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MpoTokonbT ce u3aaea OT cneunanucTu ¢ koa Ha cneuuanHocT 10 (HepBHM Gonectun), 54 (geTcka HeBpornorus),
pa6oTewyn no gorosop ¢ H30K unu ot cneunanusvpaHa KOMUCUA B nedvebHU 3aBeAeHUs 32 GONHUYHA NOMOLL, CKNIOUYUNK
poroBop ¢ H30K. CneunanuaupaHute KOMUCUMN ce Cb3AaBaT CbC 3anosBen Ha AMPEKTOpa Ha nevyebHOTO 3aBendeHue B
cneanute N3: MBANHM “Ce. Haym” rp. Codma, YMBAJ “AnekcaHapoecka” rp. Codmsa, YMBAN “Lapuua WoanHa” rp. Codous,
BMA rp. Codmsa, MBAIl — HKB” rp. Cochua, YMBAS “Ce. 'eopr” rp. nosgue, YMBAJ “Ce. Mapuna” rp. Bapna, YMBAJI rp.
Mnesex, MBAN — ,Cs.VBaH Punckn” — rp. Codbus.

1. PEQ 3A 3ABEPABAHE HA MPOTOKOITUTE

MpoTokonu 3a 3anoyYBaHe Ha Tepanusita

= [TonbNHEHO 1 NOANMCaAHO NPUNOXeHWe 1 — NNCT 3a onpeaensHe Ha KpuTtepuuTe (Mo
cneuyanuct , cknovun T.A) C BCUMKM HeobxoamMMmn nscnenBanns

aorosop ¢ H30K = AMbynaTopeH nucT/ eTanHa enuMkKpun3sa oT NOCNEAHUS Npernes ¢ NPUNOXeHU BCUYKN
HeobXxoAUMU NokKasaTenu U U3CNeaBaHus Mo NpunoXxexHne 2

= “[poTOKON 32 NpeAnucBaHe Ha nekapcTea, 3annawanu oT H30K/P30K” — 06p. M3-
H30K

cheuvanuanpaHa - EKCﬂepTHO cTaHoBUUlEe C ACHa MeJULIMHCKa MOTUBaUnA (SGABJ'I)KMTGJ'IHO ce
KOMUCUA oTbens3Ba nuncarta Ha U3KoYsaLLm KpVITepVIVI)

» “[lpoToKkON 3a NpeanucBaHe Ha nekapcTea, sannawaxdn ot H3OK/P3OK” — o6p. M3 -
Hanw

!
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Komucus no un. 78, 1. 2 ot 3aBepka Ha npoToKkona
330 B LY Ha H30K 8 P30K

rlpOTOKOJ"IVI 3a npoabrixXaBaHe Ha TepanuUATa

A 4

cneumnanucT , CKniounn = AM6ynaTtopeH nucT/ eTanHa enuKpU3a OT NOCNEAHNSA Npernes C BCUYKK
norosop ¢ H30K HeobxoavMK U3CneaBaHUS No NpUnoXxeHuve 2
= [TonbAHEHO M NOANUCAHO NpUNoXeHne 1 — NUCT 3a onpeaensiHe Ha KpuTepuuTe (No

1.B)
Z = “‘lNpoTokon 3a npegnuceaHe Ha nekapcrea, sannawany ot H3OK/P30K” — o6p. M3-

H30K
cneuuanusnpaHa = EkcnepTHO CTaHOBMUILE C SICHA MEAULIMHCKAa MOTUBALMA (3aAbITKUTENHO ce
KOMUCHUA > oTbenAsBa nunca Ha CTpaHW4HU peakunu, npasun ce oLeHKa Ha edeKTMBHOCTTa Ha

TepanuaTa u ce oTbenssBa nuncaTa Ha N3KNoYBaLLM KpuTepuu )

= “[NpoTokon 3a NnpeanwucBaHe Ha nekapcTea, 3annawadun ot H3OK/P3OK” — 0bp. M3 -
H30K

Komucust no un. 78, 1. 2 ot 3aBepka Ha

330 8 LIY Ha H30K —» | nporokona B P30K

1l. OB NONOXEHUA
1. 33011 nopasa noarorseHnte gokymeHTn B P30K, Ha TepuTopuAaTa Ha KOATO € Hanpasuno u3bop Ha ONJ. JokyMmeHTute
BKNIOYBAT:

1.1 3assneHue po [lnpexropa Ha P30K.

