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MPUNOXKEHVE 18
E HA NEYEHWUE HA
MIUCT 3A ONPERENAHE HA KPUTEPUMUTE NPU W3OABAHE HA MPOTOKONW 3A NPOBEXAAH
o EOMHM C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A
(Hamanu3ymab)

[Awe: \EFHlllll\llllﬂ

3abenexka: MeouyuHckama dokymeHmauus, ydocmosepsigawya ceku om Kpumepuume € rocoYeHa ¢ yucgppa 8 UHOEKC U 3a0Bb/HKUMESNTHO

npudpy*aea HaCMOSAUOMO NPUNOKEHLIE.

A. KpuTtepuu 3a 3ano4saHe Ha Nbpen KyPC (32ALIPKUTENHO € HAaNUUUeTo Ha BCUYKW KpUTEpUM)
TloHe ABa AOKYMEHTUpaHM NpucTbNa 3a nepuon He NO-ALITHT OT eAHa roAMHa Ha (oHa Ha MOoHEe ©[HOroANLLHO
HeueHme ¢ MHTepdepoH — 6eTa, rnaTupamep auerTar
Hanuume Ha aKTMBHM NIaki ¥ NPOrpecusi Ha AaHHUTe o1 MPT c koHTpacT

-

CreneH Ha (pyHKUMOHanNeH HeBpororuieH pecdovumt Ao 4 7. no Kurtzke ®

AN

Tlvnca Ha u3KniouBalM kputepum no 7.B 4
aHaMHECTUMHUTE AaHHW, KNUHWYHATA cumnTomaTiika W €BOMIOTUBHUA XOA4 ce onucear B eKCnepTHOTO CcTaHoBuULLE. ﬂOKyMeHTMpaHMTE npucTsLNU €

ENUKPN3W 334 BIDKATENHO A2 CbABPXKAT WHcOpMaLWs OTHOCHO NPOBEAEHO neueHne C KOPTUKOCTEPONAK B A03a OT 500 4o 1000 mMr AHEBHO 3a CPOK

oT 3 A0 5 AHW.

2 opurunaneH uw unu NoANUCaHo v 3aBepeHo konue oT MPT ¢ KOHTpacT - B EKCMIEPTHOTO CTaHOBULUE 33ABMKUTENHO ce KOMeHTupa

AVHAaMUKaTa Ha NPOMEHWUTE B CPaBHEHNE C npejLiecTsallo MPT u3cneaBaHe npes NocneagHuTe 12 meceua

3 oTpaseHa ckana Ha cumnTomarukara B excnepTHOTO CTaHoBuwe. CtenenTa Ha hyHKUMOHANEH HEBPONOTNYEH neduuuT ce onpeaena eauH

mecel| criep AOKyMeHTUpaH npucTen.

‘ynacrosepﬁaa ce ¢ nognuc Ha cneyuanucra B npunoxeHne 1 Ha HacTOALNTE U3NCKBAHUA

B. Kputepum 3a npoabmkasaHe Ha Tepanusata npu BCeku MocneaBall WwWecTmeceyeH NPOTOKON (3aABIMKUTENHO €
HanuumeTo Ha kputepuu 1, 2 n 4)

1 | Nunca na noseve ot 1 npucTbn 32 NepUoA OT WecT meceua !

3anbpKaHe Ha NokasaTenuTe Ha (OYHKUMOHATIHMS HEBPOTIOTUteH nedouumr >

2
3 | Nunca Ha KNMHMYHA ePEKTUBHOCT - 2 U noBseye npucTbNa Ha hoHa Ha neyeHue ¢ Fingolimod 2
4

flunca Ha CTPaHNYHU eheKTH N N3KNoYBaLm kputepum no 1.B 2

aMGynaTopeH nucT/ eTanHa enukpusa ot npocnep,ﬂsau.unﬂ Hesponor ¢ oTpassiBaHe Ha OCHOBHaTa Tepanws, KOATO € NpoBexaaHa npes nepuoaa "
9335MTM6T0 Ha cumnTomarukara Ha Bonectra

eKCnepTHO CTaHOBULYE C OTPaseHa e(heKTBHOCT N0 nokasaTeny oT npunaraHoTo neuexne. 30J1 MOXe Aa NpeMuHe Ha neyexue ¢ Natalizumab
g:.nen 1 mMecel Nepuog Ha us4ucTsaHe.

yp,ocmaepﬁaa ce C noAnuc Ha cneuyunanucrta B npunoxeHue 1 Ha HaCToSALLUTE U3NCKBAHWA
3abenexka: anI KaHauaaTcTBaHe 3a npoAmmaaaHe Ha TepanusTa cnea ©4HOroAuLWHO nedeHve ce npunarat v n3cneaBaHua 3a aHTuTena
cpewyy JCV n MPT.

H3O0K 3annaua TepaneBTUYeH Kypc ¢ Hatanu3ymab oo Ase roavHn.

B. U3KIIOYBALLN KPUTEPUU (npu 3ano4saHe u npn npoabimKaBaHe Ha fieYyeHueTo)

30J1 ¢ BTOPUYHO-NPOrpeAneHTHa ¢opma Ha Gonectra

Hap 2 AOKYMEeHTMpaHu NpucTbna 3a nepuoa ot 1 ropunHa Ha oHa Ha neyeHmne ¢ Hatanusymat

VBenuuasaHe Ha CTeneHTa Ha (hyHKUMOHaNeH HeBpOnornieH neduuwt ¢ 1 7. no Kurtzke B cpasHeHve ¢ oueHkaTa npu
BKNIOUBAHE B Nporpamarta Ha oHa Ha feveHmne ¢ Haranusymab

4. TlauveHTV C MMyHOAE(ULIMTEH CUHAPOM Wil NPOBEXAALLNA MMYHOCYMpecHBHa Tepanus

5. TporpecuBHa MynTugokanHa eHuedanonatus

6. AKTMBHW OCTPY UMW XPOHWYHM MHEEKLIMM — XENATHT, Tybepkynosa

7

8

Lad ol

Texko YepHoApoOHO 3abonsiBaHe

" Heonnasmu, ¢ M3KIIOYEHME Ha KOXKeH Ba3anHoKNeTbYeH KapLMHoM
9. [BpEeMeHHOCT i NiaHnpaHe Ha GPEeMEHHOCT Npes cnegsalwuTe 3 roguHn
10. [eua 1 IOHOLIM HA BB3PACT MOA 18 rognHn
11. [ocTuraHe Ao Bb3pact 59 roAVHN 1 NUNCa Ha akTMBHOCT Ha 3a60MSBaHETO NPEe3 NOCneAHNTE 2 FoAuHN
12. [JocturaHe Ha UHBaNMAHOCT Mo Kurtzke 5
13. CBpbXUyBCTBUTENHOCT KbM aKTUBHOTO BELUECTBO MNK KbM HSIKOE OT MOMOLLHUTE BelecTsa
14. BxniousaHe Ha 30J1 B KNMMHUYHO npoyusaHe™

