Hamanu3aymab, knadpubuH, anemmysyMab. cunoHumod. dupokcumen gymapam.
novecumood, oghamymymab)

MpoTokon®sT ce M3gasa OT CMeuManncTH ¢ Ko Ha cneuuwanHocT 10 (HepeHK Gonectun), 54 (nercka nesBponorus),
paboteun no acrosop ¢ H30K unu oT cneunanucTy HEBPONO3W OT CNEUUANU3npaHa KOMMCHA B neyeOHW 3aBeqeHmA 3a
GONHUYKE IGMOLL, cKNouMny aoroeop ¢ H30K. CneunanvsnpanuTe KOMUCHMK CE Cb3AaBaT Cbe 3anoBea Ha AMPeKTopa Ha
neyebHoOTO 3aBegeHwe B cnearute N13: MBANHN ,Cs. Haym™ — rp. Cocua. YMBAJl ,Anekcanaposcka” - rp. Codma, YMBAT
,Uapuua WoanHa - UCYIT" - rp. Codbus, BMA - rp. Codona, MBAN — HKE" - rp. Codoua, YMBAT "Cae. leopru” - rp. MNnosans, YMBAT
,CB. Mapuxa” - rp. BapHa, YMBA ,Feoprv Ctpancku” - rp. NMneeen, MBA? — ,.Ca. Mean Puncku” — rp. Codmsa, Mupsa MBAN - rp.
Codcbuna, ,Apxubagem Cutn Knunuk MBAN Tokyaa" — rp. Codua, YMBAN Ce. Anna® — rp.Codhusa, Bropa MBATN — rp. Cocbus, M
Ha MBP - rp.Codna, YMBAT ,Kacnena' - rp. Mnoeawe, ,MEAR Cepue v Moabk" — rp. Mnesex, YMBAT ,Codmamean” — rp. Codus,
MBAN Cupue v Moabk” — rp. byprac.

. 1. PEQl 3A 3ABEPABAHE HA NPOTOKONWU - NEYMEHUE HA NBPBUYHO-NMPOrPECUPALLA MHOXECTBEHA
CKNEPO3A

FlpoToKONW 2@ 3aN0YBaHe HA NeueHne
MNMpOTOKONKM 32 NPOALINKABAHE HA NEYeHNe Crea NPHWITIHOMEeH 4-roaNWeH KYPC U cnef NPUKNKYeH 6-roauweH Kypc

= MegMuWHCKa JOKYMEHTAUMHA, NOTBLPMAABAWa KPUTEPUUTE MO NPUNOXEHWe 1 1 BCUYKK
HeobxoaAUWMKU U3cneaBaHus, cbobpasHo NpUNOMEeHWe 2

= PelueHue Ha CNeLUanMINPaHa KOMUCHA C ACHA MEAUUMHCKE MOTUBALINA 3@ 3anoYBaHe Ha
TepanuaTa, 3a4b/IKUTENHO ce oTbenAssa NUNCa Ha USKNIYBALLY KPUTEPUW (NodnucaHo om
[BCLUYKU YlEeHO8E HA CRELUASIL3LPAHAME KOMUCUS)

= “MpoTokon 3a NpeAnyceaHe Ha nekapcTaa, 3annawann ot H3OK/PIOK" — 0b6p. M3-H30K

cneyuannavpaHa
KOMWCKHA

i

= CTaHOBMWE C ACHA MEJWUMHCKA MOTMBALMS 32 3AN0YBaHEe HAa TeparnuATa KaTo equHCTBEHA
NTEPHATUBRA (M0O0MUCaHO OM YleHoseme Ha chaema)

MocTosHEH ekcnepTen
CbBET No HeBpOHOI‘MFI"

i

Komucuanoun. 78, 1. 2 3aBepxa Ha NpoToKoNa
ot 330 B LIY Ha H30K B P30K

MpoTokon« aa npoabLNXaeaHe Ha NevYeHWe

" MeowunHcka AOKYMEHTALMSA, NOTBLPXAABALLA KPUTEpUUTE MO npunoxedue 1 1 BCUYKKY
Heobxoaumin u3cneaBamua, CboBPAIHO NPUNOKEHNE 2

cneyuanuavpana * PeweHne Ha CcNEUWaNM3IMPaHa KOMUCHA C SICHA MEAULMHCKE MOTUBAUMA 3a
KOMUCHS NPOALMKABAHE HA TEPANUATA, 3AABMKUTENHO Ce OTBENAIBA NMNCA HA M3KNKOYBALLM KPUTEPUM
(MOGAUCAHO OM BCUYKL YNEHOSE HA CIGUUANUIUPAHAMA KOMUCUS)

= ‘Npotokon 2a npeanuceave Ha nekapctaa, sannawanw ot H30K/P30K" — 06p. M3-H30K

/

Komucusa no un. 78, 1. 2 3aBepka Ha npoTokona
oT 330 B LY nHa H30K B P30K

L]
'} W3NCKBAHWA HA H3OK NPU NEYEHWE HA 2
‘ MHOMECTBEHA CKNEPO3A C NEKAPCTBEHN NPOAYKT MOANONUMPA
%) B M3BBHBECNHUYHATA NOMOIY A . H XORA HA BOECTTA
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L 2. PEQ 3A 3ABEPABAHE HA NMPOTOKONN - NEYMEHWE HA NMPUCTBNHO-PEMUTEHTHA MHOMECTBEHA
CKNEPO3A C NEKAPCTBEHU NPOOYKTU OT NHLPBA NIMHUA

MpOTOKONK 32 3aNCYBAHE HA NeYeHwe
MNpoToKoNK 33 NPOABLMKABAHe HAa NeYEHWE CNep NPHKIIOYeH 4-roaMiieH Kypc
MpOTOKONK 32 CMAHA HA TEPANWA OT 8OMH Ha APYr NPOAYKT 0T NbpPBa NHUHKA

cneuuanucT, crniynn

- AMﬁynaTopeH NUCT C BCUHYKKM HEODXOANMM U3CNEeNBAHWUSA

aorosop ¢ H30K

v

cneuvanuanpaHa

P MeauUMHCKa AOKYMEHTAUWS, NOTBbPXAABALE KPUTEPUNTE NO APUIIONEHWE 1 WU BCHMKM
Heobxoaumu nacneaeanus, cbobpasHo NpunoxeHwne 2

= PeweHne Ha cneynanuiupaHa KOMUCHUA C ACHA MeAULMHCKA MOTUBAUMA 3a 3anouBaHe/
NpoAbMKaBaHe Ha TePanuAaTa, 3a0bMKUTENHO Ce oTOEnNA3Ba NUNCa Ha M3KMHYBaLLM KpuTepun

KOMWUCUA

v

Rl(TOBAUCAHO OM GCUNKU HIEHO8E HA CIEUUANUIUPAHAME KOMUCHS)
» “lpoToKon 3a npeanucsade Ha nekapcTea, aannawann ot H3OK/P3O0K" — obp. M3-H30K

Kommcmanoun. 78, 1. 2

3aBepka Ha npoToKkena

or 330 8 UY na H30K

B8 P30K

MpoTokonw 3a NnpoAbMKaBaHe Ha NeYeHWe CNes NPUKNKYeH B-rogulileH KYpc, Cnea NPUKNIoYeH 12-roguviled Kypc U Ha
BCOKM 3 TOAMHM cnep 3aBbpLieH 12-roAUiLeH Kypc

CNeunanuncT, CKNeYun

= AMGynaTopeH NUCT C BCUYKK HEOBX0AUMU N3CneaBaHunn

porosop ¢ H30K

“

cneynanuinpaHa

» MeauuuHCKa OOKYMEHTAUMA, NOTEbpKAABaWa KPUTEPWUTE MO NpUAOoXeHue 1 U BCUYKN
HeoBX0AMMI U3CNeABaHWURA, CkobpasHo NnpunoxeHue 2

=PeueHne Ha CcheyuanMaMpada KOMMCHMA C  fACHA MejuuuvHCKa ™MOoTuBauWs 3a
ApoabAKaBaHe HAa TepanuaTa, 3agbMmKUTENHO Cce 0THENA3Ba NUNCA Ha UIKMOYBALULN

KOMUCUH

[MocToaHeH ekcnepTeH

'

KpUTEPWUU (TOONUCAHC OM BCUYKU YTEHOBE HE CHELUANUIUPARaMa KoMUcUs)
= “[pOTOKON 33 NPEeNMCBaHe Ha NekapcTea, 3annawaHy o1 H30K/P30K" - 06p. M3-H30K

sCTaHOBMLIE C ACHA MEAWLMHCKA MOTMBAUMA 338 NPoAbLMKasaHe Ha TepanuAaTa KaTto
pEOAMHCTBEHA ANTepHATUBA (rOANUCAHO OM YNeHOBEME HA CbeemMa)

CbBEeT No Heeponorua*

v

Komucuanoyn. 78,v1. 2

3asepka Ha npoTokona

or 330 8 LY na H30K

e P30K

MpoTokonu sa npoAL/IKaBaHe Ha NedeHne

« AMBYNaTopeH NUCT C BCUYKK HEoBxoaumMK nacneaBaHns

CNeUnanucT, CKoYKn
aorosop ¢ H30K

e

cnelunannivpaHa

h 4

m MeOWUMHCKa JOKYMEHTALMR, NOTELDWAABAWA KPUTEPUWTE NO TIPHNOKeHUe 1 1 BCUYKM
HeOBX0AMMK M3CNEABaHWRA, ChODPA3HO NPUNOKeHwe 2

=  PelweHwe Ha CcreuManMIupaHa KOMMUCHUSI C SICHE MeauuUHCKa MOTWBaumMa 3a
NPOALMKABAHE HA TEPANUATa, 3aAbLMKUTENHO ce oTOenAssa NMNca Ha WBKNKYBALLM
pUTEPUV (TODMUGCAHO OM GCUYKY YNEHOBE Ha CRIeuUany3uparlama KOMUcUs)

v

KOMWUCHA

3asepka Ha npoToKONa
B P30K

R 7%

€

= “MPOTOKON 33 NPeANUCBAHE Ha NekapcTea, sannawavy ot H30K/P30K" - abp. M3-H30K

B W3BBHBEONMHUYRATA MNOoMOLL
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N3UCKBAHWA HA H3OK NPY NEYEHUE HA MHOXECTBEHA CKNEPO3A C NEKAPCTBEHW NPCAYKTU MOANDULIMPALIA XCOA HA BONECTTA



l. 3. PEA 3A 3ABEPABAHE HA NPOTOKOJIUA — NEYEHWUE HA MPUCTBLINHO-PEMUTEHTHA MHOXECTBEHA
CKNEPO3A C NEKAPCTBEHU NPOOYKTW OT BTOPA fTUHNA

