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MPU N3OABAHE HA NMPOTOKOJIX 3A NPOBEXAAHE HA NEYEHME HA BOJTHU C MPUCTBMNHO-
PEMUTEHTHA MHOXECTBEHA CKINEPO3A C IEKAPCTBA MOAU®ULIMPALLU XOOA HA BOJNIECTTA
(uHmepghbeporH bema, anamupamep ayemam unu ¢puH20auMo0)

MpoToKoMbT Ce M3faBa OT CMeuuariucT ¢ koA Ha cneumanHocT 10 (HepeHu Gonectu), 54 (netcka Hesponorus),
pa6oTtewu no aorosop ¢ H30K unu ot cneunanusupasa kommcus B nevyeGH 3aBeaeHus 3a 6OMHUYHA NOMOLL, CKITIOUUNU
norosop ¢ H30K. CneuuanuaupaHute KOMMCUM Ce Cb3AaBaT Che 3aroBed Ha AMpeKTopa Ha nevyebHoTo 3aBeneHue B
cnieanuTe J13: MBAMHIM “Ce. Haym” rp. Codus, YMBAI “AnekcaHaposcka” rp. Cocdusa, YMBAI “Llapuua WoaHHa - UCYIT" rp.
Codusa, BMA rp. Cocpua, MBAN — HKB” rp. Cocbusi, YMBAJT “Ce. Meopru” rp. Mnosavs, YMBAIT “Cs. MapuHa” rp. Bapra, YMBAIJI
g.(l;nes:;, MBAN — ,Cs.MBan Puncku” — rp. Cocpusi, BMA MBAJT — MneseH, Mbpsa MBAJ — Codmsi EALL, ,Tokyaa Bonxuua

ocbus” All.
I PE[ 3A 3ABEPAIBAHE HA NPOTOKOJIUTE

npOTOKOJ’IM 3a 3ano4BaHe Ha TepanusTa

= [oNbIHEHO M NOANNCAHO NPUNIOXeHUe 1 — NIUCT 3a onpeaensHe Ha KpuTepuuTe (No
cneuuanueT, CKIluun »| T.A) C BCMuKM Heobxoaumu uscneasaHus

norosop ¢ H30K = AMGynaTopeH nucT/ eTanHa envkpu3a oT MOCIeAHNS NPErNes C NPUIOXEHN BCUUKA
HeoBXOAMMY NOKa3aTeNy 1 U3CNeABaHUs No NpUriokeHue 2

= “[poToKON 3a NpesnuceaHe Ha nekapcTea, sannawaxu ot H3OK/P3OK” — o6p. M3-
H30K

cneuwanuauvpaHa - EKCI'IEPTHO CTaHOBMLLE C ACHA MeAUUUHCKa MoTUBauus (3aﬂ'bﬂ)KMTeﬂHO ce

Komucus > | orBensassa nuncara Ha U3KNIOYBALLW KpUTEPUM)

= “[IpOTOKON 3a NPEeANMCBaHe Ha rekapcTea, sannatyanm ot H3OK/P3OK” — o6p. M3 -
H30K

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

A

MpoTokonu 3a NpoAbIKaBaHe Ha TepanusTa

CneunanucT, CKrouun = AM6ynaTopeH n1cT/ eTanHa enukpusa oT NoCNeAHUs Npernea ¢ BCUYKK
norosop ¢ H30K HeoBXx0AMMM U3CreaBaHus No NPUNoXeHne 2
= [loNbAHEHO U noanucaHo npunoxexHue 1 —nuct 3a onpeaensiHe Ha KpuTepuuTe (no

1.B)
/ = “lpoToKon 3a Npeanuceare Ha nekapcTea, sannawann ot H3OK/P30K” — obp. M3-

H30K
crneyuanuanpaHa - EKCﬂepTHO CcTaHOBMLLE C iCHa MeAULIMHCKa MoTuBauna (aap,bmkmenno ce
KoMucus > otbensi3sa nunca Ha CTPaHU4HU peakuuu, npasu C€e OLeHKa Ha e(beKTMBHOCTTa Ha
TepanusTa u ce oT6enassa nuncarta Ha U3KIioYBalLyn KpUTepum )
= “[MpoTokon 3a NpeanucBaHe Ha nekapcTsa, sannatanm ot H3OK/P3OK” — o6p. M3 -
H30K
Komwucwusi no un. 78, 1. 2 ot 3aBepka Ha

330 B LY Ha H30K

1l. OBLUW MONOXEHUA
1. 330/ nopgasa noaroTeeHuTe AokyMeHTH B P3OK, Ha TepuTopusita Ha KOSITO @ HanpaBuno u36op Ha OMJ1. [lokymeHTUTE
BKIIOYBAT:

1.1 3asBnenue Ao Avpektopa Ha P3OK.