* Komucusima, KOSimo e HasHayusa ne4yeHuemo u na6miodaea 3071, e dmbxHa HezabagHo 0a yeedomu Komucusima 3a ekcrepmusu no uyn. 788 4y

Ha H30K. Teau 6onHu ce 3anuceam & omdeneH pesucmup U He 2y6sm npaeomo cu 3a npodbxasaHe Ha feyeHuemo cned npukmYeaHe Ha
K/IUHUYHOMO MpoyveaHe cned akmyasnHa oueHka om cneuuanusupaHama Komucus

OTroBaps Ha KPUTEPUNTE 33 JIEYEHNE C oo B AHEBHa fosa

noanuc Ha cneuyuanucTa:

W3UCKBAHWSA HA H30K MPU NPOBEXAHE HA NEYEHVE HA BOJTHU C NPUCTLMNHO-PEMATEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHMW NPOAYKTV MOAVGULIMPALLA XO[A HA BONECTTA B W3BBHBEOMHUYHATA MOMOLL — B cuna ot 1 tonn 2015 ropuHa
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1. NEYEBHO-AWATHOCTUYEH ANFTOPUTHM
1. NEKAPCTBEHW NPOAYKTU, skntoueHu B Mpunoxenue 1 Ha MIIC, kouto H30K 3annawa B cLoTBETCTEBME C

AevcTBaLUTE HOPMAaTUBHU LOKYMEHTH.

2. NIPOCNEOABAHE:

PUNOXKEHYE 2

Ta6nuua 1
Bb3pacToBU
INN orpaHudeHms NPEAW 3AMNOYBAHE KOHTPOJI HA 6 MECELIA
4 TSH, MKK ¢ OKK, ASAT, ALAT, ypesi, | TSH (npu abBHOPMHO W3XOAHO HUBO),
INTERFEZRH Inpaiag 16 kpeatuiui, CRP B  uucposo | KK c [KK, ASAT, ALAT, ypes.,
BETA-1A roavHu
u3paxeHue kpeaTtuHuH, CRP B LuncpoBo uspaxeHve
= TSH, MKK c OKK, ASAT, ALAT, ypes, | TSH (npu abHOPMHO M3XOAHO HWBO),
INTERFERBDH [ita aangle xpeatudiH, CRP B uucposo | KK c [KK, ASAT, ALAT, ypes.
BETA-1B’ roaviHu
n3paxeHve kpeatuHuH, CRP B undpoBo nspaxeHue
GLATIRAMER = nuuaHag 18 cbpaeuHa dpekseHums, MKK ¢ [KK, | copaeyna dpekseHums, MKK ¢ KK,
ACETATE* roanHN CRP B uncpoBo n3paxeHue CRP B L1poBO n3paxeHne

MKK ¢ OKK, ASAT, ALAT, 6unupybuH,
aHTutena cpeuly VZV, CRP B uudposo
n3paxeHue, KOHCYynTauus €]
ocpranmonor, EKI u koHcyntaumsi ¢
kapavonor; EKI moHutopupaHe go 6
Yyac npu 3anoyBaHe Ha TepanusTa

= fuvua Hag 18
rofiuHu

MKK ¢ [OKK, ASAT, ALAT, CRP B

FINGOLIMOD**
UMPOBO U3paKeHNe

MKK ¢ OKK, ASAT, ALAT, 6unupybuH,
aHTuTena cpeuly JCV, CRP B uudpoeso
u3paxeHue

= nuua Hag 18
roAvHN

MKK ¢ OKK, ASAT, ALAT, 6unupybuH,

NATALIZUMAB CRP B unchpoBo nspaxerme

*  npuapyXaeaT BCEKW MPOTOKOM, OMMCBaT Ce B amOynaTopHWA nucT/ eTanHaTta enukpusa Ha 30J1 u ce npunarat 3aBepeHW Konus ot
opurMHanHuTe GnaHki (MpU HanuuMe Ha XOCTMTanM3auus C AaBHOCT 40 1 Mecel A0 M3jaBaHe Ha MpOTOKkona Ce mpunara 3aBepeHo konwe oT
enukpusa ¢ Homep U3)
** NpuapyxaBaT BCeKM NpOTOKON, onuceaT ce B ambBynaTopHus NUCT/ etanHata enukpusa Ha 30J1 u ce npunarat 3asepeHu konus OT
opurMHanHuTe BnaHku (MpU HanuuWe Ha XoCnUTanu3auus C AaBHOCT 40 6 Mecelid A0 M3jaBaHe Ha MpoToKona ce Mpunara 3aBepeHo konue oT
enukpusa c Homep U3)

3abenexka: Yyacmuemo Ha 30J1 € KIUHUYHU MPOy4YeaHusi He MPOMeHsi Heo6xodumMocmma om cra3eaHe Ha
u3uckeaHusima Ha H30K npu npoeexdaHe Ha fieyeHUe Ha 60JIHU € NPUCMBLITHO-PEMUMeHMHa MHOXeCcmeeHa CKiiepo3a ¢
nekapcmeeHu npodykmu moduguyupawu xoda Ha 6o1iecmma e u3eLH60THUYHama MoMow,.

Il. OBLUWN N3UCKBAHUA

1. Bhapamosara rpaHMuUa ce M34ucnsisa B HaBbpLUEHU rOAUHN - T.e. BKMIOYUTENHO KbM AaTtata Ha usgasaHe Ha npoTokona oT
cneyuanuanpaHaTta KoMUCHs.

2. MNpu HasHayaBaHe Ha Tepanus Mo MPOTOKOI 3a4bIMKUTENHO Ce CbODpa3ssBaT Bb3PACTOBUTE OrPaHUYEHUs!, CbracHo kpaTkarta
XapaKTepucTVKa Ha CbOTBETHUS NEKAPCTBEH MPOAYKT, yTBbPAEHa no peaa Ha 3JIMXM.

3. H3OK He 3annalua neyeHue W3BLH yKkasaHaTa Bb3pacToBa rpaHuLia B KpaTtkarta xapakTepucTuka Ha npoaykra.

4. H30K He sannalia neyeHune ¢ 4031 Haj MakCUMariHo paspelleHnTe Mo KpaTka XapakTepucTika Ha NpoayKTa.

5. B cnyuvait Ha HacTbnura MoAo3upaHa HexenaHa NekapcTBeHa peakuusi, nekapst yeeaomssa MAJ no pepa Ha un. 183 ot
3/IMXM. Konue oT choblyeHneTo ce npunara kbM MeauuvHckaTa gokymeHTtaums Ha 30J1 npu kaHaupaTcTaHe 3a feveHue.