HDOTOKOHH 3a 3anoysaHe Ha neveHue

CNEeUNanucT, CKIYMN
forosop ¢ H30K

_|* AmBynaTopeH nucT ¢ Bouukn HeoBxoanmu nicneasaHus

./

n MeaMUMHCKE AOKYMEHTAUMA, NOTBLPKAABALE KPUTEPUMTE MO nprunoxeHne 1 v BCUYKW
HeoBxoaWMK M3cCneaeaHnn, CLobpasHo NPUNOXeHue 2

cneumannaupaHda
KOMWCUR

s PelueHre Ha cNeynanuavipana KOMMUCHA C ACHa MEAULWHCKA MOTUBALIUA 38 3an0O4YBaHE HAa

<

repanuaATa, 3aabLnXWTENHo ce oT6enAzBa NUNCA HA WIKMKIYBALLW KPUTEPWW (ModAUCaHo om
SCUYKL UNEHOBE HA CNeyuanu3upaHama KoMucus)}
+ “[MpoTOKON 3a NpegnvceaHe Ha NekapeTsa, 3annawanu or H30K/P30K” — o6p. M3-H30K

Komucua noyn. 78, 1. 2

3aBepka Ha ApOTOKONA B

P30CK

o7 330 B LY Ha H30K

MpoTokonu 3a NnpogbsKasaHe Ha NeYeHne

CNeLManunCT, CKITMMN
poroeop ¢ H30K

= AMBynatopeH NUCT C BCWUKW HEOBXoAUMK H3CNeaBanua

v

cneunaninpaHa
KOMWUCHUA

» MegMUWHCKa OOKYMEHTAUMA, NOTBbPKAABALLA KpUTepuiTe NO npunoXeHue 1 WM BCUYKK
HeobX0oAMMUY M3CNeaBaHuA, CboBpasHo NpUNoXeHne 2

* PeweHne Ha cneyquManv3vpaHa KOMWCHMA C HACHA MeJuUMHCKa MOTUBaLuWA 3a
#NPOABMKABAHE HA TERANUATA, 3aAbMKUTENHO CE oTbenAsea NUNCa HAa N3KNKKYBALLIA KPUTEPUU

4

{MOOMUCaH0 OM BCUYKU YNIEHOGE HE CREUUANU3UPaHama KOMUCUs)
= “[poToxon 3a NPeANNCRaHe Ha nexkapcTsaa, 3annawanu o1 H3OK/P30K" — obp. M3-H30K

Komucuano un. 78, 1. 2
ot 330 B LIY Ha H30K

3aBepka Ha npoTokona

"l 8 P30K

MpoToKONK 32 NpoAL/MKARAHE HA NeYeHUe CNea NPUKMIDYEH 4-TOAUILEH KYPC, CNeA NPUKITIoYeH B-roquuien kype, cneq
npuKNIoyeH 12-roguwieH KYpc M Ha BCekn 3 roauHu crnep 3aBbpuieH 12-roguwen Kype

CNEUMAanUCT, CKNOYUN
Aoroeop ¢ H30K

= AMBYNaTOpeH AWCT C BCUYKM HEOBXOAMMN NICNEABAHNSA

“

cneyuanuinpaHa
KOMWCKA

» MeauuuHCKa AOKYMEHTAUWs, NOTBLKAARALME KPUTEPWUATE NO NPUNOXeHKe 1 1 BCUdKK
HeoBxoAUMU nacneaBaHva, cbobpasHo Npunoxexne 2

= PelweHMe Ha cneyuWanuivpaHa KOMWCMA C  #ACHA MeJuuuHCKa MOoTuBauMA 33

h 4

NpoALMXaBaHE Ha TepanuATa, 3aAblKuTenHo ce 0Tbennassa NUNca Ha M3KNIYBALLWM KpUTepun
(nodrucaHo om 8CUMKU YIEHOBE HA CREUUANUSLIPARAMA KOMUCUS)
» “MpoTOKON 33 NPEAnNWCBaHe Ha NexapcTea, 3annawany o1 H30K/P3OK" — obp. M3-H30K

MocToAHEH ekcnepTeH
CHBET N0 HEeBPONOrMA™

" CraHosMue ¢ SCHa MeJUUWHCKA MOTWBaUMA 33 NpoAbiKaeaHe Ha TepanuATa KkaTto

N

leQMHCTBEHA anTepHaTUBa (ModNUCaHo Om YrieHoseme Ha Cbeema)

Komucna no un. 78, 1. 2
o1 330 B8 LIY Ha H30K

3aBepka Ha

npoTokona B P30K

b o

74

€

B M3BBHBONMHWYHATA FIOMOLL
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W3NCKBAHWA HA H30K NPU NEYEHWE HA MHOXECTBEHA CKNEPO3A C NEKAPCTBEHW NPOAYKTU MOQWUOWUNPALIN XOOA HA BONECTTA



. 4. PEQ] 3A 3ABEPABAHE HA NPOTOKONW — NEYEHWUE HA BTOPUYHO-NPOrPECHUPALLA MHOXECTBEHA

CKNEPO3A

ﬂpDTOKOl’IM 3a 3anoivBaHe Ha ne4vYeHue
ﬂpo*roxorm 3a npoAbn:KagsaHe Ha neveHWe cnepn NPUKNINYeH 4-roanWeH Kypec M cnes rnpuknioYeH 6-roguweH Kypc

cneunanuanpaHa
KOMWCHA

= MeanuWHCKa AOKYMEHTAUMA, NOTBLPXAABAWA KPUTEPUATE MO NPUNOXEHUE 1 N BCUYKW
HeobxoanMuU n3cneasanns, cbobpasHo NnpUunoxeHue 2

= PelueHHe HA CNeuHannampaHa KOMMCHA C CHa MEAWLUWHCKa MOTUBAUKWS 33 3ArN04BaHe Ha
TepanuaTa, 3aablKUTENHO ce 0TOens3Ba NUNca Ha U3KMKYBALW KPUTEPUK (MoJRUCaHo om

i

BCUUKL YNeHose Ha Ceyuanu3upaHama KoMucus)
* “TIPOTOKON 33 NpeanMcBaHe Ha nekapcTBa, 3annawanu ot H30K/P30OK” — obp. M3-H30K

[MocToAHEH eKkcnepTeH
CbBEeT No HeBponorva*

s CTAaHOBMU{E C ACHA MEAULMHCKA MOTMBAUMSA 33 3an04BaHe HA TEPANUATA KaTo eAUHCTBEHA
[nTepHaTuBa (nodnucaqo om yneHogeme Ha cbeema)

“

Komucua no wn. 78, 1. 2
oT 330 B LY Ha H30K

3aeepka Ha npoToKkona

B P3CK

MpoTokony 3a NpoABITKaBaHe Ha nevyeHwe

cneynananpana
KOMWCUA

*  MeauuMHCKa AOKYMEHTaUMst, NOTBbLPKAARALLE KpUTEpUUTE NO NpUNoXeHue 1 u BCUuUKKN
HeoBXoAUMY U3CneseaHna, CLoBpa3Ho NpunoxeHue 2

= PelleHHe Ha cCcRelMann3vpaHa KOMWCMA C HACHZ MEAWUWHCKA MOTWBauuvA 33
NPOABLNXABAHE HA TEPANUATE, 3aABIKMTENHO Ce OTEENA38a NMMNCA HA U3KITHMBALLM KpUTEPUK

/

(NOARALICAHO OM BCUNKU WIEHOBE HA CASLUANU3UPAHAMa KOMUCUS)
" “MpoTOKON 32 NPeAnUCBaHe Ha NexkapcTsa, 3annawasy ot H3OK/PIOK" - obp. M3-H30K

Komucna no yn. 78, 1. 2
ot 330 e LY va H30K

3asepka Ha NpoToKkena

B P30K

*ToCTOAHEH EKCNEPTEH CLBET ce ccbopmnpa W npenceaaTtencTea o1 npeaceaartena Ha ApYXeCTBOTO NO HEBPONOFWUA, KATo ydacTear
owe ApaMa oT NpeaceaartennTe Ha cneuvanuaupaxlt KOMUCHY, ROCOUEHWUTE B WanckeaHunATa.

H30K 3annawa Ao 8-wecTMeceyHW Kypca Ha HenpeKsLCcHaTa Tepanua.

Cneqn NPUKIHOYBAHE HA 4-rOAWWIMMA KYPC MPOALIIKABAHETO Ha TepanuATa moxe Aa 6bae 06CLACHO NpK cyyanw,
OTroBapALIM Ha KPUTEPHUTE HA NpunoxexHue 1. B Teau cniyyau, B pewenneto no Afp Ned38 zagnmkurenHo ce
KOMEHTHPAa AMHAMMKATa HA NPOMEHNTE B KITMHUYHATA CUMTOMaTUKA M MPT, 8 cCpaBHeHHWe ¢ Te3n NpH 3anoiBaHe Ha
TepanuaTa. Cnea NPUKNIUBaHe Ha 4-rOAUILBMA KYPC, NPKU NPOALINKABAHE HA TEPANWATA C NeKapCcTBEHN NPOAYKTH
OT BTOpa TepPaneBTHUYHa NWHWA, NPU NBPBUYHO-NPOrpecpalla U BTOpUHHO-NporpecHpaiua copMa CTaHoBUILETO
ce H3Qaea OT NOCTORHEeH eKCnepTer ChBET NO HEBPOMNOTUA,

+ Crien NPAKNIOYBaHE HAa B-TOOMWIHMA KYPC, CheA NPUKIIOYBaHe Ha 12-TOAMIIHKUA KYPC, KAaKTO U Ha BCeKW 3 rOanHK
cnen 3aBbpuieH 12-roAMweH Kypc, NPogbAXaBaHeTO Ha TepanusTa moxe fa 6bae obcLOeHO npu cnydan,
OTroBapsAWlM Ha KpuTepuu Ha npunoxedve 1. B Tean cnyyam, B €KCNEpTHOTO CTAHOBMLLE 33aABLITKUTENHO Ce
KOMEHTHPA OMHAMKKATA Ha MPOMEHNTE B KNMHMYHATA cuMTOMaTHKa M MPT, usknioysawm aereHepaTtueHa pasa Ha
npoMeHuTe. CTAHOBMLIIETO CE U3AABA OT NOCTOAHEH eKCNepTeH CHLEBET Mo HEBPONOruA.

L

]
r?,‘(i M3UCKBAHWA HA H3CK NPW NEYEHWE HA MHOMECTBEHA CKNEPO3A C NEKAPCTBEHW NPOAYKTU MOANGULIMPALLA XOJA HA BORECTTA
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il. OBLUX NONOXEHWA

1. E-npotokon ce u3gaea OT nekap cneuvanucT no npodwuna Ha 3aBonABaHeTO, W3NbIHWTEN HA cneuuranuanpada
U3BBHOONHUYHA MEAULIMHCKA NOMOL HA OCHOBAHUE U3GaAeH ,AMBYNaTOPEH NUCT”, CNe/ W3NAnEeHD pelueHne oT creuranuanpada
KOMUCHA UMW OT YNEHOBE Ha CRELManU3upaHn KCMUCUN B NeYefHH 3aBefeHUN, OKazBawm HONHUYHG MeaAMLUHCKA NoMoLY
(N3BN) Ha ocHoBaHWe ,Pelienne Ha cnelManuaupana komucust' no AMp Ne 38 . OnpenensHe Ha NNaH Ha NeYyenne u npocnegseaHe
Ha TepaneBIYHWA OTIOBOR NPW NAUWEHTH, NONYYaBaLM CKBNOCTRYBALUM NIEKapCTBEHW NPOAYKTW NO peda Ha 4n. 78, T. 2 330 s
cboTeeTCTBME C HacToAwuTe ManckBanna Ha H3OK, kaTo MbpBUAT NPOTOKON NPK 3aM0YBAHE HA NEYEHNE U NPOTOKONLT npy cMsHa
C Apyr NeKapCTeeH NPoQyKT ce 13aaear 3a nepuod Ao 180 anw, a BCexu cnejBally NPOTOKON MOXe A2 Ce M3aasa 3a Cpok A0 365
OHW. .