1.2 MonbaHeHo W noanucaHo npunoxexue 1. Monbnea ce Mo CLOTBETHATa TOYKa W Ce Npunara oTpaseHaTa B Lmcpos
VHAEKC MeanLMHCKa AOKYMEHTaUus, yA0CTOBEPSIBALLIA BCEKW €AnH OT KpUTepuuTe.

1.3 MbNHUAT Habop nM3creaBaHUsA (HU3NKANHU, MHCTPYMEHTAIHN U nabopaTopHu), OTpa3eH B NpunoxeHue 2.

1.4 “fpoTokon 3a npeaAnMcBaHe Ha FieKkapcTBa, 3annawaHu ot H3OK/P30K” — 06p. M3-H30OK, usnaneH oT nekaps
cneunanuc, padotewy no gorosop ¢ H3OK. Mpunara ce opurvHan Ha NpoTokona, a npu kaHauaaTcTeaHe 3a npoabmxasaHe Ha
TepanusiTa ce NPEACTaBsi OPUIMHAN Ha NPeAXOAHWS NPOTOKON C OTPA3eHW BCUYKV HA3HAYEHUsA NO Hero.

1.5 Konve oT akTyanto TEJIK pelieHue BbB Bpb3ka CbC 3abonssaHeTo.

1.6 [leknapaums 3a uHopMUpaHo cbrnacue no obpasel (MpunoxexHve 3)

2. P30K npuema AoKyMeHTUTe no T. 1 cneq cnpaBka OTHOCHO 3ApaBHOOCUTYpUTeNHUA cTatyc Ha 330]1.

npoTokona B P30K

A

H30K 3annawa Ao 8-wecTMece4Hn Kypca Ha HempekbCHaTa Tepanus. Cnep npukiiouyBaHe Ha 4-roguvilHUSA Kype
npoabmKaBaHeTo Ha TepanusiTa MoXe Aa ane OBC'bﬂeHO npu cny4aum, oTroBapsilM Ha KputepuuTe no TOouKa B Ha
npunoxexHue 1. B teau crny4yau B eKCnepTHoOTO CTaHOBMILE 3aABIMKUTENHO ce KOMEeHTUpa guHaMmmKaTa Ha npomeH1uTe B
KNUHUYHATa cuMToMaTMka u MPT B cpaBHeHMe C Te3u Mpu 3anouBaHe Ha TepanusaTa. Criep npuknioyBaHe Ha 6-
roavuLHUA Kypc, npoabkaBaHETO Ha TepanusaTa MoXxe aa G'bﬂe oSc'bneHo npu cnyyaum, oTroBapswu Ha Kputepuu no
Touka I Ha npunoxexHue 1. B Teaun cny4yau, B KOMMIEKCHO €eKCNnepTHO cTaHOBuUllEe, 3aAbMKUTENTHO Ceé KOMeHTupa
AWHaMuKaTa Ha NpoMeHuTe B KNMUMHUYHaTa CUMTOMAaTUKa U MPT, WU3KNM4BallU AereHepaTtuBHa q)asa Ha npomMeHuTe.

]
74 VIBUCKBAHMA HA H3OK TIPU MPOBEXIAHE HA IEYEHUE HA BONHN C NPUCTBMNHO-PEMUTEHTHA MHOXKECTBEHA CKNEPO3A C
b JIEKAPCTBEHM NMPOAYKTV MOAUGULIMPALLIM XOLA HA BONIECTTA B U3BBHEONIHUHHATA nomoLy




[image: image3.jpg]OPUNOXEHUE 1A
TNIACT 3A OMPEQENAHE HA KPUTEPUUTE MNPU U3OABAHE HA MPOTOKONN 3A NPOBEXAAHE HA NNEYEHUE HA
BONMHU C NPUCTBMNHO-PEMUTEHTHA MHOXXECTBEHA CKITEPO3A

(uHmepghepor 6ema unu enamupamep auemam)

Ywe: [erh] [ [ T [ [ [ [ [ [ ]

3abenexka: MeduyuHckama OOKyMeHmauyusi, ydocmosepsisauia 8Ceku Om Kpumepuume e nocoyeHa ¢ ugpa & uHOeKC U 3a0brmxumenHo
npudpyxaea HacCMOoSU,0MO NPUNTOXEHUE.
. 3adwmxumenHo npu ecsko kanOudamcmeaHe ce npedcmass uscriedsaHe Ha CRP Ha opueuHanva 6raHka uflu 3a6epeHo Konue
(6anudHo e u uscnedeare 6MUCAHO 6 eNUKPU3a oM GONHUYHO NeyeHue ¢ dasHocm do 1 mec. npedu kaxdudamemearemo).
o [lokyMeHmupaHume npucmbAu C enukpusu 3adbaxumenHo Oa CbObpkam UHGOPMauyus OMHOCHO nposedeHo sedeHue C
Kopmuxocmepoudu & doza om 500 do 1000 me OHeeHo 3a cpok om 3 00 5 OHU.