6. MPU CNEUMANUCTA, cbrn. un. 158 B, 7. 1 ot HP[l 3a MeauumuHckuTte aeHocTyn 2015 r. (06H. 1B 6p. 6 ot 23.01.20151.),
Ha 30J1, Ha KOWUTO ca M3AaBaHW MPOTOKOMM MO peAa Ha HaCTOAWMTE M3MCKBaHWA, criefsa Aa ce npunarat BCUYKW
Heo6X0AMMM AOKYMEHTU KaTo: amOynaTopHuTe NUCTOBE OT W3BbLPLUEHWTE nperneau, BTOPUAT eK3eMnnsp OT u3japeHuTe
MNPOTOKONW, KOMWUsi OT EnUKPU3W, eKCrepTHU CTaHoBUlla v apyru AOKYMEHTU, KOUTO Ca OCHOBaHWe 3a u3faasaHe Ha npoTokon,
BCUMYKM U3UCKBALLWM Ce U3CneaBaHusi, Konue OT npuroXxeHue 1 Ha HacToSAWMUTE U3UCKBAHUSA MOMBLIIHEHO MO CkLOTBETHaTa
TOMKaQ, MO A MU CaHO OT COHNemuUuaaITumcTa, ©¥31aJd NIPOTOKOJTA.

KOMMUCHUSATA, uspana npotokona Ha 30J1, CbxpaHsiBa BTOPU €K3EMMNIsiP Ha MPOTOKOMA U BCUYKN HEOBXOAVUMM AOKYMEHTU 3a
M3AaBaHeTo My.

Hacmosiuwume u3ucksaHusi ca paspabomeHu Ha ocHogaHue 4ni. 56 om HayuoHaneH pamkos 002080p 3a MeOUUUHCKUMe
delinocmu 3a 2015 200uHa (06H., B, 6p. 6 om 23.01.2015 e.) u enusam & cuna om 1 tonu 2015 2., cwenacHo yn. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 z. 3a ycriosusima u peda 3a 3annawjaHe Ha nekapcmeHru npodykmu no yn. 262, an. 6, m. 1. om
3axoHa 3a nekapcmeeHume npodykmu 6 xyMaHHama meduyuHa, Ha MeOUYUHCKU u3denus u QuemuyHU XpaHu 3a creyuanHu
meduyuHcku uenu (06H., B, 6p. 31 om 2007 2.).

7
L
r 7,(‘ V3UCKBAHMA HA H30K MPY NMPOBEXIAHE HA JIEYEHUE HA BOJIHU C MPUCTBMHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
b TNIEKAPCTBEHM MPOAYKTU MOAN®ULINPALLIN XO[A HA BONIECTTA B U3BBHBONTHUYHATA NMOMOLL - 8 cuna o 1 tonu 2015 roauna
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NPUNOXEHUE 3

NEKNAPALNA 3A UHOOPMUPAHO CbITIACUE C USBNCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
TNEYEHUWETO C NNEKAPCTBEHUA NPOOYKT

creA Kkato Ce 3anosHax C usnata My npefocTaBeHa  MHgopmaums W uenta Ha Ie4YeHWeTo C neKkapcTBeHus

NPOAYKT.

............................................................................................................ W crnej Kato nonyyux usyeprnaTesiHn OTroBOpu Ha

nocTaBeHUTe OT MEH BbLMNPOCK, AeKnapupam 4Ye:

1

2.
3.
4.
5.

I'lpea nocnegHuTe neT roAuHN My e NPOBEXAAHO MHBA3UBHO Jle4YeHne - BEHO3Ha MO3byHa BanoHHa aHrmonnacTuka unu

CTEeHTUpaHe.

OA HE

HsiMaM pUTLMHU 1 NPOBOAHMN HAPYLLEHMS.

He cbm npekaparn/a xepnec 3octep eHuedanur.

LLle cnassam npenopbyaHaTa M1 CXeMa Ha fieyeHne 1 NepUOANYHOCT Ha KOHTPOMHUTE Mperneau.

PefoBHO Lle Ce siBABaM Ha KOHTPOMHU Mperneau W HiMa Aa NPOMEHAM CaMOBOSHO WM MOA [pyro BHYLIeHWe
HasHa4yeHarTa Mu Tepanus.

[1pU NPeyCTaHOBABaHE Ha MEYEHMETO N0 MPUYMHK, HEMPOU3TUYALLM OT PELLIEHUETO Ha KomucnsTa 3a excnepTuan B P3OK
wiunn Komucusita mo un. 78, T.2 ot 330, e ysefoms HesabaBHO nuuHus cu nekap n P3OK u we sbpHa B P3OK
nocneaHNst NPOTOKOST, MO KOWTO CbM NofyyaBan/a nekapcTBEeHNs NPOAYKT.

anl HecnasBaHe Ha NMoCOYEeHUTEe yCrnoBusi NeYeHUeTo Mu C ynomMeHaTtusi nekapcTBeH NpoayKT e Gbp,e npekpaTeHo un
HAMa Aa umam npeTteHumn kbm H30K.

3abenexka:
o [lpu neyeHue ¢ uHmMepgepoHU 3a0bmKUMESTHO ce normbieam m.1, 4, 5, 6 u 7.

o [lpu neyeHue ¢ GpuH20IUMOO LU Hamanusymab 3a0b/KUMEITHO Ce NOoMb/I8am 8CUYKU MOYKU.