2. 30N ypocToBepaBa ¢ noanuca cu B ,AmBynaTtoped nucT” unu B ,PellieHie Ha creumannavpaHa komucus® no Alp Ne 38:
cnesnoYo: JKenan ga mn 6uae 0aoGpeHo neueHne © NekapCTREHUS MPOLYKT, KATO ASKNAPUPAEM, Ye ChM YBEAOMEH 3a AiCTBUETO
Ha HasHa4YeHarTa NekapcTeeHa Tepanua u Aasam MHAOPMUPAHD cbrnacue celata aa Mu 6bae npunaraHa”; ,ChrAacen/a chM 3a
uanonsease Ha NAYHUTE M1 JaHHW 3a LenuTe Ha excriepTusarta®; Jenas na 6bpa yeenomew/a za pesynvarta OT eKcnepTuzaTta of
P30K no efnH oT cneaHuTte HaumHu: no e-mail, TenedoH unu Ha macto 8 PSOK"; Paspewasam gocTun oo EeNeKTPOHHOTS MK
34paBHO JocKe",

4. Npeau cTaprupaHe Ha npoyeca no usaaeave Ha E-npotokon Ha 30J1, creuvanvcTbT/CNeLManuanpalaTa KOMUCWS  npaeu
CnpaBka NG 8NeKTpoHeH NbT 3a uagageHn wa 30/ npepxoary NpoToKonM, No CblMA npodmn Ha 3abonseane. MpouecsT no
vsnaeaqe Ha E-npotokon ce peanuanpa B MeaMuuHCku cochryep. B HacTOAWUTE M3WCKBAHUA Ca NOCOYEHW HeoBXxoaumuTe
BOKYMEHTM 3a nigaBaHe Ha E-npotokon Ha 30J1.

5. fokymeHTuTe (amByraTopHUTE NUCTORE, ENUKDUIM, U3CAEABAHMA), KOMTO ChILECTBYBAT B H3MC/MHDOPMALMOHHATS CUCTeMA Ha
H3CK, ce aexnapwpat B E-npoToKona ¢ TeXHWTE yHUKaNHW Homepa (HPH).

WuchopmaumaTa, oTHOCKMA KbM W3aasaHe Ha E-npoTokona, KOATO e B [IOKYMEHT, KOWTO HAMA eNeKTROHEH hoPMAT U HE Ce ChbABDXKA
B H3WC, ce nogaea: kato ce nonbnea B amBynaTopHUa NUCT/PEWEHNETO HE CNeUMarnanpaHa KOMIMCIUS — OCHOBaHWe 3a W34aBaHe
Ha E-npoToKONa unu JOKYMEHTBT C8 CKAHWMpa W NpMKaYa KbM E-npoTokona.

6. Npn nsnasaxe Ha E-NpoToxon no pena Ha excnepivaata no un.78, 1.2 ot 330, oTnaaa HeoBxogUMOCTTa oa ce NPeACCTaBAT W
cbxpaHsaeaT npunoxexue Nel u npunoxenue Ne3 ot HacToAwmTe Mavckeanus Ha H30K®, npu cnegtuTe ycnosms;

- 3a npunoxenne Nel, noAAMCaHO OT CReLManUCT/CNeunan3npalaTa KOMUCHS, NPy HAMWYMETO HA TEKCT B aMByNaTOpHWA nucT
vnu B ,PelleHne Ha creuranuanpaHa komuena” no Alp Ne 38: JIMRcBaT MakMouBaLUM KpUTERUM 3a 3aR04BaHe/NPoaLMKaBaHe Ha
neuenwue ¢ AN

- 3a npunoxenve Ne3, noanucado ot 3071, Npu HaNUYMETO Ha TekcT B aMBynaTopHUA NvcT unu ,PelueHue Ha cneymanusnpana
koMucua“ no Allp Ne 38: XKenaa ga My Obae 0006peHo NeverHe ¢ REKapCTBEHWA NPOAYKT, KATo AEKNapupam, Je CbM YBE0MEH
38 AEACTBUETO Ha Ha3HaueHaTa NexapcTBeHa Tepanns U Aasam MHOPMUPaHO ChIMacke chbilaTta A4a MW Bbae npunaraqa®,
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273 B M3BBHBONMHUYHATA NOMOIL
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NPUNOXEHHWE 1A

JIUCT 3A ONPEAENARE HA KPUTEPUUTE NPU M3JABAHE HA NPOTOKONK 3A NPOBEXOAHE HA NEYEHWUE HA
BONHW C NMBEPBUYHO-NPOMPECUPALLA MHOXECTBEHA CKNEPO3A
(okpenusymab)

A. Kputepuu 3a 3anoysane Ha NbpBW KYPC (330 LIDKMTENHO e HaNMYMEeTO Ha BCUMKH KpUTEpUM)

CurypHa guarHoza “MHoxkecTBeHa ckreposa” ~ MbpBUYHO-NPOrpecupawa $opMa no pesusUpaHnTe oT
Tompson v cbTp. Npe3 2017 r. AMATHOCTUYHK KpUTepui Ha McDonald 12

PZDOAEH)KMTGI'IHOCT Ha 3abonABaHeTo OT NOABATA HA CMMNTOMUTE NOBEYE OT BAHA roAWHA 1 NO-MAaNKo OT 5 roauHu

Nunca na ﬂpldCT'bﬂlﬂ cneg egHa rogrHa OT HavanoTo Ha 3360ﬂHBaHeTO, fipy NPpOrpecrBHO BNolWaBaHe HAa
cumnTomure’?

3
4 | Ctenen Ha dhyHKUMOHaNEH HesponoruyeHn aecuumT ao 4 7. no Kurtzke 12
5
6

[anny oT MarHUTHo-pe3oHaHcHaTa Tomorpacpus MPT/ ¢ KOHTPACT, A0OKa3BaLWM HanNWuYMe Ha BbananuvTeNnHa
aktneHocT — Gd-yeuneaiun ce T1 neann Wunu akTUBHWU{HOBW Wi HapacTeawm) T2 nesun 12

JIMKBOPHO U3CnenBaHe ¢ HanNKWYKMe Ha onuroknoManuyu IgG dpakynm 2

7 J'Iunca HA M3KMIOYBaWK KPUTEPMK No Touka [ 12

! excnep'_r_uq:c‘faﬂonume OT NOCTOAIHEH @KCNEepTeH CLBET NO HEBPOOrUA, PelleHHe Ha chelnannivpaHa KOMUCHA C OTPA3EeHa CKana Ha
CUMATOMATHKAYA ¥ OueHKa no Kurtzke

2 MEANLINHCKA ADKYMEHTELWSA, NOTBLEKASBALLA KPMTEPUMTE G NPUROKEHNE 1 ¥ BCUYKM HEOBXOL UMK M3CNeaBaHUA, CLoBPasHO NPUNOKEHWe 2
(MPT ¢ RaBHOCT ¢ 4ABHOCT A0 1 reAUHE npedn kaHaKAateTeaHeTo. Mpu Hanuuue Ha MERRUWMHCKA MOTUBAUWS 33 HEMPOBEWAAHE HA MNKBOPHO
M3CNejBaHe 38 HanWyue Ha onurokneHanki IgG dpakumy, 3a8LMmKITeNHO Ce BNMCEa B pewenneTo no Alp.Ne3g)

B.-KpuTepun 3a npogbrKasaHe Ha TepanuATa NPU BCEKWU NOCMNEABALY NPOTOKON (3afbIPKUTENHO € HaNU4MeTo Ha
BCUYKK KpUTEPUH)
1 | Jlunca Ha MPUCTBIN 33 NEPUOA OT eaHa roavHa 2
2 | 3agbpwaHe Ha nokazaTenuTe Ha byHKLUUOHANHUR HeBponoruyeH aedwvyur 2
3 | Nunca Ha cTpaHW4YHM eheKTU U M3KNKYBALM KPUTSPUUA No TouKa M 12

! peweHne HA CNELIMARNIUPAHA KOMUCKA G OTPA3EHA EDEKTUBHOCT NGO NOKA3aTeNN OT NPUNAraHoTo NeYeHne
? MEAMLMHCKA JOKYMEHTALMA, NOTELPHAEBALLA KDUTEPRUTE NO NPUACKEHUE 1 1 BOWUKM HEOBXOAUMUN M3CAERBAHNA, CbOBPAIHO NputoxeHue 2

B. Kputepru sa nponbnxéaaué Ha TEpan#ATa Crnej 3aBbplieH 4-rogQuIeH KYpe 1 cnej 3aBepueH §-roAUWIeH Kypc
{3a0LMKUTENRHO € HANWYUeTO Ha BLMYKK KpUTEepun)
1| Nunca Ha HOBW NAaKM W NPOrPeCcKHs Ha faHHuTe oT MPT!2

2 | Nunca Ha noBeYe OT ABa NPUCTHLAA 3a NOCNEAHWTe 2 roavHy 12

3 | 3apbLpxare Ha PYHKUMOHANHMA HeBpOnoruveH aeduuur 2

4 | Munca Ha cTpaHu KM etheKTH 1 UIKNIDYBALEM KPMTEPHUK NO Touka [ 2

T eKCNEPTHO CTAHOBMILE OT HOCTOHHEH GKCNEPTEH CLEET O HEBPONOTUA, PELEHME Ha CMELINANWUIUPaHA KOMMCHSA C 0Tpa3eHa eexTUBHOCT
RO NOKA3ATENKU OT NPUNAFAHOTO neverxune

2 meauumHCKa AOKYMEHTALMA, NOTELENAABALLE KPUTEPANTE NC NPUNOKeHne 1 ¥ BCUIKK He0BXOAUMU U3CAERBAHVA, CHOoDPa3H0 NPHUNOXKEHWe 2
(MPT c aasHocT Ao 6 mMeceua KbM faTara HA KaHAKASTCTBAHE 32 NPOALMKABAHe HA TepanusaTa — B peiueHueTo no Allp.Ne38 3aabMwUTenNHo ce
KOMEHTUPA AMHAMWKATA Ha npomeuwre’ 8 cpaaHeHwe C M3XOAHQATO KH3CNeBaHe 3a HACToALATa Tepanvm)