A. Kputepuu 3a 3anouBaHe Ha MbPBY KYPC (3aALIDKUTESTHO € HaNMYNeTo Ha BCUUKK KpuTepuu)

CurypHa auarHosa “MHOXecTBeHa CKiiepo3a” — NPUCTBLITHO PEMUTEHTHA hopMa no KpuTepunTe Ha McDonald '

[laHHK OT MarHMTHO-pe3oHaHcHaTa Tomorpacoms /MPT/, nokpusawm kputepuute Ha Barkhof F. u Tintore M. 2

Mo3UTUBHM 3a AnWarHosaTa AaHHU OT U3crnenBaHe Ha eBOKUPaHWU CIIyXOBU U 3pUTENHU noTeHumManu E

MoHe aBa AOKyMEHTUpaHu npucTbna npes nocneagHata roguMHa A

CreneH Ha (yHKLMOHaNeH HeBponoruyeH AeuuuT Ao 3,5 1. no Kurtzke >

JIMKBOPHO M3CNEeABaHe C HanW4Me Ha onuroknoHanhu IgG gpakuuu 9

N[fojlo(dhjw|N|(=

Jlunca Ha u3knouBawm Kputepum no T. [ 4

AHaMHECTMUHWUTE AaHHW, KMHUYHATA CUMNTOMATUKA U EBOMIOTUBHMUS XOA Ce ONUCBAT B eTanHara enukpiaa uni eKCNepTHOTO CTaHoBMLLe
OpurMHaneH L Unu NOANUCAHO U 3aBEPEHO Kone € AABHOCT A0 1 roAMHa NpeAu KaHAMAATCTBAHETO

OpurMHaneH L unv NOANKUCAHO U 3aBEPEHO Konue C AABHOCT A0 1 roAMHa NPeAm KaHANAATCTBAHETO

enuKkpuau oT BOMHUUHO NeveHue ¢ Homep M3

OTpaseHa ckana Ha CUMNTOMaTvKaTa B eKCNepTHOTO CTaHoBMULe

opuruHanHa 6naHka v 3aBepeHo Konue (BaniAHO € W M3CNIeABaHe BNUCAHO B ENUKPM3a OT BOMHUYHO flevenue). pu Hanuune Ha MeauLMHCKa
MOTMBALMS 33 HENPOBEXAAHE Ha U3CNIEABAHETO, TS 3aAbINKUTENHO Ce BNUCBA B EKCMEPTHOTO CTaHOBULLE.

7 yaocToBepsiea ce C NOANMUC HA CNEeLManucTa B NpUnoXexue 1 Ha HaCTOALUTE U3NCKBAHUA

oo a e~ A

B. KpuTepuu 3a npoAL/kaBaHe Ha TepanusiTa Npu BCeKW NocreABall WEeCTMEeceyeH NPOTOKON (3aABIKUTerHO e
HariMumMeTo Ha BCUYKKU KpuTepum)

1 | Nunca Ha noBeye oT 1 NPMCTBLN 3a Nepuoa oT LWecT meceua 1

2 | 3aabpxaHe Ha NokasaTenuTe Ha )yHKUMOHANHUSA HeBponoruyeH Aeduumnt 2

3 | Jlunca Ha cTpaHUYHM eheKTH 1 M3KITIOYBALLM KpUTEPUM NO T. n 3

aM6ynaTopen nWCT/ eTanHa enukpu3a oT Npocrneaasallus HeBponor ¢ oTpasfsaHe Ha OCHOBHaTa Tepanus, KoATo e npoBexaaHa npes nepuoaa u
a3BUTUETO HA CUMMTOMATMKaTa Ha Gonectra
eKcnepTHO CTaHOBULYe C OTpaseHa edeKTUBHOCT M0 nokasaTenu ot npunaraHoTo neyexHve

’oncmBepﬁaa ce ¢ NoANUC Ha cneuwanucTa B npunoxerue 1 Ha HacToALUTE N3UCKBAHUA

B. Kputepuu 3a npoabiikaBaHe Ha TepanusTta cnep 3asbplueH 4-roauiieH Kype (3aABIKMTENHO € HanMuMeTo Ha
BCUYKW KpuTepuu)

1 | Nunca Ha akTMBHYM NNakM 1 nporpecusi Ha aaHxuTe oT MPT ¢ KkoHTpacT '

INunca Ha noBeye OT ABa NPUCTLNA 3a 4 rOAUHU 4

Tunca Ha cTpaHMYHM edheKT! W M3KIIoYBaLK KpuTepumn no 7. [ 4

2
3 | 3agbpxaHe Ha (hyHKLMOHAMNHNA HeBponoruyeH aeduuur < 2. no Kurtzke ®
4
T

OpWTMHanen (WLl W NOATMCAHO W 3aBEPEHO Konve OT MPT C KOHTPAcT — B €KCMepTHOTO CTaHOBULIE 33ABLIKUTENHO CE KOMeHTUpa
MHaMUKaTa Ha IPOMEHUTE B CPABHEHMUE C USXOAHOTO U3CNE/ABaHe

amGynaTopeH nucT/ eTanHa enukpusa oT Nperneaa npy npocneasBsallus Hesporor

£KCMIEPTHO CTaHOBMLUE C OTpaseHa eheKTMBHOCT Mo NOKasaTeru OT NpUNaraHoTo NeveHue