1.2 MNonbnHeHo n nognucaHo npunoxeHue 1. MNonbnsa ce N0 CbLOTBETHATA TOWKA W Ce NMpunara oTpa3eHarta B Ludpos
VHAEKC MeJULMUHCKE OOKYMEeHTaUus, yaoCcToBEpABaLla BCeKM €4UH OT KpUutepuuTe.

1.3 MbnHuaT Habop nacneaBaHus (hy3mkanHy, UHCTpyMeHTanHW u nabopaTopHu), OTpaseH B NpUNoXeHue 2.

1.4 “Mpotokon 3a npeanucBaHe Ha nekapcrTsa, 3annawanm or H30K/P30OK' — o6p. M3-H3OK, u3agapeH oT nexaps
cneuwanuct, pabotewy no gorosop ¢ H30OK. Mpunara ce opurHan Ha NpoToKona, a Npu KaHAWAATCTBaHEe 3a NPO4bIKaBaHNe Ha
TepanuaTa ce NpeacTaBa OpuriHan Ha NPeaxo4HUS MPOTOKON C OTPA3EHN BCUUKM HA3HAYEHNS MO HEro.

1.5 Konue ot aktyanto TEJIK pelueHne BbB Bpb3ka cbe 3abonasaHeTo.

1.6 [lexnapauus 3a uHdopMupaHo ckrnacue no obpasey (npunoxeHue 3)

2, P30OK npuema pokymeHTuTe No T. 1 cnepg cnpaBka OTHOCHO 3gpaBHOOCUrypuTenHusa ctatyc Ha 330/1.

H30K sannawa po 8-wecTMeceuHU Kypca Ha HemnpekbcHarTa Tepanusi. Crieg npukiiousaHe Ha 4-rogMWIHUSA Kype
npoAb/MKaBaHETO Ha TepanusiTa MOXe Aa 6bAe o6CcHLASHO NpuU criyvyau, OTroBapsilin Ha KpUTepuute NO Todyka B Ha
npunoxexue 1. B Te3n cny4am B eKCNEpPTHOTO CTAHOBULIE 3aABLIMKUTENHO Ce KOMEHTMpPa AMHAMMUKATA Ha NPOMEeHuTe B
KNuHMYHaTa cumTomathka m MPT B cpaBHeHwe ¢ Te3u npu 3anodyBaHe Ha Tepanuata. Cneg npuknioyYBaHe Ha 6-
rogMWHUA Kypc, NPOoABbMKaBaHeTO Ha TepanuaTa Moxe Aa 6bae o6cbAeHO NpuU cnyyan, OTrOBapsLLY Ha KPUTEPUM MO
Touka ' Ha npunoxexnue 1. B Teau cnyyau, B KOMNNEKCHO €KCNEpTHO CTAHOBULIE, 3aABLINKUTENIHO Ce KOMEHTMpa
AVHaMMKaTa Ha NPOMEHUTE B KITMHUYHATa cuMmToMaTuka u MPT, nskniousawm aereHepatuBHa hasa Ha npoMeHuTe.
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JNCT 3A ONPERENAHE HA KPUTEPUMTE NPU U3OABAHE HA NPOTOKONU 3A NPOBEXOAHE HA NNEYEHUE HA
BONMHU C NMPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A

kaHdudamcmearemo)

A. Kputepuu 3a 3anousane Ha NbPBU KypC (3aABLNXKUTENHO @ HaNUYUeTo Ha BCUYKU_ KpUTepum)
1 | CurypHa anarvosa “MHOXecTBeHa CKNnepo3a” — npucTbLnHo PeMuTeHTHa cbopma no kpuTepuute Ha McDonald ' W

2 | DaHnu ot MarHMTHO-pe30HaHCHaTa Tomorpachust /MPT/, nokpusawm Kputepuure Ha Barkhof F. u Tintore M, 2

