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NPV U3AABAHE HA NPOTOKONW 3A MPOBEXAAHE HA NNEYEHWUE HA BOJTHW C MPUCTBIMHO-
PEMUTEHTHA MHOXECTBEHA CKNEPO3A C NEKAPCTBA MOAV®ULIMPALLM XO[A HA BOJNIECTTA
(unmepcpepoH bema, enamupamep ayemam unu puH2011UMO0)

MpoTokonbT Ce M3AaBa OT CMeuManucTu C KOA Ha cneuuanHoct 10 (HepBHu GonecTu), 54 (meTcka HeBponorus),
pa6otewm no gorosop ¢ H30K unu ot cneunanusnpana kKomucus B neyebHu 3aBeAeHNs 32 GONHNUYHA NOMOLL, CKIIOYUNKU
porosop ¢ H30K. CneunanuaupaHute KOMUCUM Ce Cb3AaBsaT CbC 3anoBepa Ha AMpeKTOpa Ha ne4eGHOTO 3aBefeHve B
cnenuute N3: MBAJTHM “Ca. Haym” rp. Codusi, YMBAI “Anekcanaposcka’ p. Codms, YMBAN “Lapuua WoakHa - UCYN” rp.
Codpusi, BMA rp. Cocpmsi, MBAN — HKB” rp. Codpus, YMBAJT “Ca. Feopru” rp. Mnoeave, YMBAT “Cs. Mapuna” rp. Bapra, YMBAJI
rp. Mnesew, MBAJ — ,Cs.MBan Puncku” — rp. Cocpus, BMA MBA — MneseH, Mbpsa MBAN — Codms EAL, ,Tokyaa Bonkuua
Codpus* All, Cutu Knunuk — rp. Cocpmsi.

I PE[] 3A 3ABEPSIBAHE HA NPOTOKONUTE

MpoTokonu 3a 3ano4YBaHe Ha TepanuaTa

« MoNbAHEHO 1 NOANUCAHO NpUMoXeHue 1 — NUCT 3a onpeaensHe Ha kputepuute (Mo

cneuvmanucT, cknYun || T.A) c BCuukn Heobxoanmu uscneasanHns
norosop ¢ H30K = AMGynaTopeH NUCT/ eTanHa enukpu3a oT NoCNeaHNs NPernes ¢ NPUNoXeHU BCudku

HeobX0AUMM NOKa3aTeNn v U3CNeABaHNs No NpUnoxeHue 2
/ = “lpoTokon 3a NpeanucBaHe Ha nekapcTea, sannaanm ot H3OK/P30K" — 0bp. M3-

H30K
cneunanuampana = EKCRepTHO CTaHOBMLLE C icHa MEAVLIMHCKA MOTUBALS (3aABIKUTENHO Ce
Komucms > | orbenssea nuncata Ha U3KNIOYBALLM KPUTEPUN)

= “[poToKoN 3a NpeAnMcBaHe Ha nekapeTea, 3annawasm ot H30K/P30K” — 06p. M3 -

/ H30K

3asepka Ha
npotokona 8 P30K

[MpoTokony 3a NPoABLINKABaHe Ha TepanusTa

CreumnanicT, CKIoYun = AMBynaTopeH nucT/ eTanHa enukpu3a oT NOCNEAHUs NPernea ¢ Bedku
norosop ¢ H30K HeobX0MMM N3cneaBaHus No NpUnoxexue 2
= MonMbAHEHO ¥ NOANMCAHO NPUNOXeHue 1 — NUCT 3a ONpeAensiHe Ha KputepunTe (no

1.6)
/ = “lpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annaiianm ot H30K/P30K” — 06p. M3-

H30K
cneuvanuaupaxa = EKCNEpPTHO CTaHOBULUE C SICHA MEAVLMHCKA MOTMBALWS (33ABIMKUTENHO ce
Komucus > | oTBens3sea nunca Ha CTPaHWuHW peakuui, NPaBi Ce OLeHKa Ha eeKTUBHOCTTa Ha

TepanusiTa 1 ce 0TOens3Ba nuncaTa Ha U3KnioyBaLLm kputepum )
/ = “[poToKoN 3a NPeANMCBaHe Ha NekapcTea, annawaxn ot H30K/P30K" — 06p. M3 -

H30K
Komucus no un. 1;8, T.20T i 3aBepka Ha
| 330 B LIY Ha H30K npotokona B P30K

II. OBLLW NOJNOXEHUA
1. 3300 nopasa noaroTeeHute AokymeHTH B P30K, Ha TepuTOpUsiTa Ha KOSITO € Hanpasuio n3bop Ha OMJ1. lokymeHTUTe
BKMIOYBAT:

1.1 3asBnenue a0 upektopa Ha P3OK.