YAOCTOBEPSBA CE C NOANUC Ha CTIeLManicTa B NPUnoxerue 1 Ha HacTOAWUTE U3UCKBAHUSA

I'. KpuTepum 3a npoabrinkaBaHe Ha Tepanusita crief 3asbplleH 6-roguileH Kypc (3aABLmKUTENHO e HanmuuueTo Ha
BCUYKM KpUuTepun)

1 | Nunca Ha nnaku u nporpecus Ha AaHHuTe ot MPT E

MNunca Ha noBeuye OT ABa NPUCTbLNA 3a NOCIIEAHUTE 2 FOAUHU ‘

3aabpxaHe Ha hyHKUMOHANHWUA HeBponoruieH pecuumt < 3 T. no Kurtzke 8

7
Tlunca Ha CTPaHNYHU eheKTH 1 U3KMIoYBaLM KpuTepumn no 7. [

EEIESIRY

opuruHaneH uw unu noagnnucaHo u 3aBepeHo Konue oT MPT — B €KCNepTHOTO CTaHOBUWLUE 3aAbIXUTENHO ce KOMEeHTWpa AuHamukata Ha
NPOMEHWUTE B CpaBHEHUE C U3XOAHOTO uscnegsaxHe

2 aM6ynaTopen nWCT/ eTanHa envukpuaa oT nNperneaa npu npocneassawmna Hesponor

3 KOMMSIEKCHO eKCMepTHO CTaHOBMLLe C oTpaseHa ed)exmsnom 0 nokasaTenu oT NPUNaraHoTo nevyeHue. CraHOBMLIETO Ce u3aaBsa oT apyra
He3aBUCMMa cneunannavpaHa KOMUCKUA OT NOCOYEeHUTE B JOKYMEHTa.

‘yJJ,OCTOBepﬂBa ce C NOANNC Ha cneyvanucTa B npunoxexue 1 Ha HacToALMTE U3NCKBAHURA

3
-0
r & VBNCKBAHUA HA H30K NPY NPOBEXTAHE HA IEYEHWUE HA BONHU C NPUCTBLNHO-PEMATEHTHA MHOXECTBEHA CKNEPO3A C
b TIEKAPCTBEHW NMPOAYKTU MOAV®ULIMPALLW XOJA HA BONECTTA B U3BBHEONHUYHATA NMOMOLY
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NPUNOXEHWE 1A

0. N3KNIOYBALLU KPUTEPWUU (npu 3anousaHe v npu npoabiikaBaHe Ha feveHneTo)

330J1 ¢ BTOpM4HO Nporpecupalla, MbpBUYHO-NpOrpecupaLla 1 nporpecupallo-pemuTenTHa chopma Ha Gonectra.

330J1 ¢ aekomneHcupaHo YepHoApo6GHo 3abonsaBaHe.

BpemMeHHOCT 1 nakTaums.

330J1 ¢ TexKa eHAOreHHa Aenpecusi Ny CyuuMauTET NPEAm 1 NO BPEME Ha NEYeHUeTo, NOTBbPAEHMN OT NncuxmaTtsp (B
Teau criyyam nedeHneTo Moxe Aa 6bae npoabmkeHo camo ¢ Glatiramer acetate).

MoBeye OT eAUH NPUCTBN 3a NEpPUO/ OT ABE rOANHU.

YBenuuaBaHe Ha cTeneHTa Ha diyHKUMoHaneH HesponoruieH aecuunt ¢ 1 7. no Kurtzke 3a nepuop ot eAHa roauHa.
3agbpkaHe Ha CTenewTa Ha (pyHKUMoHaneH HespororndeH Aegmumt no Kurtzke vap 3 crnep nposexaaHe Ha
ABeroAuLIeH Kypc.

[locTuraHe Ha cTeneH Ha MHBanuAu3aums 4 no ckanata Ha Kurtzke.

Cepuo3aHi CTPAHUUHU PEaKLWK OT SIEYEHNETO.

CucTeMHO HecrnasBaHe Ha neyebHaTa cxema no BuHa Ha 330J1 ¢ npekbceaHe noseye oT 3 mecela.

BkntousaHe Ha 330J1 B KIIMHWYHO NpoyyBaHe™

CToitHOCT Ha C-peakTMBHMS NPOTEMH B UM(POBO M3paxeHue Hap ropHata pediepeHTHa rpaHuLa Ha CboTBeTHaTa
nabopatopusi.

MpUAPYXABALLO TEXKO COMATUYHO 3aGOMsABAHE, BKIIOYUTENHO 1 OHKOMOrMYHO 3abonsBsaxe.