T. I/I3KJ'II-O‘-IBAI.I.IVI KPUTEPWH {npwk 3anouBaHe u ApM NpoabxasaHe HA NevYeHUeTo)

BpemeHROCT 1 Nakrauus

CWNHO MMYHOKOMNPOMETUPAHK NaLUeHTH — C NMMONeHns, HeYTPONEHUA, XMNoramarnoGynuHeMmna

30J1 ¢ ussecTHu aKTUBHM 3/10KAMECTBEHKN 3a00NABAHUA

Mpunoxexuwe Ha Apymv UMyHOCYnpecopn eqHospemerHo ¢ Ocrelizumab

MporpecusHa MynTudokanHa neekoeHuedanonaTus

Hanwume Ha akTMBHa MHDEKUMA C U3KNIOYEHNE HA MBNYHA UHDEKLIMA Ha HOKTUTE

AkTuBHA xenatuT B uHchekuua unv peakTMBAUWA Ha xenatvT B

AxTueHa TyBepKynosa - HOB& WK peakTMBMpaHa

CD4 numdountn < 250 mel

0. YeenuyaBaHe Ha cTeneHta Ha dyHKUMoHaneH Hepponorwdel gecpuumT ¢ 1 T. no Kurtzke 3a nepuop OT efHa
roguvHa.

11. JocTurade Ha ¢cTeneH Ha MHBaNWMAM3auMA 5 no ckanarta Ha Kurtzke

12. [locturade no Bb3pacT 59 roavHW 1 NUNca Ha akTUBHOCT Ha 3abonAeaHeTo Npes nocnegHuTe 2 roauHu

2ORNOAR LN,
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NPUIOXEHUE 1B

RAUCT 3A ONPEAENAHE HA KPUTEPUWUTE NPU W3OQABAHE HA NPOTOKONW 3A NTPOBEXOAHE HA NEYEHNE HA
BEONHX C NPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKINEPO3A

(unmepgbepor bema, nezunupad uHmepdepor bema, anamupamep ayemam, mepugnyHoMuo,
dumemuncpyMapam, GuporcluseT hryyapam)

A. Kpurepuu 3a 3anouBaHe Ha NbPBY KYPC (3a0LITKMTENHO @ HANMYNETO HA BCUYKU KpUTEpUN)

CurypHa anarHo3a “MHOXecTBeHa CKMepo3a” — NPUCTLIHO-PEMUTEHTHA (hOPMa NO PEBUIUPAHUTE CT TOMPSON
1 CLTP. Npea 2017 r. AnarHoctayHn kputepun Ha McDonald 12

[aHni OT MarHuTHO-pe3oHaHcHaTa Tomorpadua /MPT/, nokpueawmn kpurepuiTe YTBLPAEHK oT EBponenckaTa
MHOIOUEHTPOBA MacreoBaTencka Mpexa '?

|-|03HTMBHH 3a guarHo3aTta AaHHW OT M3CNenBaHE HA €BOKHUPAaHU CnyxXoB8un U 3PUTENHKW noTeHUManu' 2

JIUKBOPHO M3CNeABaHE € HANWMYUE HA ONUIOKIOHANHN FgG thpakumn 2

~N ||| N
E’
1
[+
I
-
=
e
)
=
b5
=
=
=
13
-
v
pa |
a
=
°
]
[~
a
Q
1)
=
@
=]
I
g
V)
=
Qo
b
=
X
n
o

Jlunca Ha MaKmMoOYBALM KPUTEPMU NO Touka E 2
t peweHue Ha CMeyuanMivpada KOMMCHA C OTpa3seHa ckana Ha CUMNTOMaTUKaTa W OUEeHKa no Kurtzke

(MacnepBanMATa .C 4aBHOCT C AABHOCT A0 1 rogMHa npegn KaHAMAATCTBaHeTO. [JOKYMEHTUDAHWUTE NMPWCTBNKM C ENUKPU3W 3a4BLIKUTENHO aa
ChABLPXKAT RHQOPMAUNA OTHOCHO NPOBEAEHD NeYeHUe ¢ KOPTUKoCTeponan B 4o3a o1 500 Ao 1000 Mr aoHeBHO 3a cpok oT 3 40 5 aHu.) Mpn Hanuune
Ha 84 MH KIIMHUMEH NPUCTLA € 3agbrxuTento MPT nacnegeare ¢ KOHTPACT 38 ACKa3BaHe Ha JMCeMURALIMA BLB BPEMETO CrNACHD HOBUTE KpuTepun
Ha EBponeiickata MHoroueHTposa uacnegosaTtencka mpexa unu MPT uscnessane ¢ KOHTpacT 6e3 akTUBsHN NNaku M NUKBOP C OANrOKNOHanHK IgG

pakumn.)

B. KpuTepun 3a npoak/KaBaHe Ha TEpanvATa NpWM BCEKW NocneaBall NPOTOKON (3aALIMKWTENHO € HaMUYMeTo Ha
BCUYKM KpUTEPHU)

1 | Nlunca Ha noee4e OT 2 npucrbna aa nepuoj oT eaHa roanHa 12
2 | 3apbpKaHe Ha nokasarenuTe ua PYHKLIMOHANHWA HEBPONOrUYeH neq:mum 12

3 | Nvnca Ha cTpaHW4HH edheKTH M UIKMIOHBALLW KpUTEPUM No Touka E 17

1 pewenne no AMNp.Ne38 Ha CNeUMaNKINPaHa KOMUCUA C OTpa3era eekTUBHOCT NO NOKA3ATENN OT NPUNAraHOTO NeueH1e

2 MeguLMHCKa LOKYMEHTALMA, NOTELPWAIRALLA KPUTEPUNTE NO NPUACKEHWE 1 1 BCKY KM HEOBX0ANMI N3CNeABaHNs, ChoBpadHo NPUNoXeHWe 2
3abenexka: Mpu NPOabMXasaHe Ha TepanusTa ¢ Jumerundymapar u Bupokcvmen yMapar 43 Ce OLEHAT 3aAbMXUTENHO NICNEABAHUATA HA Ypes, KpeaTuHUH U
YeprOoAPOGHA EH3UMI A 3 MeCeL, OT 3aNQUBaHE Ha NEYeHNeTo.

B. Kputepuu 3a upom:mxasaue Ha TepanuaTa Cnea 3aBLPWEH 4-TOANWEH KYPC (3AALIKUTENHO € HANUUMETO Ha
BCUYKM KPUTEPUM)

1 | Nunca Ha aKTMBHIK NNakK W NPOrPecUst Ha AannuTe o1 MPT ¢ konTpacT 12

Z | Niunca Ha NoBeYe OT YETHPM NPUCTLNA 3a 4 roauHn' 2

3 | 3apnLpxaHe Ha hyHKUMOHANHWA HeBponormyeH gedmunt 2

4 | Nunca Ha cTpaHU4YHK edheKTH U UIIOHBaLLM KPUTEPUH 1o Touka E 12
1 pewleHue no AI'Ip.NQSB Ha cneuHanu3npaHa KOMUCHA C OTpa3eHa e(‘JeKﬂ‘IBHOCT nNo NoKasatenu OT RPUNaraHoTe NedeHwne
2 MEAVWUWHCKA ROKYMEHTAUUA, NOTEBLKAaBalla KpUTEpUATE NO NPUNOKEeHWUe 1 U BCHUUKK Heoﬁxo,qmmw nwacneasadus, CbDﬁpaSHO ApUNoOXeHHne 2

{MPT c gaBHOCT 40 6 MecelLa KbM A48TaTa HA KAHAWAATCTBAHE 33 NPOABAXKABAHE HA TepanuaTa — 8 peweHneTo no Allg Ne3B 3agenkuTenHo ce
KOMEHTMPE JWHAMMWKATA Ha NPOMEHUTE B CPABHEHUE C MAXCAHOTO U3CNEABAHE 38 HACTOALATA TEPANUA)

8

" W3NCKBAHNA HA H3OK NPK REYEHWUE HA MHOOKECTBEHA CKNEPO3A C NEKAPCTBEHW NPOLYKTU MOAU®ULMPALLN XONA HA BONECTTA
B MABLHLONMHUYHATA NOMOLY
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NPUWIOXEHKE 16

I. KpuTepuu 3a NpoAbIKaBaHe Ha TepanuATa cneg 3aBepweH 6-roAuieH Kype, cnel 3aBbplleH 12-roquieH Kype u
Ha BCeKH 3 rogvHu cneg saBepuwen 12-rogueH KYpe (3aaL/MKMTENHO e HaNMYMeTo Ha BCUMKA KPUTEpPUK)

1 | Nunca Ha HOBW NNaku ¥ NporpecuA Ha JadHuTe oT MPT 12

2 | Nunca Ha noBeuye ot ABa NPUCTLNA 3a nocnegHnTe 2 rogunm 12

3 | 3agppKaHe Ha (BYHKLMOHATHUA HEBPOMOrMYeH AeduuuT 2
4 | Nvnca Ha CTPaHWYHM ePEKTH N UIKIIOYBALUM KPpUTEpUK No Touka E 12

! excrneprHo CTAHOBMING OT HOCTOAHEH EKCNEPTEH CLEET N0 HEBPOIONMA, PELIEHWE HA CNEUMANMIUPAHA KOMUCHA C OTPAIEHE EHEKTNBHOCT
NO NOKA3ATENY OT NPUNAraHoTO NeYyeHve

2 MEAUUMHEKE AOKYMEHTALUA, NOTEBPKAABALLA KDUTEPUUTE NO NPUROKEHUE 1 1 BCUUKA HEOBXOA UMY UICNEABAHMA, CBOBPA3HO NPUNOKeHKe 2
{MPT c aasHocT A0 6 Mecela KbM AaTaTa Ha KaHAUAATCTBAHE 33 NPOAbMKABAHE HA TEPANUATa — B peweHueto no Alp Ne38 sagwnkuTentHo ce
KOMEHTMRA SUHAMWKATA HA MDOMEHUTE B CPABHEHUE C #3XOAHOTO MACAEABAHE 33 HACTORLIATA Tepanus)

A. KpuTepuu 3a NPEMUHABAHE HA TEPANMA OT eAWH KbM APYT NeKapcTBEH NPOAYKT OT bpPBa NMHMA (334 BMKMTENHO
€ HaNnW4YMeTo Ha KpuTepui 4 n kputepuid 1 niunm 2)
1 | Harmume Ha HOBM NAlakm M NPOTPeCUA Ha AaHHuTe o1 MPT 12

2 Jiunca Ha KNWMHM4YHA eheKTUBHOCT OT Ne4YeHNEeTOo(A0 ABA NPUCTBNA 33 XA rOJNHA W/vnKu yeenuyeHne Ha EDSS)
12

3 | NpuHanUuMe Ha HEYTPANUIUPALYM aHTUTENA '

4 | Ilunca Ha cTpaHUuHK edpekTH ¥ N3KITIoYSALUM KRUTeRPUY No Touka B 12

! peweHue HA CHeLMARKINPAHA KOMUCHA C OTPa3eHa edieKTUBHOCT NO NOKA3aTENK OT NPUNAraHoTO Nedexre

Z MeAVLMHCKE AOKYMEHTALIMA, NOTEbPXKABALLE KPNTEPUNTE NO NpUnoxeHke 1 n BCUYKN HeoBxoaumn u3cneasaHys, cbobpasHo npunoxeHue 2
{MPT c gaBHoCT 40 6 Mecewa KbM faTara Ha KaHawgaTcTBaHe 328 NpojbikKaBaHe Ha TepanusaTa — B pewedweTo no AlMp.Ne38 zagwnxuTenHo ce
KOMEHTUPA MHAMUKATE HA NPOMEHUTE B CPABHEHWE C U3XOAHOTO W3CNEABAHE 3a HacTosIkatTa Tepanus, [JOkyMEHTUPARUTE NPUCTHNN C ENUKPUZN
33 BMKUTENHO Aa CBABPKAT MHDOPMALMA OTHOCHO NPOBEASHD NEYSHUE ¢ KOPTUKOCTEPOUAU B A03a OT 500 Ao 1000 mr AHEBHO 38 CPOK 0T 3 40 5
AHW.)