V3UCKBAHUSA HA H30K MPU MPOBEXXOAHE HA NEYEHVE HA BOJHWA C NPUCTBMNHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A C
JIEKAPCTBEHW NMPOAYKTU MOANGULIMPALLN XOOA HA BONIECTTA B U3BBbHBONIHUYHATA MOMOLL — B cuna ot 1 tonm 2015 roguna




image1.jpeg
Lo

\

HALMUOHAIHA 30PABHOOCUIYPUTEINTHA KACA

Cogusa 1407, yn. “Kpuuum” No 1 www.nhif.bg men: men: +359 2 9659121

YTBBLPXOABAM:
YNPABUTEI HA H3OK: /n/
O-P NMWHKA KOMUTOB

BAPHO:

OVPEKTOP nwpev
ALLYCOR: B
=

OrHAH KPOHE]

M3UCKBAHUA HA H3OK
MPU NPOBEXOAHE HA NNEMEHUE HA BOJIHU
C NMPUCTBMHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A
C NNEKAPCTBEHM NMPOAYKTU MOAU®ULINPALLIN
XOJOA HA BOJIECTTA

B U3SBBbHBONMHUYHATA NOMOLL
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U3NCKBAHUA HA H30K
MPWY U3OABAHE HA MPOTOKON 3A MPOBEXAAHE HA NNEYEHWUE HA BOJTHU C NMPUCTBIMHO-
PEMUTEHTHA MHOXECTBEHA CKINEPO3A C JIEKAPCTBA MOAU®ULIPALLM XOOA HA BONECTTA
(uHmepcepoH ema, enamupamep auemam, GhuH2oIuMOO, Hamanusymab)

MpoTokonbT ce U3aaBa OT CMeUManucTM C KOA Ha cneuuanHocTt 10 (HepBHU GonecTu), 54 (meTcka HeBPONOrus),
paGoTewm no gorosop ¢ H30K nnu ot cneunanusmpaHa KOMUCUs B neveGHU 3aBeaeHUs 3a GOnHUYHa NOMOLL, CKITIOYUNU
porosop ¢ H30K. CneunanusmpaHute KOMUCUM Ce Cb3nasar CbC 3anoBepn Ha AupekTopa Ha nevye6HOTO 3aBedeHue B
cnepnute N3: MBAJHM “Ce. Haym” rp. Codous, YMBAJ “Anekcanaposcka” rp. Cocus, YMBAJ “Liapuua MoaHHa - UCYNT" rp.
Codpusi, BMA rp. Cocbusi, MBAI — ,HKE” rp. Cocpusi, YMBAJT “Cs. leopru” rp. Mnosaus, YMBAI “Cs. Mapuna” rp. Bapra, YMBAT
rp. Mnesen, MBAJ — ,Cs.MBan Punckn” — rp. Cocpms, BMA MBAJT — NneeeH, Mepea MBAJ1 — Codmst EAJ], ,Tokyaa Bonnuua
Codus“ ALl, Cuti Knukmk — rp. Codous.

l. PE[ 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a 3anoYBaHe Ha fievyeHue

cneyuanucT, CKnovun = [TONBAHEHO U noAnucaHo npunoxeHue 1 — nuet 3a onpeaensiHe Ha Kputepunte (I'10
Aorosop ¢ H30K "] T.A) c BCcuukn Heobxoaummn uscneaBaHus
/ = AM6ynaTopeH NUCT/ eTanHa enuKpu3a oT NocneAHUs Npernes ¢ NPUNoxexu BCU4kA

HEOGXOAMMM rnokasaTenu 1 u3cneasaHus rno npuroxeHue 2
= “[lpoToKoN 3a NPeAnUCcBaHe Ha NexkapcTea, sannatlaqu ot H30K/P30K” — 0bp. M3-
H30K

cneuvanusvpaHa q
KomMucus - EKcnepTHo CTaHOBMLE C siCHa MeAuuUHCKa MoTuBauus (3aﬂ.‘bn)KVITEl'IHO ce

oT6ensssa fiuncara Ha U3KMIYBaLLM KpuTepum)

= “lpoTOKON 3a NPeANUCBaHe Ha NekapcTea, 3annatatqn ot H3OK/P3OK™ — o6p. M3 -
H30K

Komucusi no un. 78, 1. 2 3aBepka Ha

ot 330 B LIY Ha H30K > npotokona B P3OK

[MpoTokonu 3a npoAbINKaBaHe Ha nevyeHue

cneuvaniucT, CKoYun = MoNbAHEHO W NOANUCAHO NpUIoXeHue 1 — NUCT 3a onpejensiHe Ha kputepunTe (Mo
forosop ¢ H30K > 1.B)
= Am6ynatopeH nucT/ eTanHa enuKpusa OT rnocrneaHus npernea C  BCUYKKM
HeoBXoAMM U3CneaBaHusi N0 NpUnoxeHue 2
= “[lpoTOKON 33 MpeAnMcBaHe Ha rekapcTea, sannatuann ot H3OK/P3OK” — o6p. M3-
H30K

cneuuanuavnpana

Komucus = EKCNEPTHO CTAaHOBMILE C SICHA MEANLMHCKA MOTWBAUMS (3aAbIKUTENHO ce

oTbensi3Ba NUNca Ha CTPaHWYHU peakuuu, NpaBK Ce OueHKa Ha eEeKTUBHOCTTa Ha
TepanusTa u ce oTbensassa nuncara Ha UsKnio4saLly kputepun )

/ = “[poToKon 3a NpeAnuUcBaHe Ha fekapcTea, 3annaiiaHn ot H30OK/P30K” — 06p. M3 -
H30K

A 4

Komucus no un. 78, 1. 2 5| 3aBepka Ha
ot 330 B LlY Ha H30K npotokona 8 P30K

1l. OBLLW NONOXXEHWUA

1. 30J1 nopasa noAroTBEHUTE AOKyMeHTH B P30K, Ha TepuTopmsiTa Ha KOATO € Hanpasumo u3Gop Ha OnI. JokyMeHTUTE
BKIIOYBAT:

1.1 3asBneHue o [upektopa Ha PSOK.

1.2 MonbAHEHO W NoAnucaHo npunoxeHue 1. Monbnsa ce No CbOTBETHATa TOYKa U Ce npunara oTpaseHara B LUMPOB MHAEKC
MeanLMHCKa JOKYMEHTaLWs!, yA0CTOBEPSBaLLA BCEKW EAUH OT KpuTepuuTe.

1.3 MbAHUAT HaGop M3cneaBaHns (PU3NKaNHY, UHCTPYMEHTaNHM U NabopaTopHu), OTPa3eH B NpuioXeHne 2.

1.4 ‘Mpotokon 3a MpeAnUCBaHe Ha fnekapcTea, 3annawaHu oT H3O0K/P30K” — o6p. M3-H3OK, usgageH oT nekaps
cneuvanuct, paboTew no gorosop ¢ H30K. Mpunara ce opuruHan Ha NpoToKona, a Mpy KaHAMAATCTBaHE 3a NPoAbMXaBaHe Ha
TepanusaTa ce npeacrass opuruHan Ha npeaxoaHus MPOTOKOS C OTPA3eHU BCUYKN Ha3Ha4YeHus Nno Hero.