MpoBexaaHo NeveHne CbC CTBOSOBH KITETK.

He no-manko OT MeT roguHW crej npoBeaeHa eHjoBackynapHa Tepanusi (BEHO3HA MO3b4HA aHruonnactuka unu
cTeHTupate), cbrn.BAANMC, nekemspu 2011r.

* Komucusima, Kosimo e HasHaduna neveHuemo u Habmodaea 33011, e dnbxHa HesabasHo Oa yeedomu Komucusima 3a excrniepmusu no 4. 788
|y na H30K. Tesu 6onHu ce 3anuceam e omdeneH pesucmbp U He 2ybam npasomo cu 3a npodbnkagane Ha ne4eHuemo cred npukyeaHe Ha
KAUHUYHOMO NpPOYy4eaHe cred akmyanHa oyeHKa om crieyuanusupaHama KoMucus

3abenexka: [pu uspaseHo Hecvomeemcmeue mexdy TESIK oueHka ebe epb3ka C MHOXECMEeHa CKeposa U oueHKkama Ha cneyuasusupasama
komucusi, Komucusma e LY Ha H30K we usuckea GonHusm Oa 6v0e npedcmaeeH nped emopa Hesasucuma cneyuanusupaHa KoMucus 3a
KAIUHUYHA OYEHKA.

OTroBapsi Ha KPUTEPUMUTE 33 MIEYEHNE C ..o B AHEBHa A03a

257

W3UCKBAHUS HA H30K MPU MPOBEXXOAHE HA NEYEHWE HA BOMTHW C NPUCTBLINHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C

b JIEKAPCTBEHM NMPOAYKTU MOAUGULIMPALLM XOLA HA BONECTTA B U3BBbHBONHUYHATA NOMOLY
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JIUCT 3A OMPELENAHE HA KPUTEPUUTE NMPU U3JABAHE HA NPOTOKOIMNN 3A NPOBEXOAHE HA NEYEHUE HA
BOJIHU C NPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A

(gpuHeonumod)

Wwe: [eri] [ [ [ [ [ [ [ [ [ ]

3abenexka: MeduyuHckama OoKymeHmayus, ydocmoeepsiealya 8CeKU OM Kpumepuume € f10coYeHa C yugpa 6 UHOBKC U 3a0BKUMeNnHo
npudpyxasa HaCMOAWOMO MPUSTOKEHUE.
‘e 3adbmKumenHo npu ecsiko kaHoudamcmeaHe ce npedcmasst uacnedsane Ha CRP Ha opuauHanHa 6naHka unu 3aeepeHo Korue (8anudHo
e u uscnedeaHe 8nucaHo & enukpusa om GofHU4YHO nevexue ¢ dasHocm Jo 1 Mec. npedu kaHOudamcmeaHemo).
. Cmenerma Ha ghyHKULOHaneH HeeponoeudeH deguyum ce onpedens eduH Mecey, cried 0oKyMeHmupaH npucmerl.

A. KpuTepum 3a 3arouBaHe Ha MbPBM KypPC (3aALIKUTENHO € HANMYNeTO Ha BCUYKMN KpuTepum)

MoHe ABa AOKYMEHTUPaHU NpucTbna 3a nepuopa He nNo-AbNLr OT eAHa roguHa Ha (t)oua Ha noHe e4HOroguLLIHO
neyeHmne ¢ uHTepcepoH — 6eta n/unu rnatupamep auetar

Y

Hanuuue Ha aKTUBHM NNaku U nporpecusi Ha faHHuTe ot MPT ¢ koHTpacT 2

CTeneH Ha (hyHKLMOHaNeH HeBPONoruyeH aednumt Hag 4 T. no Kurizke 8

Hlw(nN

Nunca Ha M3kniouBawWwy KpuTepun no 1.8 *

AHAMHECTUYHATE AaHHW, KMUHUIHATA CAMNTOMATMKA M EBOMIOTUBHMA XO4 C& ONUCBAT B EKCMepTHOTO cTakoBuLue. [JokyMEHTUPaHUTe NpucTLNM ¢
ENUKPU3M 33ABIKUTENHO A3 CbABLPXAT MH(POPMALUA OTHOCHO NPOBEAEHO NEYeHNe C KOPTUKOCTEPOUAK B 1038 OT 500 po 1000 mr gHEBHO 3a CPOK
?T 3405 aHu.

OpUTMHANEH (U MIW NOANMCAHO M 3aBEPEeHO konue OoT MPT C KOHTPacT - B EKCNepTHOTO CTaHOBULIE 33ABLIKUTENHO Ce KoMeHTupa
[UHAMUKATA HA IPOMEHWTE B CpaBHeHye ¢ nocneAHOTO U3cneasaHe oT npean 1 roauHa.