E. U3KINHO4YBALLU KPWTEPF‘H_{npu 3ano4YBaHe U NPW NPOALNXKABaHEe HA NeYeHneTo}

1. 30/ ¢ BTOPUUHO-NPOFPECUPALLA (C U3KITIOYEHWE HA NAUMEHTH C Gbp3 X04 Ha nporpecusd 3a Interferon beta-1b)
¥ NbPBMYHO-NPOrpecupatla Ha BonectTa

2. 300 ¢ gekoMNeHCUPAHO YepHOAPobHO 3abonaBave

3. bBpemeHHOCT W naskTaunn

4. 300 ¢ Texxa eHgOreHHa AeNpecuA UMV CyuunanTeT Npeav 1 No BPEME Ha fIeYEHUETO, NOTBbPAEHW OT NCUXWATLE
(2 Tean cnyuan nevenneTo moxe Aa Bvae npoawmkeHo ¢ Glatiramer acetate unit Teriflunomide).

5. YBenwuasaHe Ha cTeneHTa Ha YHKUMOHANeH Hesponoruuved aeduumnt ¢ 1 1. no Kurtzke 3a nepwopn ot eaHa

roauHa.

6. [ocTuraHe Ha cTener Ha MHBanuaM3auuAa 5 no ckanata Ha Kurtzke

7. 3a Teriflunomide - naumeHT ¢ TexKa BrbpeyHa HepECTATEYHOCT, NOSNCHKERU HA ANANK3A; TEXKA XUNONPOTEMHEMWNA

8. 3a Teriflunomide - nauneHTH CLC IHAYMMD HADYWEHWE Ha KOCTHOMO3BYHATA (PYHKUMA WM JHEYMMA aHeMus,
NeBKOMEHWH, HeyTponeHust NaK TpoMBoUNTOoneHHUs

9. 3a Teriflunomide - naumeHTH ¢ TeXKa aKTUBHA WHEKUMA A0 O3apaBsBaHe; TEXKM UMyHOREPUUNTHU CBCTOAHWUA

10. 3a Diroximel fumarate — noaoanpaHa iy NOTBLPAEHE NporpecusHa MyHTudokanda neskoeHuedanonaTua(MMN)

11. 3a Dimethyl fumarate v Diroximel fumarate — nayveHTy ¢ aKTUBHW OCTPU UMW XPOHWYHWU WHEKLMN{XenaTuT,
TyGepkynosa); naumeHty ¢ Texka numchonenuns(6poit na numdbounrure <0.5x10%/1}; egHOBpeMEHHO NPUNOXEHUE HA
APYrv NPoM3BCAHWU Ha dymapoBaTa KMCENMUHa{NOKaNHO Wi CUCTEMHO)

12. 3a Dimethyl fumarate — eQHOBpEMEHHT NPUNOKEHUE HE XUBW BAKCUHM

13. Cepuo3HK CTPaHWHHKW peakumi OT NeYEHWETO

14, Brnousane Ha 30J1 B KNMTMHWYHO NpoydYBaHe

15. Mpuapyasawy xpoHUYHW 3aBG0NABAHUA, KOWTO CKBbCABAT MNPOALIMKUTENHOCTTA HA HUBOTa (AnNKOXONU3bM,
AEMEHLINA, NCUX03K, 3NOKAYECTBEHN HOBOODBPA3YBaHWA, KOWTO HE CA B PEMMWCUA)

16. [locturane 4o Bb2pacT 59 roavHU ¥ NUNCA Ha akTMBHOGT Ha 3aboNaBaHeTo NPEes3 NOCAeaHUTE 2 rOaNHWN

17. lMpoeexaaHo NeMeHue CbC CTBONOBK KNeTKn

18. He no-manko OT neT roguHu cnej npoBeaeHa eHOOoBackynapHa Tepanvsa (BEHO3HA MO3bYHA aHFMONNACTUKA WAW
cTeHTupaHe), curn.BAANMC, gekemspu 2011r.
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NPUNOXEHWE 1B

NAUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU W3OABAHE HA NMPOTOKONY 3A NPOBEXQAHE HA NEYEHWE HA
BONHU C NMPUCTBNHO-PEMWUTEHTHA MHOXECTBEHA CKNEPO3A
{Oumemuncbymapam, huHaonumMod, Hamanusymas, okpenusymas, knadpubuH, anemMmy3ymMat, noHecumMod,
oghamymymad)

3abenexka: ﬂpu u3iiepnBaHe BL3IMOXHOCTATE HAa NOHe ABa MeNWMKaMeHTa OT NbpPEa NMUHWA, MOXEe O3 Ce NPEMWHE KbM Tead oT BTopa
NAHWA.

A, Kpurepuu 32 3anouBaHe HA NMbPBU KYpPC NEYEHME C NeKapcTBeH NPOAYKT OT BTOPAa NMUHUA (3agbImKUTeNnHO e
HaNW4YUETO HA BCUYKN KpUTEpUH)
y MoHe BBa AOKYMEHTUPaHW NPUCTENA 33 NPEAXOAHATA roANHE Ha NeveHKe C NeKapcTBeH NPOAYKTI OT MbpBa
JIMHMA M BRIOLIABAHE HA HEBPONOTUMHUA feduynT no Kurtzke 12

2 | HariMume Ha aKTMBHU NNaku M Nporpecun Ha aauHuTe ot MPT ¢ koHTpacT 12

3 | Crenewna ¢hyEKUMOHANEH HeBPONOrMyeH deduunt go 4 1. no Kurtzke 12

4 | Nunca na M3KAKOYBaLM KpUTEPUK No Touka [ 2

' pelweHne HE CNELMANM3MPAHA KOMWUCURA ¢ OTPA3EHA CKana Ha CUMIATOMATHKATa W oLeHKa no Kurtzke. JoKYMEHTUPAHNTE NPUCTLIN C eNUKPAN3K
324 BIDKUTENHD 438 ChABLPXAT MHHOPMALUS OTHOCHD NPOBSASHO NEYEHWE C KOPTUKOCTEPSUAN B 032 oT 500 4o 1000 Mr gHeBHO 3a cpok oT 3 40 5
AHW. S -

2 MeANLMHCKE AOKYMEHTALNA, NOTELPKAZBALLA KOMTEPUATE ND NPUACKEHHUE 1 N BCUUKM HEOBXOAUMU U3CNEABAHUS, ChOBPA3HO NPUMOKEHNE 2
(MPT ¢ KOHTPAcCT C AaBHOCT A0 6 Mecela - 8 peweHneTo no Alp Ne38 3aAbMKUTENHD CE KOMEHTUPA AMHAMUK3TA HA NPOMEHUTE B CPABHEHUE ¢
npeswecTBalo MPT nacneasane npes nocneaHuTe 12 meceua)

CrenenTa Ha hYyHKUMOHANeH HeBPONOrnYeH NeduUnT Ce ONPeaena eMH Mecel Crel AOKYMEeHTUPaH NPrCThLN.

6. Kpurepun 3a npoabmKaBaHe Ha TepanuATa NpY BCekM NocneAgall NPOTOKON (3afbLiKUTENHO € HANUYMeTo Ha
BCUY4KM KPUTEPRU)

1 | Nunca #a noeeye OT 2 NpUCTbNA 3a NepMoa OT eAHa roguHa 12

2 | 3anbpxane wa nokaszatenuTe Ha GYHKUMOHANHWA HeBponornyeH aeduum 12

3 | Nunca Ha cTpaHUYHHA edeKT N N3KNIDYBALWKN KpUTepuM No Todka E 2

T peweHus HA CNELMANK3IUPAHA KOMMOUSA G OTPasena epeKTUBHOCT N0 NOKA3ATENN OT NPANAraHoTo NeYeHue

2 MEQVUNHCKA AOXYMEHTALMA, NOTELRKAABALIA KDUTEPUUTE N0 NPUNOXeHWe 1 1 BCMYKK HeoBX0aNMI U3CNeABaHuA, CbobpasHo NPUNoKenne 2
3abenexka: Mpu NbPBOTO KAKGWAATCTBAHE 38 NPOABIHKABAHE HA TEPanUATa ¢ QUHTONUMOL €A 334BMXUTENHY KOHCYNTAUMA ¢ OMTANMONOr U wacnessaHe Ha
HEpHOAPOGHM BHIMMIK HA 3 MECEL, OT 3aNCHHEHE HA NAYEHMETO

Mpy NEPBOTO KaHAMRATCTBARE 38 NPOALIHABSHE HA TEPAAWATA ¢ JUMETUNDYMEPAT Ca 380 bNHUTENHY MACNENBAHAATA HA YReA, KPEATUHUH W HEPHOAPCOHN BHAMMK
Ha 3 mecey OT 3ano4BaHE Ha NAYSHUeTD. :

MNpy KEHAMAATCYBAHE 33 NPOABITKABAHE HA TEpaNMATA ¢ HaTann3aymab cneg efHOMOAWLLHO NeveHue Ca 3agbKMTERHN MACNeLBaHUR 3a anTuTena cpewly JCV u MPT
3011, kouTo ca JCV OTpHULIETENHY MOMaT 43 NPOALMAKATY Neuenneto ¢ Hatanuaymal cnep nPoBEiEH ABYIOAWLIEH TEPaNeaTUIEH kype NPW NpocnegssaHe va JCV
aHTUTENara Ha BCaKM B Meceua 1 npoBexaaHe Ha MPT racneapase ¢ KONTpPacT Ha Bcekn 12 meceua.