1.2 MonbnHeHo M noanucaHo mpunoxenue 1. Monbnea ce Mo cbLOTBETHATa ToYka M Ce npunara oTpaseHara B uncpos
MHAEKC MeANLMHCKA AOKYMEHTALMS!, YA0CTOBEPSBALLA BCEKU AVH OT kputepuuTe.

1.3 MbAHUAT HABOP M3CNeABaHMs ((DM3NKANHU, MHCTPYMEHTANHU U NabopaTopHK), OTPa3eH B NpUNoxXeHue 2

1.4 ‘TipoTokon 3a NpeanucBaHe Ha nekapcTsa, 3annawaHu ot H30K/P30K" — 06p. M3-H30K, nspaaeH ot nekaps
cneuvanuct, pabotew no aorosop ¢ H3OK. Mpunara ce opuriHan Ha npoTokona, @ Npu kaHaMAaTCTBaHe 3a npoabnxasaHe Ha
TepanusiTa ce npeacTassa OpUrMHan Ha nNpeaxoaHus NPOTOKON C OTpa3eHn BCUYKWN Ha3Ha4YeHusi No Hero.

1.5 Konue ot aktyanHo TEJIK pelueHue BB Bpb3ka Cbe 3abonsiBaHeTo.

1.6 fleknapauus 3a MHOPMUPAHO Chbrnacue Mo obpasel (Npunoxenue 3)
2. P30K npuema gokymeHTuTe o T. 1 cries cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA CTATyC HA 330/

H30K 3annawa Ao 8-WecTMeceYHu Kypca Ha HenpekbCHaTa Tepanus. Cnea npukniousaHe Ha 4-roavwHus Kypc
NPOABLIKABaHeTO Ha TepanusATa Moxe Aa 6bAe 06CHAEHO NpU Cryyay, OTrOBAPSLUM HA KpUTEpUUTE MO ToKa B Ha
npunoxenve 1. B Tean cnyyan B eKCNEPTHOTO CTAHOBMILE 3aALIKUTENHO CE KOMEHTMPa AWHAMUKATa Ha NPOMEHWTe B
KNUHWYHATA cuMTOMaTUKa U MPT B CpaBHeHWe C Te3u Npyu 3anouBaHe Ha Tepanuata. Crien npukniousaHe Ha 6-
FOAMWHMSA KyPC, NPOABLIKABAHETO HA TepanusTa Moxe Aa 61bae 0BCHLAECHO NpY Cilyyau, OTrOBAPSILUM HA KpUTepun no
Touka [ Ha npunoxenue 1. B Tean cnyyau, B KOMMIEKCHO eKCMEPTHO CTAaHOBMLE, 3aABLIDKUTENHO Ceé KOMEeHTMpa
[AVHAaMMKaTa Ha NPOMEHUTE B KITWHMYHaTa cuMTOMaTMKa M MPT, M3kniouBalum AereHepaTuBHa (hasa Ha NpoMeHuTe.

W3UCKBAHWA HA H3OK NPU NPOBEXXIAHE HA NEYEHUE HA BONIHN C MPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHW NPOYKTY MOAV®ULIUPALLM XOJA HA BONECTTA B U3BBbHBONHUYHATA MNOMOLY





[image: image3.jpg]MPUNOXEHUE 1A
TUCT 3A ONPEAENSHE HA KPUTEPUUTE NPU U3NABAHE HA MPOTOKOM 3A MPOBEXAAHE HA NNEYEHUE HA
BOSHU C MPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A
(uHmepcbepor 6ema unu enamupamep ayemam)

Wwe: 2 P s o v 5

3abenexka: MeouyuHckama OOKyMeHmauusi, ydocmosepsisawa 6ceku om Kpumepuume e nocoyeHa ¢ yughpa & uHOeKC U 3adbIIKUMeNHO
npudpynaea HACMOAU4OMO MPUNTOKEHUE.
«  3adbaxumenHo npu ecsiko kaHdudamcmeare ce npedcmaes uscnedeaHe Ha CRP Ha opuzuHanHa 6naHka unu 3aeepeHo Konue
(8anudHO € u u3criedsaHe 8MuCaHO & enuKkpu3a om 6O/IHUYHO N1eyeHue ¢ daeHocm 0o 1 Mec. npedu kaHAUdamcmeaHemo).
o [lokymeWmupaHume rpucmbnu C enuKkpu3u 3adb/mkKumesHo Oa CcbObPKAam UHGPOPMAUUsi OMHOCHO MPOSEOEHO rieyeHue C
Kopmukocmepoudu e do3a om 500 0o 1000 Mz OHeeHo 3a CPOK om 300 5 0Hu.

A. KpuTepwy 3a 3ano4BaHe Ha MbPBY KYPC (33ALIIKUTEINHO @ HANMYMeTO Ha BCUYKM KpUTepUH)

CurypHa AvarHo3a “MHoXecTBeHa cknepo3a” — NPUCTLIHO peMUTeHTHa popma no kputepuute Ha McDonald !