1.5 [leknapaums 3a uHcopMUPaHO cbrriiacue no obpaseu (npunoxeHue 3)

2. P30K npuema gokymeHTUTE o T. 1 crep cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA CTaTyC Ha 30/1.

H3OK 3annawa Ao 8-wecTMecedHU Kypca Ha HenpeKbcHaTa Tepanusi. Cried MPUKNOMBaHe Ha 4-ropUWHMA Kype
NPOALMKaBaHETO Ha TepanusiTa Moxe Aa GbAe 06CHLAEHO NpU criyyau, OTroBapsALM Ha KPUTEPUUTE MO TOUKA B Ha
npunoxehue 1. B Teau cnyyan B eKCNEPTHOTO CTaHOBMILE 3aALINKUTEINTHO Ce KOMEHTVPA AWHamMuKaTa Ha npoMeHuTe B
KNMHWYHATA cUMTOMaTMKa U MPT B CpaBHEHWe C Tesu Mpu 3ano4BaHe Ha TepanusTa. Cnep npuknioysBaHe Ha 6-
roAMILHMSA KYPC, NPOALMKaBaHETO HA TepanusaTa Moxe Aa 6bAe 06CLAESHO NPy Crly4au, OTroBapslUyM Ha KpuTepum no
Touka ' Ha npunoxexue 1. B Tean crny4au, B KOMMSIEKCHO €KCMEPTHO CTaHOBMLUIE, 3aABLITKUTENHO CE€ KOMEHTUpa
AvHaMMKaTa Ha NPpoMeHUTe B KIMHUYHaTa CUMTOMATUKA U MPT, U3KIMIOYBalun aereHepatueHa daa:ca Ha npomMeHuTe.

2
r ’,k‘ W3UCKBAHMUS HA H30K MPU NPOBEXXIAHE HA NNEYEHWE HA BOJTHU C MPUCTBIMHO-PEMUTEHTHA MHOXECTBEHA CKIIEPO3A C
b NEKAPCTBEHMW NPOAYKTV MOAVGULIMPALLM XOJA HA BONIECTTA B U3BBHBONHUYHATA MOMOLL — B cuna ot 1 tonm 2015 roguHa
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MPUMOXEHUE 1A
NNCT 3A ONPEAENSHE HA KPUTEPUMTE NMPU U3AABAHE HA MTPOTOKOMM 3A NPOBEXAAHE HA NEYEHWE HA
BOMHMW C NPUCTBIMNHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A
(uHmepghepoH 6ema, anamupamep auemam)

[nwe: fern] [ [ [ [ [ [ [ [ [ |

3abenexka: MeOULuUHCKama OOKyMeHmayusi, ydocmoeepsisauia 6CeKu om Kpumepuume € rocoyeHa ¢ yughpa 8 UHOEKC U 3adbIKUMesHo
npudpyxasa HacmMoAUW,0MOo NPUNOXeHUe.

A. Kputepuu 3a 3anoyBaHe Ha MbPBY KYPC (3aABIDKMTENHO € HanuuineTo Ha BCUYKU KpUTEPUM)
CurypHa avarHosa “MHOXecTBeHa Cknepo3a” — MPUCTBLIHO PeMUTEHTHa copma no pesusnpaHute npes 2010
roauHa kputepumn Ha McDonald !
[laHHM OT MarHWMTHO-pEe3OHAHCHaTa ToMorpadms /MPT/ ¢ KOHTpacT, MOKPMBal¥ KpuTepuuTe YyTBBLPAEHU OT
EBponeiickata MHOrOUeHTPOBa n3cneaoBaTencka mpexa

Mo3UTUBHM 3a AnarHosara JaHHW OT U3crieABaHe Ha eBOKUpaHU CryXoBu U 3puUTenHU noTeHuuanu 3

[1Ba AOKYMEHTMpPaHW NPUCTBLNA Npes nocrneaHara roguia +

CTeneH Ha (hyHKUMOHarieH HeBposoryeH AeuuuT o 47. no Kurtzke °

JINKBOPHO M3crieaBaHe ¢ HarM4ne Ha ONUroKnoHanHu 19G dpakunm B

N|lojo|dh|lw]| N

INunca Ha uaknoYBalm kputepumn no 7. E !

AHaMHECTIIRITE AaHAV, KITMHWYHATA CAMNTOMATVKa 1 EBOMIOTUBHIS XOA Ce OMUCBAT B ETaNHaTa enukpu3a M SKCNEPTHOTO CTaHoBULLE
OpMrMHAMEH (ULL MW MOANMCAHO ¥ 3aBEPEHO Kone € AaBHOCT AO 1 rOAUHa NPeAN KaHAMAATCTBAHETO

opurHaneH UL Win MOANMCAHO 1 3aBEPeHO Kone C AaBHOCT AO 1 rOANHA NPeAN KaHAMAATCTBAHETO

eNUKpUaN OT BONHMYHO NeueHue ¢ Homep VI3 (JOKYMEHTMPaHUTE MPUCTBNU C ENUKPU3N SABIKUTENHO A2 ChABPXAT MHOPMALMA OTHOCHO
NpoBeAEeHO NeYeHne C KOPTUKOCTEPOUAN B 4033 OT 500 Ao 1000 Mr AHEBHO 3a cpok OT 3 40 5 AHW.) Mpu AaHHK OT MPT n3cnessaHe, 0TroBapsiLi1
Ha HOBUTE KpUTEpUU Ha EBponeiickaTa MHOrOLIEHTPOBA M3CNIEAOBATEIICKA MPexa, Ce A0NYCKa AOKYMEHTUPAH EANH KMHUYEH NpUCTL.

OTpaseHa ckana Ha CUMNTOMATUKaTa B EKCNePTHOTO CTaHOBMLUE
§ opurvHanHa GnakHka unu 3aBepeHo Konue (BanuaHo e 1 U3cneABaHe BnucaHo B envkpuaa ot 60NHNYHO fedeHue). Mpu Hanuive Ha MeauLmMHCKa
MOTMBaLWs 3@ HENPOBEXAAHE Ha UCNEABAHETO, TS 33/ LIDKUTENHO Ce BNUCBA B EKCNEPTHOTO CTaHOBULLE.
7 yAOCTOBEPSBA Ce C MOANMC Ha CNELManiCTa B NPUNoXeHue 1 Ha HACTOALLUTE U3MCKBAHNA

P

B. KpuTepuu 3a NpoAL/IKkasaHe Ha TepanusiTa Npu BCeky MOCIeABall WeCTMeCe eH MPOTOKON (3anLmKUTENHO @
HaNMuMeTO Ha BCUYKM KpUTEpHH)