30N, kouTo ca JOV. nonokHTeNHd MOraT Aa Npoabixar nevexueTo ¢ Hatanusymad cnea nposegeH ABYroguweH TEpaneBsTH4eH KypC CaMo ako NonadTe Hagsuwasat
puckopeTe. HecHxogumo e MPT wacnensake ¢ KOHTPACT U Hipocheansaqe H#a JCV anTutena va scexkn 6 meceua,

Mpu NbPBO U NOPEAHO KAMAVAZTCRANE 33 Tepanns ¢ Knaapubun n AneMTyayMab ca 3a4bMKUTENHA MICNEARAHUATE B NPUROXeHUe 2, Tabnuua 2.

B. Kpurepuu 3a ApoAbLMKaBaHe Ha TepankATa cnep 3aBbplled 4-roguileH Kypc — 3a HaTanuiymat, dmdronumon,
aMmeTundymapart, okpenusymat, noHecuMmoa M odaTyMymad (3aQLNMMTENHO € HANUYHMETO Ha BCUYKW KpUTEPWUH)

1 | NMunca Ha akTMBHW NNaKK ¥ NPOTPECHA Ha AaHHnTe oT MPT ¢ kouTpacT 12

2 | Nunca Ha NoBeYe OT YETUPH.NPUCT LA 32 4 FoAnHK 12

3 | 3apgbpxane Ha hyHKUHOHANHWA HEBpONOTWUeH aeduunr 2

4 | Nlunca Ha cTpaHK4HM eheKTU 1 MIKIIOYBALW KPUTepri no Toyka E 72

1 EKCNepPTHO CTaHOBMLUE OT NOCTOAHEH eKCNEepTeH CkLBeT No HEBPONOrvA, pelueHne Ha cneynann2palHa KOMMCUA C CTPAaseHa e(bEKTMBHOCT
No NOKA3ATENM OT NPUNATAHOTO NeveHne

2 MEAVUVMMCKA ACKYMEHTAUMS, NOTBLPKAABALLA KPUTEPUINTE NO NPUMOXEHWE 1 1 BCUM KU HEOBX0ANMN NICREABAHNA, CHOGPasHe NPUNOKEHNE 2
{MPT ¢ paBHOCT A0 6 Meceya KbM AaTaTa Ha KaHAWAATCTEAHS 38 NPOALIIKABAHE HAa TEPanuATa — B peweHneTo no Alp.N238 sagtnxuTenHo ce
KOMEHTUPA AMHAMWKATA HA NPOMEHUTE B CPABHEHWE C M3XCAHOTO U3CNEABAHE 3@ HACTOAWATA TEPANKA)
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NPUWNOXEHWE 1B

. Kputepuun aa npogbnkasaHe Ha TEPanuATa cnep 3aBbpPWweH 6-roauweH Kypc, cneq 3aBbpllieH 12-ronMuweH Kype n
Ha BCEKW 3 roAuHK cneq 3aebLpwieH 12-rogvwex Kypce - 3a HaTanuiymat, couHronumon, aAumetundymapar, okpennsymat,
noHecumoa U opaTyMymab (3a0bMKNTENHO € HANUYMETO HA BCUYKH KPUTEPKUM)

1 | NMunca Ha HOBWM NNaku M Nporpecus Ha ganHuTe oT MPT ¢ koHTpacTt '?

2 | Nlunca Ha NoBe4e OT ABa NPUCTLNA 33 nocnegHuTe 2 roguHn '?

3 | 3agbpxane Ha DYHKUMOHANHNA HEBPONOrMYeH AeduumnT ' 2

4 | NMMunca Ha cTpaHUyYHK eheKTH U U3KMOYBALM KPUTEPUH NO Touka E '

TeKCNEePTHO CTAHOBUILE OT NOCTOSHEH EKCNEPTEH CHLBET MO HEBPOMOrkA, PEILEHKE HA CNEUKANWIMpaHa KOMKUCKHA C 0TpaleHa eeKTUBHOCT
no NoKazareny oT NPUNAraHoTo nevexne
2 MEAMUVHCKA ACKYMEBHTAUMA, NOTELRKAABALLA KpUTEPUUTE NO NpUNoXeHWe 1 U BCUYKN HeoBXxoavMn n3cneasakna, CbobpasHo NpuNokeHHe 2
(MPT c naBHOCT A0 6 Meceua Kbm A3TaTa HA KanAWAATCTBaHE 3a NPOALMKABAHE HA TepanuATa — B pewienueto no Aflp Ne38 jagbnwuTendo ce
KOMEHTMRE AMHAMUKATA HA NPOMEHUTE B CPABHEHWE C M3XOL4HOTC M3CNEABAHE 32 HACTOALATA Tepanus)

A. Kpurepuu 3a npemMyHaBaHe Ha TEPaNWMA OT eOMH KbM OPYT NeKapCcTBeH NPOAYKT OT BTOPa NHUHKUA (3aAbLMKUTENHO
€ HaNMYMeTO Ha KPUTEepUM 3 n 4 U KpuTepun 1 wunu 2)

1 | Hanuune Ha HOBM NNAaKW U NPOrpecun Ha gaHuute ot MPT '2

Nlunca Ha KNWHUYHA ePeKTUBHOCT OT NeYeHNETO (40 ABa NPUCTBNA 38 efHa FOAMHa N/WNK YBENWUEHWE HA
EDSS) 12

3 | 2-mecev4eH Nepnuog Ha n3uncTBaHe ' 2

2

4 | Nunca Ha cTpaHMuHK eheKTH U N3KNIOYBaLM KpUTepUn No Touka E '

Tpewenns Ha CRELMANWINPAHA KOMUCHA

2 MEAULMHCKE AOKYMEHTALIMA, NOTBLPWAABALLA KPNTEPUMTE NO NPUNOXeHUE 1 U BCUYKU HEOBXOAUMN N3CNEABAHMA, CLOBPA3HO NpUNoXeHKe 2
[OKYMEHTMpaHUTE NPUCTHLAN C ENUKPU3N IZABIKUTENHO A8 CHABLPHAT MHDOPMALMA OTHOCHO MPOBEAGHO NEYEHWEe C XOPTUKOCTEpPOnaM B 403a OT
500 go 1000 Mr 4HeBHO 33 CPOK OT 3 A0 5 AHK.

{(MPT c aasHoCT 80 6 Mecela KbM 4aTaTa Ha KaHAWAATCTBAHE 33 NPOAbLIKABaHE HA TepanuATa — B peweHueTo no Aflp. Ne38 sagbmkuTenHo ce
KOMEHTUPE ANHAMUKATE HA NPOMEeHNTE B CPABHEHWE C W3XOAHOTO M3CNEABAHE 3a HACTOALIATE Tepanua)

E. U3KNIOYBAUIM KPUTEPUWU (npy 3anouBaKe U NpM NpogbikaBaHe Ha NeYeHWeTo)

1. 30N ¢ sTopuyHO-nporpeaneHTHa hopma Ha BonecTTa

2. HOesa v nosese QOKYMeHTHPAHKU NPUCTBNA 3a nepuoa ot 1 roanHa Ha hoHa HA NEYeHnE C NeKapcTBeH NPOAYKT OT
8TOpa NUHKA

YBenu4asaHe Ha cTeneHTa Ha yHkunoHaneH Hesponoruyed aeduuunt ¢ 1 1. no Kurtzke B cpaBHeHue ¢ oUEHKAaTa Npu

BKIHOYBaHe B NPOrpamaTa Ha (PoHa Ha NeYeHne C NeKapcTeeH NPOAYKT OT BTopa NHKUA

BpeMEeHHOCT 1 nakTauws

NaureHTn ¢ UMyHopehMUMTEH CHHAPOM WK NPOBEXAALLA MMYHOCYNPECUBHA TEpanua

Mporpecvexa MynTuchokania exuedanonatns

AKTUBHM OCTPW UAK XPOHUHHW MHGEKUMW — xenaTnT, TyBepkynosa

Heonnasmu, ¢ vakroyeHne Ha koxern BaszanHokneTb4eH KapuyMHOM

Texko YepHoapoGHO unn BuGpeyHo 3abonseane

0. 3a Fingolimod - nauveHTn ¢ AV GNnoK sTopa cTenexd Tvn Meotuy 2 nnu no-eucoka crened AV 6nok,cuHApeM Ha BonHua

CHHYCOB Bb3ern WUNKM CMHOATpManeH cbpheveH Bnok.aHamHesa 3a cuMnTomaTudHa Bpagukapaws vhW NOBTapsl ce
CUHKON; UMK NPU NALMEHTH CbC 3HAYMTENHD yabrixasane Ha QT natepsana(c > 470 ms npu xenun n > 450 ms npu Mbxe)

11. 3a Fingolimod - nedeHne ¢ aHTUAPUTMUWYHK NEeKapcTBEHW MpoAayKTU knac la (chinidine, disopyramide) wnu knac Il
(amiodarone,sotalol),6eta Bnokepu noxnkasawm cbpaedHata dectota Onokepy Ha  kanuweBuTe  KaHanu
(verapamil,diltiazem uni ivabradine) wnu Apyry BewecTBa koMTC MOFAT Aa NOHWXKAT ChpaedHaTa 4vecToTa (digoxin,
aHTUXONWHECTepa3Hu cpeacTea WnK pilocarpine)

12. 3a Ponesimod — nayneHTy, KOUTO npes nocneaHuTe 6 Meceua ca npeTbpnenin WHMAapPKT Ha MuoKapaa, HecTabunua
CTEHOKapAWst, UHCYNT, NPEAXOAHA UCXEMWYHA ATaKXa, NAUUEHTH C AEKOMNEHCUPAHA ChpAeYHa HeaoCTaTLYHOCT Knac 1l
unu IV, AV B6nok sropa crened Tiun MeoBug 2, AV Bnok TpeTa cTeneH unv cMHApPoM Ha 60NHWA CUHYCOR Bb3E€N, OCBEH
KO NAUMEeHTLT uMa hYHKLUMOHNPaLL NeHCMeRKsP.