OTpaseHa cKana Ha CUMNTOMaTukaTa B eKCNepTHOTO CTaHOBMLLE.
4y40CTOBEPSBA CE C MOAMKUC HA CNELManiCcTa B NpUnoxXexue 1 Ha HacToALLMTE U3UCKBAHMA.

B. KpuTepuu 3a npoAb/KaBaHe Ha TepanusTa Npu BCEKW MOCNeABal) WeCTMeceeH NPOToKoN (3agb/xuTenHo e
HanuU4ueTo Ha BCUUKM KpuTepuu)

1 | Nnca Ha noseve oT 1 NPUCTLN 3a NEPUOA OT LuecT MeceLia '

2 | 3agbpxaHe Ha NokasaTtenuTe Ha hyHKUMOHAMHMA HeBpONornieH aeduumt 2
3

Iunca Ha cTpaHu4HK edheKTH 1 U3KMIoUBaLM KpuTepuu no T.B 2

'aMSynaTopeH nUcT/ eTanHa envkpuaa oT NpocrneasBallus HEBPONOr C OTpassBaHe Ha OCHOBHATa Tepanus, KOSTO e NpoBeXxaaHa npes nepuoja u
?aasumeTo Ha cuMmnTomaTukaTta Ha Gonectta

£KCNepTHO CTAHOBMULLE C OTpaseHa e eKTUBHOCT MO NoKasaTenu oT NnpunaraHoTo nevexHue
ay,qocmsepﬁaa ce C NOAMUC Ha cneyuanucTa B npunoxexue 1 Ha HacTOALYMTE U3NCKBAHUA
3abenexka: Mpy NbPBOTO KaHAWAATCTBaHE 3a NpoAbiKasaHe Ha TepanusaTa ga ce MNpunoxar KOHCynTauusa ot ocb'ranmonor W opuruHanHa
BnaHka unu 3aBepeHo Konue oT U3CnNeABaHe Ha QGpHOADOGHM €H3UMM Ha 3 Mecel, OT 3anoYBaHe Ha ieYeHueTo.

B. U3KITIOUYBALLM KPUTEPWM (npym 3ano4BaHe 1 Npu NpoALIbkaBaHe Ha fie4eHneTo)

1. 3301 ¢ BTopuuHo-nporpeaneHTHa hopma Ha Bonecrra.

Haa 2 AOKYyMEeHTUpaHW NPUCTELNA 3a NepuoaA oT 1 roauHa Ha choHa Ha neveHne ¢ UHronuMos.

YBenuuasaHe Ha cTeneHTa Ha yHKUMOoHaneH HesporordeH aecduumt ¢ 1 1. no Kurtzke B cpaBHeHMe C oueHkaTa npu

BKITIOYBaHE B Nporpamara Ha hoHa Ha neveHre ¢ PUHIoNUMOA.

BpeMeHHOCT 1 nakrauus.

MauneHTVt ¢ MMyHOZEMULIMTEH CUHAPOM UMK NPOBEXAALLM UMYHOCYNPECUBHA TEpanus.

AKTVUBHW OCTPY UNN XPOHUYHM MHAEKLMKM — xenaTuT, TyGepkynosa.

Heonnasmu, ¢ M3KIMIOYEHUE Ha KoxeH 6asanHokneTbyYeH KapLMHOM.

Texko yepHoapobHo 3abonseaxe.

MauuenTn ¢ AV 6riok BTopa cTeneH Tn MboBuL| 2 U no-BUCOKa cTeneH AV Griok,CMHAPOM Ha 6onHUa cuHycoBs Bb3en

WAU cuHoaTpuUaneH chpaeyeH Briok,aHamHesa 3a CUMNTOMaTudHa Gpaavkapaus Unu noBTapsLy Ce CUHKOM; unu npu

NaUMeHTY CbC 3HAYNTENHO yAbMkaBaHe Ha QT uHTepsana(c >470ms npu XeHu u >450ms npu MbXe).

10. NleyeHne C aHTUApUTMUYHU TNekapcTBEHW npodyku knac la  (chinidine, disopyramide) unu  knac Il
(amiodarone,sotalol),6eTa  Griokepu,noHwKaBaly CbpaedHaTa u4ecrora 6riokepy Ha  KanuueswuTe  KaHanu
(verapamil diltiazem wnu ivabradine) unu Apyru BELLECTBA,KOMTO MOTaT Aa MOHWXAT CbpAedHaTa yecrota (digoxin,
aHTUXONUHEeCTepasHu cpeacTea unu pilocarpine).

11. HekoHTponupaHa XunepToHus.

12. XpoHuuHa o6CTpykTUBHA GenoapobHa Gonecrt.

13. BenoppobHa cubposa.

14. CBPBLXUYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMM KbM HAKOE OT NOMOLLHMTE BELlecTsa.
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I. NEYEEHO-AWATHOCTUYEH ANTOPUTHM

1. NEKAPCTBEHW MPOOYKTWU, BknioveHu B Mpunoxenue 1 Ha MIC, kouto H30K 3annawa B cboTBETCTBUE C
.ﬂeﬁCTBaLLlMTe HOpPMAaTUBHU OOKYMEHTH.