1 | JNlunca Ha noseye oT 1 NpUCTLN 3a Neproz OT LWecT Mecela d

2 | 3anbpikaHe Ha nokasatenuTe Ha hyHKUMOHANIHMS HEBPONIOTUYEH AepuumMT 2

4
3 | Nunca Ha cTpaHUuHM edhekTH M M3KIIOYBaWM KpuTepun no T. E
aM6ynaTopeH nuct/ eTanHa €enukpusa ot npocneassawusa HeBpoJior ¢ oTpasseaHe Ha OCHOBHaTa Tepanus, KOATo e npoBexaaHa npes nepuoaa v
?GGEMTMGTO Ha cumnTomaTukarta Ha Gonectra
eKcnepTHoO cTaHoBuLe C oTpaseHa ecbemnaHoc‘r Mo nokasarenu oT npunaraHoTo neyexwe
JYAOCTOBSpﬁBQ ce C NoAnuC Ha cneuyvanucra B npunoxeHue 1 Ha HaCTOALLMUTE U3NCKBaHUA

B. Kputepuu 3a npoabrxaBaHe Ha TepanusaTa creq 3aBbpLIEH 4-roavweH Kypc (3aAL/DKUTENHO € HANMuueTo Ha
BCUYKU KpUTEPUMU)

7 | Nunca Ha aKTMBHY NNaky v NPOrpecus Ha AaHuTe ot MPT ¢ KoHTpacT '

Jlunca Ha noBeuye OT ABa NPUCTLMNA 3a 4 roAUHU 2

2
3 | 3agLpxaHe Ha PYHKLMOHANHUA HEBPOMOryeH aedvuut < 2 T. no Kurizke 3
4
T

Munca Ha CTpaHUYHM eheKTy U U3KNIoYBalLM Kputepum no 1. E S

opuriHaneH U Wnu MOANMCAHO v 3asepeHo konve or MPT G KOHTPacT — B EKCMIEPTHOTO CTaHoBulLe 3aABMKUTENHO CE& KOMEHTMpa
VHaMUKaTa Ha NPOMEHWUTE B CPaBHEHME C U3XOAHOTO nscrieasaHe

amBynaTopeH nuCT/ eTanHa enukpu3a OT NperneAa npy npocreAsBsaLns Hesponor

eKCNEPTHO CTaHOBWLLE C 0TPa3eHa E(eKTMBHOCT N0 NoKa3aTeni OT NpunaraHoTo feyeHue

YAOCTOBEpsiBa Ce C NOAMUC Ha CIeLManiicTa B NPUAOXKeHUe 1 Ha HaCTORALLMTE USVCKBAHUA

I. KpuTepuu 3a npoabrkaBaHe Ha Tepanusita crief 3asbplieH 6-roAMiueH Kypc (3aAbiMKUTENIHO @ HanM4neTo Ha
BCUYKM KpUTEpuu)

1 | Flunca Ha Nnaku ¥ NPOrpecus Ha JaHHWUTe oT MPT'

Jlunca Ha noseye OT ABa NpUcTbNa 3a nocnegHuTte 2 rogvHun 2

3apbpKaHe Ha hyHKUMOHANHMS HeBpororuyeH aeduunt < 3 1. N0 Kurtzke ®

Munca Ha CTPaHMYHM edheKTU U M3KNIoYBalM kpuTepuu no 7. E 4

OpWrMHaneH (UL Ui MOAMNCAHO W 3aBepeHo konve oT MPT — B EKCTIEPTHOTO CTaHOBULLE 33ABMKUTENHO Ce KOMEHTMpPa AUHaMukaTa Ha
npOMeHWUTE B CPaBHEHME C USXOAHOTO U3cneaBaHe

2 amBynaTopeH NUCT/ eTanHa envkpuaa oT NperneAa npu NpocneAsBalLua HeBponor

3 KOMNEKCHO eKCMEPTHO CTAaHOBMLLE C OTPa3eHa eheKTUBHOCT MO MokasaTenu OT NPUNaraHoTo NeyeHue. CTaHOBMILETO Ce W3AaBa OT Apyra
HeaaBMCYMAa CeLManianpana KOMMCKs, BKIKOYBALLA NOHE TPUMa OT NPEACEAATeNUTe Ha NOCOYEHUTE B AOKYMEHTa KOMUCHN.

4ya0CTOBEpABA Ce C NOANNC Ha CNELManicTa B NPUOKeH!e 1 Ha HACTOALUUTE U3NCKBAHWA

1B WN

3
r W3VCKBAHWS HA H30K MPU NMPOBEXIAHE HA NIEYEHUE HA BOJNIHW C NPUCTBMHO-PEMUTEHTHA MHOXXECTBEHA CKINEPO3A C
b NEKAPCTBEHM MPOYKTV MOANGULIMPALLM XO/JA HA BONECTTA B U3BBHBONHUYHATA MOMOLL - B cuna ot 1 tonu 2015 roauHa
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0. Kputepuu 3a nmpemMuHaBaHe Ha Tepanusi C rnatupamep auerat (3aALIKUTENHO € HanWU4YMeTo Ha BCUUKM
KpuTepuu)

1 | [Ba nOKyMeHTUpaHW NpucTLNa Npes nocrneaHara roauHa

1

Nunca Ha KNMHUYHA ePeKTUBHOCT OT feYeHuneTo ¢ 6eTa MHTepdepoHn 2

2
3 | Hanuuue Ha HeyTpanuanpawm aHTuTena 2
4 | Nunca Ha cTpaHM4HKM eheKTn U M3KNIOYBALM KPUTEPUM MO T. E*

ENIKpMaN OT GONHWYHO fneveHme ¢ Homep U3 (lokymeHTMpaHuTe npucTbhiA C enukpuan 3aAbIKMTENHO A3 CbABPKAT UHOPMALNA OTHOCHO
npOBEAEHO NEYeHNE C KOPTUKOCTEPONAK B A03a OT 500 4,0 1000 Mr AHEBHO 3a CPOK OT 3 A0 5 AHN.)
2 gKCNIEPTHO CTHOBMLLE C OTPa3eHa epekTUBHOCT Mo nokasarent ot npunaraHoTo fleyeHne
3 334 LIKATENHO Ce Npunara opuruHanta 6nawka unwm 3asepeHo konue (BanWAHO € U U3CTIeABAHE BUCAHO B €NMKpU3a OT GONHN4HO neyeHue)
4 ya0CTOBEpSABA CE C MOANVC Ha CneyuanicTa B NpunoxeHue 1 Ha HaCTOALLUTE MBUCKBAHUA

PG o

Noo

E. U3KMIOYBALLY KPUTEPUW (npu 3anoysaHe U Npy npoabkasaHe Ha rievyeHuneTo)

30J1 ¢ BTOPMYHO NpOrpecupaLa, MbpBUYHO-NporpecnpatLa nporpecupaLLo-peMUTEHTHa hopma Ha GonecTTa

30J1 ¢ AeKOMNEHCUPaHO YepHOAPOGHO 3abonsBaHe

BpeMeHHOCT 1 naktauus

30J] ¢ TeXKa eHAOreHHa Aenpecus Wi CyuLMANTET Npeav 1 No BPEMe Ha NeueHneTo, NOTBbLPAEHN OT NCUXUaTLP (B
Te3U crnyyan neveHneTo Moxe Aa 6bae NpoabmkeHo camo ¢ Glatiramer acetate).