13. 3a Dimethyl fumarate — e4HOBPEMEHHO NPUNIOKEHVE HA APYIM NPOWIBOAHW HE DYyMapoBaTa KUCEeNWHA(MOKANHO unu
CUCTEMHO)

14, 3a Alemtuzumab — aHamHela 3a aHrMHa NEKTOPWC, NPeKkapaH MUOKaPAEH WHGAPKT, NPUEM HA AHTVMKOATyNaHTu

15. 3a Dimethyl fumarate, Cladribine, Alemtuzumab, Ocrelizumab v Ofatumumab — eaHOBPEMEHHO NPUNOXKEHUE HA XKUBW
BaKCUHA

16. 3a Cladribine, Alemtuzumab n Ocrelizumab — WHhekUKs ¢ HoBREWKUA UMyHoAeduLMTeH BUpYC (HIV)

17. 3a Ocrelizumab - CD4 numdcpounTut < 250 mcl

18. 32 Ofatumumab - cMAIHO  WUMYHOKOMDPOMETUPAHW  MauMeHTHW (Hanp. ¢ NUMQONEHUA,  HeyTPOMeHus,
XunoramarnoBynuHemMus), e4HOBPEMEHHO NPUNOKEHWE Ha APYIV UMYHOCYNPECopH

19. HexcoHTponupaHa xunepToHUA

20, XpoHudHa obeTpykTHeHa GencapobHa bonect

21. Benoapobua ¢mbposa

22. CspbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMW KbM HAKOE OT NOMOLHMTE BELWECTBA

23. Brnwousane Ha 30J1 B KNMHMYHO NpoyYBaHe

24. Jeua v 10HOWK Ha BBL3PACT Noa 18 roauHK, ¢ uskniouenue Ha Fingolimod.

25, [locturave go BL3pacT 59 roAvHU U NUNCA Ha AKTUBHOCT HA 3aDONABAaHETO Npe3 NocneaHnTe 2 roduHu
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26. [octurane Ha wHBanwaHocT no Kurizke 5

NPUNOXEHWE 1I'

NACT 3A CNPEAENAHE HA KPUTEPUUTE NPU NU3JABAHE HA NPOTOKONNWA 3A NMPOBEXIAHE HA NEYEHWUE HA
BONHW C BTOPUYHO-NPOFPECUPALLA MHOXECTBEHA CKNEPO3A
(CUnoHLUMOQ)

A. KpuTepuu 3a 3anovBaHe Ha NbpBy Kype (3aab/MKUTENHO € HANMYMETO HA BCUYKM KPUTEPUM)
CurypHa guarnosa “MHoxecTBeHa cknepo3a” no pesnanpadnTte oT Tompson u cbTp. npes 2017 1. ANarHocTUIHKU
KpuTepuk Ha McDanald "7 o

TMpoAbAKUTENHOCT HA NPOrpecnsaTa oT 6 Meceua, BKMNIOUNTENHO W TNAcbyHKU BNOWAaBaHKs Ha 3abonsasaneTo 12

CreneH Ha tbyHKUMOHaneH HesponoruueH aeduumnT go 5 1. no Kurizke '~
JaHHK 0T MarHWTHO-pe3cHaHCHaTa Tomorpadua /MPT/ ¢ KOHTPACT, AOKAABALM HAIWYME HA BbinanuTenHa

WMacnensane 3a asTuTena cpewly VZV "2

MeHeTUYHO WICNeaBaHe 3a onpeaenaHe reHoTuna no CYP2CH 12

KongynTaums ¢ odranmonor 12

W~ AW

KoWcyArauua ¢ kapguonor 12
9 | Nanca #a NIKMOYBALLM KPUTEPUH NO TovKa [ 12

! eKCNepTHO ‘CTAKOBUILE OT NOCTORHEH EKCNEPTEH CbEBET N0 HEBPOMOIUA, PElleHHe HAa CNeYManM3UpaHa KOMUCHA € 0TPA3CHa CKana Ha
CAMMNTOMATUKATA M oLeHka no Kurtzke

2 MEANUMHEKA AOKYMEHTALUS, NOTBLPXAABALLA KPUTEPUITE NO NPUACKEHUE 1 W BCHUKY HEOBX0A MM U3CNEABAHMS, CbOBpa3HO NPUNOXEeHUe 2
(MPT c koHTPAaCT ¢ 4aBHOCT A0 1 roglHa Npean KaHAUBATCTBAHETO, KICNeABaHe 3a aHTUTena cpewy VZV, reHETUMHO W3CNeaBaHe 3a onpegensye
reHoTuna #o CYP2CY; koHCyNTaumn ¢ obTanMonar u kapauonor)

B. Kpurepun 3a NpogbnkaBaHe HAa TEPANWATA NpW BCEKM NOCneaBauy NPoToKoMn (3aALIDKUTENHO € HAaNUUYWeTO Ha
BCHUYKU KPUTERWK).

1 | Nunca Ha ApUCTBNK 3a Nepuoa OT efHa roaunHa *2
2 | 3aabpXane HA NOKA3aTenuTe Ha YHKLMOHANHUSE HeBPONoruyeH geduuuT '

3 | Nunca Ha cTpaHu4HK edeKTH U M3KNIOYBALUKW KPUTEePUU No Touka [ 2
1 pelweHWe Ha CnelManManpala KOMUCHA C CTpaseHa ed)eI(TVIBHOCT NG NoKa3aTenu oT NpUNaraloTo AeYeHue

2 MeAMUMHCKE AOKYMEHTALMA, NOTELPXKAABALLA KpUTepuuTe No npunoxeHre 1 n BCUUKM HeoBXCAUMN MICNEABaHUS, ChoBpa3HO NpUNOXeHWe 2
3abenexxa: Mpy MLPBEOTO KAHAWAATCTBANE. 33 NPOALIKABAHE HA TEPANUATA CbC CUNOHWMOA 43 Ce NPUNOXAT KOHCYNTayus oT ohTanMonor U opuruHanHa GnaHka
WNW 3aBEPEHO KOMWE OT HacnegBaHe Ha HEﬁHOﬁpOGHH EHIUMU Ha 3 MEeCEL OT 32MN0YBaHe Ha NeYeHueTo

B. Kputepuu 3a npoaAbLmkaBaHe Ha TEPanWATa cref 3aBbLPWweH 4-rOOWILEH KYPE W Crieq 3aBbpeH 6-roauwes Kype
(320BLNMUTENHO € HANUYUETO HA BCUYKKN KpUTEpUKn)

1 | Nunca Ha kOBW NRAKK U NPOrPecKA Ha ganHUTe oT MPT 12

2 | Nunca Ha noBeYe OT ABA NPUCTHLNA 3a NocAeaHUTe 2 roguHKn 2
3 | 3agupwaHe Ha (PYHKLIMOHANTHUA HEBPONOTMUEH aeduumT 12

4 | Nlunca Ha cTpaHW4HN edexTH U M3KNICHYBALLUM KPUTEPHKM no Touka [ 12
TeKCNepTHO CTAHOBWULE OT NOCTOAHEH EKCNEPTeH CLEET 110 HEBPONOTMA, PEWEHUE HA CAELIMANMIMPAHA KOMUCHA C OTPAaleHa edeKTUBHOCT
fo NOKa3aTenu oT NPUAArAHOTO NeveHne
2 MEAMLNHCKA A0KYMEHTAUMS, NOTELPKAABALIA KPHTEPUMTS NO NPUNOXEHHE 1 N BOWUKK HECOXOAMMI U3Cnespanns, CxoBpasHo NpunoXeHne 2
(MPT ¢ paeHocT A0 6 Mecela KbM JaTaTa HE KEHAKASTCTBAHE 38 NPO4LIVKABAHE HA TepannAaTa — B peweHneTe no AlMp.Ne38 3aawnkuTenHo ce
KOMEHTHpa ANHAMUKATA HA NPOMEHUTE B CPABHEHUE ¢ UXCAHOTO M3CHEABAHE 38 HACTOMLLATA TEPANKA)

. U3KNHOYBALLUM KPUTEPUH {sipn 3anousaHe ¥ NP1 NpoaLMmKaBaHe HA NeYeHneTo)

MNauunenT ¢ UMyHoAeDUUNTEH CUHAPOM MAKY NPOBEXAALIM MMYHOCYNPECKBHA Tepanua

AHamHe3a 3a NPorpecuBHa MynTudokanHa nesroeHuedancnaTMa MNK KPUOTOKOKOB MEHWHTUT

30J1 ¢ n3BeCTHU aKTUBHM 3M0KavecTBeHW 3abonaABaHuA

Texka cTeneH Ha YepHoapobHo yepexaaHe(knac C no Child-Plugh)

MauneHT, KOWTO B NpeaxofHUTe 6 Meceua ca UMan MACKapAaeH WHEAapKT, HecTabunHa CTeHOKapAWs, MO3FbYEH
WHCYNT/NpexoaHa MCXeMUYHA aTaka, AEKOMMNEHCHMPAaHa CbpAeYHA HEAOCTATBLYHOCT(U3WCKBALLA DONMHWYHO NeYeHne)
unu cwpaedHa HegoctatbuHocT knac |l / 1V no NYHA

MauvenTn ¢ anamHe3a 3a BTOpa CTENeH aTpuoBeHTpukynapex (AV) 6nok Mobitz Tun 11, AV Bnok ot TpeTa cTeneH,
cvHoaTpuaneH cepieyeH BNoK K CUHAPOM Ha BONHUA CMHOCOB BL3EMN, 3K0 HE € NOCTaBEH NERCMENKBD
NauneHTM XoMO3NroTHY Ne CYP2C9*3 (CYP2C9*3*3) renotun {crniabu metabonnsaropu)

BpeMEHHOCT UMK XEeHU, KOUTO HE W3NON3BaT eIEKTUBHA KOHTPALENUUA

Hoctyrane Ha cTeneH Ha MHBaNMAM3aUMA 6 no ckanaTta Ha Kurtzke

Hocturane o BbapacT 53 roavHW U NUNCA HA akTMBHOCT HA 3abONABAHETO Npes3 nocneaHnTe 2 roAuHM

MpeaxogHo neverune ¢ Alemtuzumab

R wp=
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NPUNOMEHWE 2

I. NEMEBHO-AMATHOCTUYEH ANTFTOPUTEM

1. NEKAPCTBEHM NPOOYKTU, sxradeHu B Mpunoxkenne 1 Ha MNC, kouto H30K 3annauia B cLoTBETCTBUE ©
AeWCTBALLUTE HOPMATUBHA OOKYMEHTH.

Tabnuua 1
INN MKE OrPAHWUYEHWA

INTERFERON BETA-1A G 35 : E:EZE":E ;%Zﬁ::{ camo 3a Rehif
INTERFERQN BETA-1B G35 *  nnua Haa 16 roauHn
PEGINTERFERON BETA-1A G35 *  nuua Haa 18 roguHm
GLATIRA”ER ACETATE G 15 *  fvua Hag 18 roanHK

FINGOLIN_!I_OD ' G 35 *  nuua Hag 12 roguHu ¢ Terno Hag 40 kr
TERIFLUNOMIDE o G 35 *  nuya Hag 18 roavHu

DIMETHYf. FUMARATE G 35 *  fyua Haa 18 roauHu
NATAL!;UMAB G35 *  nua Hag 18 roanHu

CLADRiBI_NE G 35 = nuua Haa 18 roguHu
ALEMTUZUMAB G 35 = nuua Hag 18 roguHun
OCRELIZUMAB G35 = nuda Hag 18 roguHw

SIPONIMOD G35 *  nuua Hag 18 roauHu

DIROXIMEL FUMARATE . G35 - nnua Hag 18 romuHu

PONESIMOD G35 - nuua Hag 18 roauHu
OFATUMUMARB : : G35 "  fvua Hag 18 roauHu

3abenexxa: o

TNeuennero ¢ PEGINTERFERON BETA:1A, DIMETHYL FUMARATE n OFATUMUMAB npes NbpBMA Mecel ce NPOBeXAa ¢ THTpHUpaLa ao3a.
INevenneTo ¢ TUTPHpaa Ao3a 33 SIPONIMOD ce npoeexaa npes nbpeuTe 5 Anu; 3a DIROXIMEL FUMARATE - npea nepeurte 7 AiHW, a 3a
PONESIMOD ~ npe3 nwpsure 14 gHw, .