2. NPOCNEAABAHE:

Ta6n. 1
BBb3PaCcTOBU
INN OTpAHNSHHS NPEAW 3ANOYBAHE KOHTPOIN HA 6 MECELIA
TSH (npu abHOPMHO W3XOAHO HWUBO)
INTERFERON *  nuuaHap 16 TSH, MNKK ¢ OKK, ASAT, ALAT, ypes, i
BETA-1A* roavHu KpeaTuHUH MKK ¢ KK, ASAT, ALAT, ypes,
KpeaTuHUH
TSH (npu abHOPMHO W3XOAHO HUBO)
INTERFERON =  nuua Hag 16 TSH, MKK ¢ KK, ASAT, ALAT, ypes, d
BETA-1B* TOANHU KpeaTUHWUH MKK ¢ [KK,  ASAT, ALAT, ypes,
KpeaTuHUH
fléé¥f%“fER = ?::MaH:aﬂ 18 cbpaeyHa cpekeerums, MKK ¢ KK cbpaeyHa dpekserums, MKK ¢ KK
MKK ¢ OKK, ASAT, ALAT, 6unupybuH,
+  nuua Hag 18 aHTuTena cpeuly VZV, KoHcynTauus ¢
FINGOLIMOD** FOAMEN A ocranmonor, EKM u koHcynTaums ¢ | MKK c JKK, ASAT, ALAT
A kapauorior; EKI MoHuTopupase po 6
4yac npu 3anoysaHe Ha TepanusTa

* NpuApYXaBaT BCEKM NPOTOKOIN, ONACBAaT Ce B amGynaTopHus nuct/ eTanHata enukpusa Ha 330J1 u ce npunaraT sasepeHn konus OT
opurMHaniuTe BnaHku (NPU Hanuuue Ha XOCnUTanu3auvs ¢ AaBHOCT 40 1 Mec. A0 M3AaBaHe Ha MpOTOKona Ce npurara 3aBepeHo Konue ot
enukpuaa c Homep M3)
** NpuapyXaBaT BCEKM MPOTOKOM, OMMCBAT Ce B amOynaTopHUsi nucT/ etanHata enukpusa Ha 330J1 u ce npunarat 3aBepeHn Konua oT
opvrMHanHuTe GnaHkv (MpU Hanuuue Ha XocnuTanu3auus ¢ AABHOCT A0 6 Mec. AO M3jaBaHe Ha MPOTOKONa Ce npunara 3asepeHo Konme oT
enukpuaa ¢ Homep M13)

Il. OBLLUU UBUCKBAHUA

1. BwapacToBaTa rpaHuLa ce U34MCrisiBa B HaBbPLLEHN FOAMHY - T.. BKMIOYMTENHO KbM AaTaTa Ha usfasaHe Ha npoTtokona ot
cineumanvaupaHara KOMUCHS.

2. Mpu HasHauaBaHe Ha Tepanusi No NPOTOKOI 3aJbIKUTENHO ce ChobpasaBaT Bb3PACTOBUTE OTPaHU4EHMs!, CbIMAcHo KpaTkaTa
XapaKTepucTMKa Ha CbOTBETHUSI FIekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annalla neyeHue M3BbLH ykasaHaTa Bb3pacToBa rpaHuLia B kpaTkaTa XapakTepucTMka Ha NpoaykTa.

4. H30K He 3annalua neyeHue ¢ 403N Haj MaKCUMarHO paspeLLeHnTe Mo KpaTka XxapakTepucTuka Ha npoayKkTa.

5. B cnyuail Ha HacTbMWMa MoAO3UPaHa HeXeraHa NekapcTeeHa peakuus, nekapsaT ysepomssa MAJT no peaa wva un. 183 ot
3/INXM. Konvie oT choBLUEHWeTo ce Npunara kM MeauLmMHCKaTa fokymeHTauma Ha 3301 npu KaHAMAATCTBaHe 3a neveHune.

6 MPU CMEUWAJIUCTA, cwrn. un. 152, B, T. 1 ot HPA1 2012 r. (o6H. B 1B 6p. 3 ot 10.01.2012 r.), Ha 330/, Ha KouTo ca
W3faBaHM NPOTOKONMM MO pefa Ha HACTOSIUUTE M3MCKBaHWs, CrieABa Aa ce MpuraraT BCUYKM Heo6XoauMM AOKYMEHTM
KaTo: aMBynaTopHUTE NINCTOBE OT U3BLPLLEHUTE NPErmen, BTOPUSAT EK3EMNNAp OT 3AaAeHNTE NPOTOKOMM, KOMUs OT enuKpusu,
eKCrIepTHI CTAHOBMLLA M APYTY AOKYMEHTH, KOWTO Ca OCHOBaHWE 33 U3AaBaHe Ha MPOTOKOM, BCUUKM M3MCKBALUN CE U3CTIeBaHus,
Konue OT npunoxeHue 1 Ha HAacTOSIUTE M3UCKBAHWA MOMBLITHEHO MO CHLOTBETHATA TOYKA, MOAMMCAHO OT Crneunanuera,
u3Aan npoTokona.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHoearue 4n. 55 om HP[ 3a meduyunckume deliHocmu 2012