MNoBeue oT eAuH NpUCTHLN 3a nepuog ot Aase roguHun

YBenuyasaHe Ha cTeneHTa Ha (yHKLVOoHarNeH HeBponornieH necduumt ¢ 1 1. no Kurtzke 3a nepuoa ot eaHa roauHa.
3afbpkaHe Ha CTeneHta Ha (yHKUNOHANEH HEeBPONorvHeH neuumt no Kurtzke Hap 3 cned nposexpaHe Ha
[ABeroaMileH Kypc

[ocTuraHe Ha cTeneH Ha uHBanuausauus 5 no ckanara Ha Kurtzke

Cepuo3HI CTPAHNYHN PEaKLm OT NeYeHNETo

. CucTeMHo HecnassaHe Ha nevebHaTa cxema no BuHa Ha 30J1 ¢ npekbcBaHe noseye oT 3 Meceua
. Bxmioysate Ha 30J1 B KITMHUYHO Npoy4BaHe™

Mpuopyxasaly XpoHMuHN 3abonsiBaHusi, KOUTO  CKbCHBAT NPOABLIDKATENHOCTTA HA  XWBOTA  (ankoxonmsbM,
[eMEHLS, NICUXO3M, 3M0KaYeCTBEHI HOBOOGPa3yBaHWs, KOUTO He ca B pemucisi)

. [octuraHe Ao Bb3pacT 59 rogvHK 1 nUnca Ha akTUBHOCT Ha 3ab0nsBaHETO Npes nocneaHuTe 2 roavHn
. MpoBexaaHo nevyeHne cbC CTBONOBU KNeTKn

He mo-vanko OT MET roAvHW Cried NpoBeAeHa eHaoBackynapHa Tepanus (BeHO3Ha MO3bYHA aHrvonnactuka wunm
creHTupaHe), cbm.BALIIMC, aekemspu 2011r.

* Komucusima, Kosimo e HasHaJuna ne4eHuemo u Hab6mdaea 3071, e AmbxHa HezabasHo 0a ysedomu Komucusima 3a ekcriepmu3u o 4. 78 e LIY
Ha H30K. Teau 60ofHU ce 3anuceam & omadesieH pesucmep U He 2y6sm npagomo cu 3a npodbxasaHe Ha /1e4eHUemo cried npuknyeaHe Ha
KNUHUYHOMO MPOyYeaHe Cried akmyariHa oueHka om creyuanusupanama komucus

OTroBaps Ha KPUTEPUUTE 33 NTIEYEHUE C  -coooooommrmmmmmnnnnmnereree B AHEBHa Ao3a

MOANMUC HA CAELIMATIMCTA . .....oooiviiiiinnnnnneseieees

W3NCKBAHUA HA H30K MPW NMPOBEXXJAHE HA JIEYEHWE HA BONHI C NPUCTBMNHO-PEMATEHTHA MHOXXECTBEHA CKIEPO3A C
NEKAPCTBEHMW NPOAYKTV MOANGULIMPALL XOJA HA BONECTTA B W3BBHEONHUYHATA MOMOLL — B cuna oT 1 tonn 2015 ropuHa
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NOPUNOXEHUWE 1B
JIUCT 3A ONPEQAENSAHE HA KPUTEPUUTE NMPU U3OABAHE HA MPOTOKOJIN 3A MPOBEXOAHE HA NEYEHUE HA
BOINHU C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKITIEPO3A
(puHz0nuM00)

Ame: [eri] [ [ [ [ [ [ [ [ [ |

3abenexka: meduyuHckama OoKyMeHmauusi, ydocmoeepsisalia eCexu Om Kpumepuume € rocodeHa C yugpa e UHOEKC U 3adb/LKUMesnHoO
npudpy*aea HaCMOAWOMO MPUITONKEHUE.

A. Kputepuu 3a 3ano4BaHe Ha MbpPBYU KYpPC (3a4BLIMKUTENTHO @ HaNUYMeTo Ha BCUYKU KpuTepuu)

MoHe ABa OOKYMEHTUPaHU NpUcTbNa 3a nepuoa He No-AbLSLr OT eAHa roauHa Ha d.)OHa Ha NoHe egHOoroguLHoO
neveHue ¢ uHTepdepoH — Geta, rmaTupamep auerar’

-

Hanuume Ha aKTMBHM NNaky W Nporpecusi Ha aaHHuTe oT MPT ¢ koHTpacT

CTeneH Ha pyHKUMOHaneH HeBpornornyeH aecdvumnt Ao 4 T. no Kurtzke 2

AlwN

Nunca Ha u3knoYBawm kputepum no 1.B 4

aHaMHECTUYHNTE AaHHM, KITMHUYHATa CUMNTOMATUKA W EBOJIOTUBHMA XOA CE ONWCBAT B KCNePTHOTO CTaHoBuLLe. [IoKyMEeHTUpaHUTe NpUCTBLNK C
eNuKPN3M 33 bMKUTENHO A48 ChABPXKAT MHDOPMALMS OTHOCHO NPOBEAEHO NeyeHue C KOpTMKOCTepouay B Ao3a oT 500 4o 1000 Mr AHEBHO 3a Cpok
0T 3 40 5 gHu.

2 opuruHaneH W uan NojnMcaHo U 3asepeHo konue oT MPT C KOHTPAcT - B EKCMEPTHOTO CTaHOBULLE 33ABLIKUTENHO CE KOMEHTMpa
AMHaMUKaTa Ha NpoMeHUTe B CpaBHeHue ¢ npealuectsawo MPT uscreasaHe npes nocnegHure 12 meceua

* oTpaseHa ckana Ha cMMNTOMaTMKaTa B €KCMepTHOTO CTaHosulle. CTeneHTa Ha (yHKUMOHamNeH HeBponorvdeH AeduuMT Ce onpeaens eauH
Mecel cneA AOKYMEHTUPaH NpucTLN.