3 NoautueHu 3a AuarHosara naHHu ot uicnenBaHe Ha €BOKUpaHu CNyXoBwW 1 3puTenHu noreHumnanu 3

4" | MNowxe nBa nokymenTUparm NpucThbna npes nocnegxara egHa roguHa®

5 | CreneH Ha cpyHKUMOHaNeH HesponoruyeH pedmunt go 3,5 7. no Kurtzke °
6 | Nunca na n3KnuBawm kputepum no 1. " ° “

€BbP3aHa ¢ bonectTa (MeanLmHCcKo Hanpaenexue, ambynaropen nucr ot npernea npu OMNAN v ap.)
OTpaseHa ckana Ha cMMNTOMaTukaTa B €KCNepTHOTO cTaHoBuLe
YAoCTOBEpABa Ce C NOAMNUC Ha cneuManucTa B npunoxerne 1 Ha HacTosWUTe n3NCKBaHNS
* 3abenexka: oueHkaTa Ha 6pos Ha npucTbnuTe ce U3BBLPLUBA HE NO-PaHO OT ABE rOAMHYU chej HayanoTo Ha 3abonaeaHeTo.

1 | /nca Ha noseve ot 1 npucTen 3a nepuon, ot wecrt meceua

2 l MNogobpsieane unm 3aAbpXaHe Ha nokasaTenuTe Ha yHKkUMOHanHUs HeBPOMnoruyeH aecuumr >

Q‘ Nunca Ha cTpannyHK ecexTn n uaknioysawm Kputepumno T. " °
! ambynatopeH nuct/ etanna €nuKpusa oT npocneassatyms HEBponor c oTpasAeaHe Ha OCHOBHATa Tépanus, koaTo e npoeexgaHa npes nepuoaa
W PasBUTHETO Ha cuMnToMarukaTa Ha 6onecrra
ambynatopen nuct/ etanna enukpusa or npernega npu cneynanucr ¢ 0TpaseHa eeKTUBHOCT No nokasaTenu or ApunaraHoTo nevexune
YAOCTOBEpPABA ce ¢ nognuc Ha cneuvanucra e npunoxexue 1 Ha HacToswuTe nancksaHus

B. Kputepuu 3a npogurkasane Ha TepanusTa cneq 3aBbpuweH 4-roguwen KYPC (3aaBLmxutenHo e HanmumeTo Ha
BCUYKN Kputepumu)

Junca Ha akTuBHYM nnaku nporpecust Ha gaHHuTe oT MPT ¢ KoHTpacr | l

INunca Ha floBeYe or ARa npucTbna 3a 4 roguHun 2

3aabpxaHe Ha byHKUMOHaNHUS HeBpororuyen gedpmunt < 2 1. no Kurizke >

Jlunca Ha CTpaHu4Hu ecbekTu u n3kniovsawm kpurepum no 1. " *
opuruHaneH d.)l/lLU WM nognucaHo u 3asepeHo Konue ot MPT c KOHTpacT - B EKCNepTHOTO CTaHoBulle 3a4bIDKUTENHO Cce KOMeHTUupa

AWHaMukara Ha NnpoMeHuTe B CpaBHeHue ¢ U3XOR/HOTO uscneasaxe

ambynatopeH nucr/ etanna €nukpnsa ot npernega npu npocneasealus Hesponor

eKkcnepTHo CTaHoBULWe ¢ oTpasena ed)eKTMBHOCT NO nokasarenu ot npUNaraHoTo nevyeHue

yqocrosepﬂaa ce C nognuc Ha cneunanucrae s apunoxexune 1 Ha Hacrosiwure UINCKBaHKSA

q A W N -

2
3
4

I". Kputepuu 3a npogbnxasane Ha TepanusTa crieq 3aBbpueH 6-ronguwen kypc (3apbmxurento € Hanu4neTo Ha
BCUYKK KpUTEpum)

Jlunca Ha nnaku u nporpecus Ha faHHuTe o MPT !