200uHa (06H. 6 [IB 6p. 3/10.01.2012 2.). u enuszam e cuna om 1 mapm 2013 2., cwennacHo un. 10 Ha Hapedba Ne 10 om 24

mapm 2009 2. 3a ycnosusma u peda 3a 3annawjaHe Ha nekapcmeexu npodykmu no 4. 262, an. 5 m. 1 om 3akoHa 3a
niexapcmeeHume npodykmu 6 XymanHama meduyuna, Ha MeQUUUHCKU u3denus U Ha OUemUYHU XpaHu 3a Crieyuantiu MeouyuHeKU
yenu (06H. 4B, 6p. 31 om 2007 2.).

WU3NCKBAHWSA HA H30K MPU NMPOBEXAAHE HA IEYEHWE HA BONIHW C NPUCTBIMHO-PEMUTEHTHA MHOXECTBEHA CKITIEPO3A C

y TNEKAPCTBEHU NMPOAYKTW MOANSULIMPALLN XOOA HA BONECTTA B U3BBHEONIHUYHATA MOMOLL
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AEKNAPALIUA 3A UHOOPMUPAHO CbIMMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ MPOOABIMKABAHE HA
JNIEYEHUETO C NIEKAPCTBEHUA NPOAOYKT

cnep Karto ce 3ano3Hax C  uyanata Mi  npegocraseHa MHqJOpMau,Mﬂ W uenta Ha ne4vYeHueTo C nekapcTBeHus
TIPOAYKT . eeecianeacaacerenassasencnsacnnrmrasannnnranaasernessennsanansnssfiesasssnnnersssssnnasnensessssii¥hons s W cnepj kato nony4ux u3depnaTtenHu OTroBopu Ha
nocTaBeHnTe OT MEH BbNPOCK, AeKknapupam Ye:

1. ﬂpea nocnegHuTe NeT roguHu My e NpoBexaaHo MHBa3WBHO fieyeHue - BeHO3Ha MO3b4Ha BanoHHa aHruonnacTvka unm

CTEHTUpaHe.
OA HE
HsiMam pUTbMHU 1 NPOBOAHM HapYLLEHUS.

He cbm npekapan/a xepnec 3ocTep eHuedanur.

Lu,e cnassam npenopbyaHaTa Mu cxema Ha nevyeHne u NepuoaAnYHOCT Ha KOHTPONHUTE npernegu.

S

PefoBHO e ce siIBBaM Ha KOHTPOMHW Mpernean 1 HsMma Aa NPOMEHsIM CaMOBOMHO WNW Moj ApYro BHyLIEHWe

HasHa4yeHaTa Mu Tepanus.

6. [pw npeycTaHOBsIBaHe Ha NEYEHWETO Mo NPUYMHU, HEMPOM3TUYALLM OT pelleHneTo Ha Komucusita 3a ekcneptusu B P3OK
w/vnn Komucusita no un. 78, 1.2 ot 330, we yBenoms HesabaBHO nuuHMst cu nekap u P30OK u we BbpHa B P3OK
nocregHUsA NPOTOKOS, N0 KOUTO CbM Noryyasan/a nekapcTBeHUs NPOoAYKT.

7. Tpu HecnaseaHe Ha NMOCOMEHUTE YCMOBMS NEYEHUETO MU C YNOMeHaTUs NnekapcTBeH NpoaykT e 6bae npekpaTeHo u
HAMa a UMam npeTeHuun kbM H30K.

8. T[putexasam /He npuTexaeam aktyanHo TEJIK pelleHue BbB Bpb3ka Cbe 3aborsBaHeTo. (6 m. 8 usnuwHomo ce

3avepkea)

3abenexka:
o [lpu neyexue ¢ uHMepghepoHU 3adbmxumenHo ce nonbneam m.1, 4, 5,6, 7 u 8.

o [lpu neveHue ¢ huH20NUMOO 3adb/IXUMENHO Ce MOMMb/IBAM BCUYKU MOYKU.
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(ume, npeavme u hamunus)
Mopnuc:
i :
€ VBVCKBAHMSI HA H3OK NP1 NPOBEXIAHE HA IEYEHUE HA BONHM C NPUCTBLINHO-PEMUTEHTHA MHOXECTBEHA CKIIEPO3A C

b TNEEKAPCTBEHW NPOAYKTU MOAN®ULIMPALLUM XOOA HA BEONECTTA B U3BBHBEONHUYHATA NOMOLL