*ynocTosepsiBa ce C NOANUC Ha CMIELManicTa B NPUNOXKEHUe 1 Ha HAaCTOALLUTE UIMCKBAHNA

B. van'epvwl 3a npoagbMmKaBaHe Ha TepanusiTa NpU BCEKW nocrneasaw wecTMece4yeH NpPoToOKonN (BQHBH)KMTEJ'IHO e
Hanu4YneTo Ha kputepum 1,2 n 4)

1 | Jlunca Ha noBeye OT 1 NPUCTBLN 3a NEPUOA OT LIECT Mecela !

3agbpxaHe Ha nokasaTenure Ha (PYHKLMOHAmNHUA HeBporornyeH aedmumT 7

MauueHTn nposenu 2-roguwHo neyexue c Natalizumab, kouto ca JC nonoxurenyu P

SN

Tunca Ha cTpaHny4HK edpeKTU U M3KNIOYBaLLKM KpuTepum no T.B 4

ambynaTopeH nucT/ eTanHa enukpuaa ot NPoCreAABaLLMsA HEBPOIOr C 0TPa3fBaHe Ha OCHOBHATA Tepanus, KOATO € NPoBeXAaHa Npes Nepuoaa u
pa3BUTUETO Ha CUMNTOMATUKATA Ha 6onectTa

EKCNepTHO CTaHOBULYE C OTpa3eHa ePeKTUBHOCT MO NOKa3aTeny OT NPUNaraHoTo nevyexne
 3apLMKUTENHO ce npunara opuriHanHa 6naHka Unu 3aBepeHo Konve (BanuaHO e M W3CneABaHe BNUCAHO B enukpu3a OT GOMHUYHO neveHue)
3011 moxe Aa npemuHe Ha neyexue c Fingolimod cnea 2 Meceua nepuoa Ha u3uncTBaHe.
4 yaocToBepsiBa Ce C NOANUC Ha CMELManUcTa B NPUNOXeHUe 1 Ha HaCTOALUMTE U3MCKBAHWS
3abenexka: I'Ipu MbPBOTO KAHAMAATCTBAHE 3a NPOAbLIKaBaHe Ha TepanusTa Aa ce NpuNoXart KoHCynTauwsa ot OQJTBHMOHOI’ W opuriHanHa 6nanka unu 3aBepeHo
Konue OT uscnegsaHe Ha "IEPNOADOGNM €H3UMK Ha 3 Mecell OT 3anoYBaHe Ha nNeYeHneTo.

B. U3KITIOYBALLU KPUTEPUM (npwm 3anoyBaHe U Npu NpoabmkaBaHe Ha NieYeHueTo)

30J1 ¢ BTOpuuHo-nporpeaueHTHa copma Ha 6onectra

[lBa 1 noBeye AOKyMEHTUPaHM NPUCTHLNA 3a nepuoA oT 1 roanHa Ha doHa Ha neyexue ¢ PuHronumos
YBenuuasaHe Ha cteneHTa Ha yHKUMOoHaneH HeeponoruieH aeduunt ¢ 1 1. no Kurtzke B cpaBHeHue C oueHkaTta npu
BKMIOYBaHE B Nporpamara Ha hoHa Ha neveHue ¢ PuHronumosn

BpemeHHOCT 1 nakrauus

MauueHTV ¢ UMyHOAEdULIMTEH CUHAPOM UMM NPOBEXAALUM MMYHOCYNPECHUBHA Tepanust

AKTUBHM OCTPM UIM XPOHUYHM WHCEKLMM — XenaTuT, Tybepkynosa

Heonnaamu, ¢ U3KioHeH1e Ha KoxeH 6asanHokneTbyeH KapuMHOM

Texxo YepHoapobHo 3abonsBaHe

MauuenTn ¢ AV 6nok BTopa cTeneH Tun Mbobuu, 2 unu no-Bucoka creneH AV 6rok,CcMHAPOM Ha 6onHus CHYCOB Bb3en
WnM cuHoaTpuaneH cbpaeyeH Brok,aHamMHesa 3a cumnTomaTtiyHa Gpapvkapavsi Wnv NoBTapsill Ce CUHKOM; Wi npu
NaLMeHTU CbC 3HAYMTENHO yabkaBaHe Ha QT uHTepBana(c > 470 ms npy xeHu 1 > 450 ms npu Mbxke)

10. JleyeHne C aHTMAPUTMUYHM NeKapcTBEHW nNpoaykt knac la  (chinidine, disopyramide) wnn knac |l
(amiodarone,sotalol),6eTa  6riokepu,NoHMKaBaLUM CbpAeyHaTa 4ectoTa Griokepu Ha  KanuuesuTe  KaHamu
(verapamil,diltiazem wnu ivabradine) unu gpyru BellecTsa,KOMTO MOraT Aa MOHWXAT CbpAevHaTa vectota (digoxin,
aHTUXONMHECTepasHu cpeacTea unu pilocarpine)

11. HekoHTponupaHa XunepToHusi

12. XpoHuuHa o6cTpykTuBHa GenoapobHa Gonect

13. BenogpobHa chubposa

14, CBPbX4yBCTBUTETHOCT KbM aKTUBHOTO BELLIECTBO WK KbM HAKOE OT NOMOLLHUTE BellecTsa

15. BkniousaHe Ha 30J1 B KNMWHUYHO NpoyyBaHe™

16. [eua v I0HOWM Ha Bb3pacT nog, 18 roauHn

17. [ocTturaHe 1o Bb3pacT 59 rofuHW 1 nunca Ha akTUBHOCT Ha 3abonsBaHeTo Npes NocneaHuTe 2 roanuHu

18. [octuraxe Ha uxuBanugHoct no Kurtzke 5

* Komucusima, Kosimo e HaaHauuna neveruemo u Habmodasa 30/1, e OnbxHa HesabaeHo da yeedomu Komucusima 3a ekcriepmusu o 4. 78 e LY
Ha H30K. Teau 60nHu ce 3anuceam 8 omderieH peaucmbp u He gy6sim Npasomo cu 3a MpodbixasaHe Ha JieyeHuemo cred npukiioyeare Ha
KMUHUYHOMO npoy4yeaHe cned akmyarsHa oyeHka om crneyuanusupaHama Komucusi

KN

oENPop

OTFOBEPH Ha KpUTEpUUTE 3a yleHeHUe C .. B AHEBHa fo3a ...l

WU3UCKBAHUA HA H3OK MPU NPOBEXOAHE HA IEYEHUE HA BOJIHWU C MPUCTBLINHO-PEMUTEHTHA MHOXXECTBEHA CKIIEPO3A C
NEKAPCTBEHW NPOAYKTN MOAN®GULIUPALLM XOOA HA BEONIECTTA B U3BbHBEONHUYHATA NMOMOLL - B cuna ot 1 tonm 2015 roauHa