JNlunca Ha nose4e ot ABa npuctbna 3a nocnegHure 2 roguHmn 2

3aabpxaHe Ha byHKUMOHaRHUS HeBponoruyex pecuumt < 3 1. no Kurtzke °

Nunca Ha ctpannunm edbextu u U3KkniouBawm kputepum no 1. [ 4

" opuruHanen $uw unu nopnucaHo u 3aBepeHo konue ot MPT - 8 excrepTHoTo CTaHOBHULUE 33ABLMXUTENHO ce KOMEHTUpa AMHaMukaTa Ha
NPOMEHUTe B CpaBHeHMe C U3XOAHOTO nscneasaHe

amBynatopeH nuct/ etanna ©nWKkp13a OT Nperne4a npu npocneassawms HeBponor
3 KOMNNEKCHO eKcnepTHO cTaHoBMWwe OTpa3eHa epeKTMBHOCT No nokazaTenu ot npunaraHoTo nevyexue. CtaHoBUMWETO ce “3pasa ot Apyra
HesaBvcuma cneunanusmpana kKoMucus ot MOCOYeHNTe B AOKyMeHTa.

YAOCTOBEPABA Ce C NOANUC Ha cneuManucTa s Npunoxenue 1 Ha HacToAWMTE WaucKBaHUS

Bl N
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NEYEHWE HA BEOJIHU C NPUCTBLNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C NEKAPCTBEHW NPOAYKTY MOANOULINMPALLM XOZA HA
BONECTTA





[image: image4.png]MPUNOXEHWUE 1

A. USKNIOYBALLUW KPUTEPUM (npv 3anousaxe 1 npu NpoABnkXaBaHe Ha NevyeHueTo)

33011 ¢ BTOpuyHO nporpecupaia, MbpBUYHO-NIporpecupalla u nporpecupatyo-pemMuTeHTHa hopma Ha GonecTTa.

33011 c pekomneHcuparo YepHOApPo6HO 3abonsiBane.

BpemerHoCT n nakTayus.

330/ ¢ Texka eHgorenHa Aenpecus n/unu cyuumauTeT npeam u no BPeMe Ha rieyeHneTo, NoTBLPAEHN OT ncuxuaTsbp

(B TE3U CNyyan neyeHmeTo Moxe Aa 6bae npoawbmkeHo camo ¢ Glatiramer acetate).

Moseue or eauH NpucTen 323 nepuos oT ABe roguHm.

YBenuuaeaHe Ha cTeneHTa Ha bYHKUMOHaNEH HeBpOnorMyeH Aeduumt ¢ 1 1. no Kurtzke 3a nepuon ot eqHa roguHa.

3anbpxaHe Ha crenenta Ha byHKUMOHaneH HeBponoruyeH gecduumT no Kurtzke Han 3 cnep nposexpaaHe Ha

ABeroguileH Kypc.

8. . Hocturane Ha cTenen Ha UHBanuamsaums 4 no ckanara Ha Kurtzke.,

8.  CepuosHu cTparuyHy peakunm ot nevyexuneTo.

10." CucteMHo HecnassaHe Ha neveGHata cxema o BuHa Ha 330/ C npekbCBaHe noseye oT 3 mecewa.

11. Bxniousane Ha 33011 B knuHWuHO npoy4eaHe*

12. CronHocT Ha C-peaktuBHus npoTeuH B UUpoBo UspaxeHue Hap ropHata pecbepeHTHa rpanmua Ha CbOTBETHaTa
nabopaTtopus.

13. MNpuapyxaeawo Texko coMaTHU4HO 3abonsiBane.

14. NpoeexaaHo neyeHne CbC CTBOMNOBU KMETKU.

15. He no-manko ot gse roAvHW cnej nposeaexa €HAOBacKynapHa Tepanust (BEHO3HA MO3byHa aHrMonnacTuka unu
CTeHTupaHe), curn.BAANIMC, Aekemapu 2011r.

PonNn=

Noom

3abenewwa: Npu ONpeAeneH NpoueHT Ha UHBanuaw3auunaTa B aktyanio TENK peieHue Hapg 65% BLB Bpbaka ¢ MHOXecTBeHa ckneposa
Komucusma e LY Ha H30K Wwe usucksa 6onHuam da 6nde npedcmaser nped 8MOpa He3asucuMa Crneyuanu3upaHa KoMucus 3a KNMUHU4YHa
oyerKa.