2.nPOCH EjlﬂBAHE

MME: [ewl [ D[ DT ]
Tabnuua 2

U3CNEABAHWA v KOHCYNTALIKK* W3XOOHW | HA 6§ MECEUA HA 12 MECELA

CreneH xa dyHKUMORANEH HEBPONOrMYer aedununt no Kurtzke v e v

MocneaeH npueTLN v v v

MaruuTro-peaoHancHaTa TomorpacuA /MPT/ ¢ koHTpacT v

MKK ¢ JKK{ aa alemtuzumab — exemeceuen konTpon a0 48 meceua cnep, v v '

nocnegHarta uHdyysus)

CD4 numcouwTn (Camo 3a ocrelizumab} v v v

CRP B 4uchpoBo U3paxeHne v - v v

TSH( 3a interferon beta-1a, interferon beta-1b u camo 3a alemtuzumab — koHTpon v npu aBHOPMHO

Ha Bceku 3 Meceua 40 48 meceua cnej NocneaHaTa nHgyaus)) W3X0AHC HUBO

3a IFN-1B
ASAT(He 3a glatiramer acetate} v v v
ALAT(ne 3a glatiramer acetate) v v [ v
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Ypesn (He 3a glatiramer acetate) ¥ v v
KpeaTuunH (He 3a glatiramer acetate) ( 3@ alemfuzumab — exemeceqeH KOHTpon 40 v v v
48 Meceua cfief nocnegHara uHgyana) B

Eunupy6bun (3a dimethyl fumarate, direximel fumarate, Bcuukn nexkapcTeeHn v v v
NPOAYKTH OT BTOpA NUHKUA W Siponimod)

YpuHa - 6enTbk u ceanmenT{ 3a alemtuzumab — exemecever kKOHTPOr A0 48 v v e
Meceua cnea nocnegHara Hdysua) B

KoHcynTauna cneguanucT ounu Bonectu(aa fingelimod, ponesimod u siponimod) v

KoHcynTauws cheyuanuct kapauonor(sa fingolimad, ponesimod u siponimod) v

EKI" mounTopUpaHe 4o 6 4ac npu 3anoyBaHe Ha Tepanusra (3a fingolimod u v

poenesimod) B

Crpaeuta thpexseryualcamo 3a glatiramer acetate) v v v
CKpuHUHr-3a xenatuT B 1 C (3a cladribing, ecrelizumab, ofatumumab n no npeuexka v v v
33 OCTAHANWTE OT BTOPA nuHuA) ( 3a alemtuzumab —koHTpon Ao 48 meceua cneg

nocneaHara Mhdbyanal(za ocrelizumab, ofatumumab no apeueHka Ha B 12

Meceua)

CrpuHuif 3a TyBeprynosa (3a cladribine,alemtuzumab, ocrelizumab, ofatumumab v v v
no NpeyeHKa 3a ocTaHanuTe ot BTOPA NMHKA) o

Cxkpunrnnr sa HIV (3a ocrelizumab, ofatumumab 1 no npeuewxka 3a oCTaHanwTe o1 ' s v
BTOpa NuHnA) (33 ocrelizumab, ofatumumab no npeueHka Ha 6 U 12 Meceua)

Cxpunnnr 3@ HPV {no npeuerka)

AnTuTens cpewy VZV( aa fingolimod, cladribine, alemtuzumab, penesimod u v

siponimod) -

AnTuTERZ cpetly EBV{camo 3a alemtuzumab) v

AHTuTenRa cpewly JCV(3a natalizumab) v

FeHeTUMHG . MacneasaHe 3a onpedenaHe Ha reHoTina no CYP2C9(camo 3a v

siponimeod) - - )

Macneasaqe Ha eBOKUPAHN CIYXOBU U 3PWTENHN NOTEHLUMENN(CaMO 38 NeKapGTBEHN v

NPOAYKTH OT NbpBa NUHKUA)

INuksopke nacneasane( 3a ocrelizumab npu NbPBKXLUHO-NPOIPECUPALN NAUUEHT N, & v

34 33aN0YBAHE C NEKAPCTBEHW NPOAYKTW OT MbpBa NUHWA Npu HeobxoAumecT 33

NoAKpena Ha gvardosara)

. OB U3UCKBAHUA

1. BL3pacroBarta rpaHuLa ce U3YnCIIABA B HaBbpLUeHW rOAMHK - T.e. BKNIYMTENHO KbM AaTaTa Ha M3gasaHe Ha npoTtokona ot
CneuuanuampataTa KOMUcHs,

2. Mpu HasHa4yaBaHe Ha Tepanua Nno NpoTOoKON 3aAbMKMTENHO C& CbOBPAIABAT Bb3PACTOBUTE OMPAHUYEHNA, CbINAcHO KPaTKaTa
XApaKTepUCTAKA HA ChOTBETHUSA fIEKAPCTBEH RPOAYKT, YTBbpAeHa no peaa Ha 3NMXM.

3. H30K He sannaiua neveHne n3BLH YKasaxaTa Bb3pacToBa rpaHMLA B KpaTKaTa XapakTepucTka Ha NpoaykTa.

4. H30K He 3annaila nedexne ¢ Ao3W Haa MakCUManHo paspeLweHuTe no KpaTka XxapakTepyucTUKa Ha NpoayKTa.

5. B cnyyaii Ha HacTLNUNa NOAO3NPANHA HEXKeNaHa NeKkapcTBeHA peakuws, nekapaT yseqomssa UAJ no peda Ha un.

184 ot 3MNXM. Konwe ot cbobueHUETO ce npunara/onucea KbM/B MegvumHckara gokymenTtauwa Ha 300 npwu
KaHOwOaTCcTBaHe 33 neyexHne.

6. Bceku e-NpOTOKCA Ce WM3LABa Bbi OCHOBA Ha W3A3AEH MEAWLMHCKW ACKYMeHT. Ambynatopen nvct” OT crneumsanuct —
nanbnHUTEN Ha CUMIT uni oT cneunanuanpana kommuensa B 1I3EF Ha ocHoeanne AMp Ne 38 ,OnpefensHe Ha NNaH Ha neveHue
npocrneassaHe Ha TERANEBTUUYHNS OTIOBOP NPY NALMEHT, NONYYaBaWKN CKENOCTRYBALLIW NEKapCTBeHn NPOAYKTIA NO pena Ha un. 78,
T. 2 330"

Exsemnnap Ha xapTveH Hocuten ot amBynarophus rnucT unu Alp Ne 38 ,OnpeaensHe Ha NNad Ha nedYeHne 1 npocneasnaHe Ha
TepaneBTUIHUS OTTOBOP NPU NaLMeHT:, RONYYaBaLiM CKbNOCTPYsally NeKapcTeeHn NPoOAYKTIA No peda Ha Jn. 78, 1. 2 330", konTo
€ OCHOBAHWE 3a W3A8BaHe Ha NPOTOKON, NOAMWCAH OT FeKapa cheuwanuct/cneunanmsupaHa komvcus v 3071 (poauten,

HACTOAHMK/NPUEMEH pOJWTEN), ¢ BOOM RO pen, OnpeseneH o7 neueBHOTO 3aBeAeHWe W Ce CbxpaHasa B kabuHeTa Ha
nekapa/koMucuaATa.

7. Mpwn w3gaeaHe Ha E-npomxon. no pena Ha ekcrneptusara no .78, 1.2 or 330, otnaga HeoBxoAUMOCTTa Aa ce NPeaocTaBAT U
cbxpaHaeaT npunoxedue Net v npunoxerne Ned oT HacTosuuTe M3ncksasua Ha H30K".

8. M3apaBaHeTo Ha E-NPOTOKON Ce OCHUWECTBABR B CHOTBETCTBUE ChC ChBMECTHU ,YKadaHua 3a paboTa c nodaAeH no enekTpoHeH
nuT npoTtokon A/IB/IC (e-npoTtokon)*, mexay Hauuosansata 3apasBHooCWrypuTenHa kaca v bbnrapckn nexapckn chio3 3a
npunarase Ha HauuoHanHus pamMkes AOreBOp 33 MEAULIMHCKUTE JENHOCTH.

Hacmoswiume usuckeaHus ca ymebpdeHu om ynpasumenst Ha H30K cned Pewenue Ne P-HC-04-56./11.08.2023¢e. Ha Hadsoprusn
coeem Ha H30K u npedeapumenHdo cwenacysave ¢ BIIC, na ocrosarue yn.52, an.8 ebg ep. ¢ an.6 om [llpasunnuka 3a
yempodicmeomo u delinocmma Ha Havuorandama 30pasHoocuzypumennda kaca. Mauckearnusma enusam e cuna om damama Ha
obrapodeanemo um 8 JupxaseH secmuuk” U ommensm deficmeawjume usucksasus, 8 cuna om 03.06.20222. Ha ocHogaHue
pewentie Ne P-HC-04-59/19.05.2022z.
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NPUNOKEHUE 3

AEKNAPALWA 3A MHOOPMUPAHO CBHIMACKUE C M3NCKBAHUATA 3A 3ANOYBAHE! NPOOBIMKABAHE HA
NEYMEHUETO C NEKAPCTBEHWUA NPORYKT

cnen karo ce 3ano3Hax ¢ Usnata Mua  npeaocraseHa  MHGOPMauMs U uUenTa Ha nedYeHneTo C RNeKapCTBEeHWA
LT 71 W cnef Kato nony4yux v3vepnatenHy OTroBopu Ha
NoCTaBEHUTE OT MEH BLNPOCK, AeKnapupam Ye:

1. I'lpea nocneaHnTe neT roaMHU MW e NPOBEXAaHO WHBA3UBHO NEeYeHWe - BEHO3HA MO3b4HA DANOHHAa aHrMonnacTuka unu

CTEeHTUpaHe.
DA HE
HAMaM PUTLMHW W RPOBOAHN HAPYLLEHWS.

He cum npekapan/a xepnec 3ocTep eHuedanur.

e cnassam npenopbyaHaTa My CXema Ha NeYeHne 1 NepuoOANYHOCT HA KOHTPOMHUTE Npernean.

SO

PefoBHO LWe Ce ABABAM Ha KOHTPONHWU NPernean v HAMA A2 NPOMEHAM CAMOBOMHO UMW NOA, APYFC BRYLLEHUE HazHaYeHaTa

MU Tepanms.

6. Mpw npeyctaHoBABaHe Ha NEYCHUETO NO MPUUUHK, HENPOW3TUYALLKM OT PELIEHNETO Ha KoMucuATa 3a excnepTnan 8 P3CK
n/nnik Komucwata no un. 78, 7.2 or 330, we yreaoms He3abaBHO NuHWA CW Nekap.

7. lpw HecnaseaHe Ha NOCOUSHUTE YCMOBUSA NEYEHNETO MU C YNIOMEHATNA NEKAPCTBEH NPOAYKT wWe GbAe NPEKPATEHO U HAMA

0a uMam npereHumn koM H30K,
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