OTI'OBapiI Ha kputepuure 3a nevewwec ... B AHeBHa no3a
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I. NEYEBHO-AWArHOCTUYEH AITTOPUTBM

1. NEKAPCTBEHMU NPOOYKTW, Bknioyehu B MNpunoxenue 1 Ha MNC, kouto H30K 3annawa B cLoTBeTCTBME C
AeACTBaUTE HOPMATUBHYU ROKYMEHTH.

2. NPOCNEOSABAHE:
Tabn. 1

INN Bb3pacToBu orpaHuyeHus NMPEQW 3ANOYBAHE* KOHTPON HA 6 MECEUA*

TSH (npu abHopmHo U3XOOHO HUBO),
MKK ¢ AKK, ASAT, ALAT, ypes,
KpeaTuHuH
TSH (rpu abHOpMHO u3xogHo HWUBO),
MKK ¢ OKK, ASAT, ALAT, ypes,
KpeaTuHUH

INTERFERON

BETA-1A *  nvua Hag 16 roaunu TSH, MKK ¢ KK, ASAT, ALAT,

ypes, KpeaTuHuH

INTERFERON
BETA-1B * nvua Hap 16 rogunn

TSH, MKK ¢ [IKK, ASAT, ALAT,
ypes, kpeaTuHuH

GLATIRAMER " nuua Hag 18 rogunn CbPACIHA dpeksenLms, CbpAeyHa pekseHyms, MKK ¢ AKK
ACETATE MKK ¢ IKK
| S 1

opurHanHuTe GnaHkn (Npu Hanuuue Ha XocnuTanusauus ¢ gaBHOCT 40 1 Mec. A0 n3paBaHe Ha npoTokona ce npunara 3asepeHo konue oT
enukpu3a c:Homep U3)

II. OBLLUKN U3UCKBAHUSA

cneunanuanpanara KoMucus.
2. ”pl/l HasHavyaBaHe Ha Tepanua no NPOTOKON 3aAbMKUTENHO ce Cb06pa3ﬂBaT Bb3pacToBute orpaHuyeHus, cbrnacHo KpaTkaTa

fiekapcmeerume npodykmu e xymannama Meduyuna, Ha Meduyuncky uszbenus u Ha Suemuyny XpaHu 3a crieyuanHu meduyurcky
uenu (06x. B, 6p. 24 om 2009 2, ).
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AEKNAPALINSA 3A UH®OPMWPAHO CBIMMACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NPOOBLITKABAHE HA
NEYEHKETO C NEKAPCTBEHUSA NPOAYKT

cnep karto ce 3anosHax ¢ usnarta MW npepocrtaBeHa VIH(bOpMaLMFI U uenta Ha nevyeHneto ¢ nekapcrTeseHus
POBYKT ettt n cnep karo nonyynx n3yepnarenHn OTroBoOpun Ha
nocTaBeHuUTe OT MeH Bbpocy, Aeknapupam ve:
1. ﬂpea nocneaHuTe ae rOANHN He MK e npoBexgaHo MHBa3nMeHo NeyveHune - BeHo3Ha MO3byHa 6anoHHa aHruonnacruka
Wnn CreHTupaHe.

AA HE

lue cnassam npenopwyaHaTa Mu cxema Ha neyexHue u NepuoanYHOCT Ha KOHTpONHWUTE npernepu.
PeﬂOBHO e ce sBsaBam Ha KOHTpONHU npernean u Hama Aa NpoOMeHAM camoBOMHO unu noa Apyro BHyLWeHue
HasHavyeHara mu Tepanua.

NOCNeAHUs! NPOTOKON, MO KONTO CbM nony4asan/a nexkapcreeqns NpoAYyKT.
5. [lpu Hecnaseane na NOCOYEHUTE yCrIOBUS NneYeHneTo My ¢ ynomeHatusa nekapcreex NPOAYKT e 6bae npekpaTteHo u
HAMa ia Mam npeTeHumn kbm H30K.
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