[1aHHI OT MarHUTHO-pe3oHaHcHaTa Tomorpacusi /MPT/, nokpuBalwm kpuTepunTe Ha Barkhof F. u Tintore M. *

Mo3uTUBHM 3a AnarHosarta AaHHu OT u3crieBaHe Ha eBOKMPaHU CNyXOoBU U 3pUTeNHKU noTeHunanm 3

MoHe ABa AOKYMEHTUPaHU NpUcTLNa npes nocnegHara roguHa i

CreneH Ha thyHKLMOHaneH HeBponoruyeH AecuumT Ao 3,5 1. no Kurizke P

JINKBOPHO WU3CTeABaHE C HanMune Ha onuroknioHanhm IgG dpakuun |

~Nlo|loa|s|w|n|=

Tunca Ha u3knioYBawm kputepum no 7. [ H

AHAMHECTUIHWTE AaHHN, KNMHUIHATA CUMNTOMATUKa U EBONIOTUBHIS XOA CE ONUCBAT B ETANHATa eNUKPU3a UMK EKCNEPTHOTO CTAaHOBULLE
OpurMHaneH ULl UM NOANNCAHO W 3aBEPEHO KONUe C ABHOCT AO 1 roAWHA NPeAN KaHANAATCTBAHETO

opurvHaneH L Un NOANMCAHO ¥ 3aBEPEHO KONUE C AABHOCT AO 1 roAWHA NPeAy KaHAWAATCTBAHETO

enukpuan oT BoNHNIHO nevenve ¢ Homep U3

OTpa3eHa ckana Ha CMNTOMATUKaTa B KCNepTHOTO CTaHoBULLE

opuruHanHa 6naxka Unu 3aBepeHo Konue (BanuAHO € U U3CNeABaHe BnvcaHo B envkpusa ot BonHuuHO neyenue). Mpyu Hanuume Ha MeAnUMHCKa
MOTMBAUMA 3a HENpOBEXAaHe Ha U3cneaBaHeTo, Ta 3aABIKUTENHO Ce BNUCBa B €KCNepPTHOTO CTaHoBULe.

7 yRoCTOBEPABA CE C NOANUC Ha CNEUMAnUCTa B NpUnoxeHwe 1 Ha HaCTOALIMTE M3MCKBAHWA

B. Kputepum 3a npoAbrkasaHe Ha TepanusiTa NPy BCeKM NOCIIEABALY WeCTMeCeyeH NPOTOKON (3aAtLrKuTenHo e
HanM4YMeTo Ha BCUYKN KpUTepun)

1 | Nunca Ha noseve oT 1 NPUCTLN 3a NEPHOA OT LWECT Meceua '

3aabpXaHe Ha nokasaTenure Ha (hyHKUMOHANHNSA HeBPONoryeH AeduumT &

2
3 | Nunca Ha cTpaHnuHK edheKTn 1 M3KMIoYBaLLM KpuTepun no 7. I 3
T

aMGynampeN NUCT/ eTanHa enukpu3a oT NPOCNeAABaLLMA HeBponor ¢ 0Tpa3sBaHe Ha OCHOBHaTa Tepanus, KOSITO € NpoBexXaaHa npes nepuoaa v
fa:EMTVIeYD Ha cuMnTomarukaTa Ha Gonectta

eKCNepTHO CTaHOoBMWLLE C OTpa3eHa 9¢$H‘MBHDCT MO nokasarenu OT NpUNaraHoTo neyeHue

:yAOCTOEepﬁBa Ce C NOANUC Ha cneunanucTa B NpUnNoxexne 1 Ha HaCTOALUMTE N3UCKBAHNA

B. KpuTepuu 3a NpopbIkaBaHe Ha TepanusiTa Crieq 3aBbpLieH 4-TOAUWEH KYPC (3aABIMKUTENHO € HannuueTo Ha
BCUYKN KpUTEPUM)

Tunca Ha aKTMBHU NNaKW U Nporpecus Ha AaHHuTe ot MPT ¢ koHTpacT J

Nunca Ha noBeye OT ABa NPUCTLNA 32 4 FOAUHN

3agnpkaHe Ha (PYHKUMOHANHUsI HeBPONOTMYeH AeuuUT S 2 T. N0 Kurtzke *

TInca Ha CTPaHWYHM edheKTH U U3KIMIoYBALM KpuTepum no 7. i i

4 a| w| v =

OpWrAHaneH (W WM NOANUCAHO W 3aBEPeHO Konue OT MPT C KOHTPACT — B €KCNEPTHOTO CTaHOBWLUE 3aABLMKUTENHO CE KOMEHTUpa
AMHAMVUKaTa Ha NPOMEHUTE B CPaBHEHME C U3XOAHOTO U3cneABaHe
amBynaTopeH NUCT/ eTanHa envkpu3a oT NperneAa npyu NPOCNEAABaLLIUA Hesponor
eKCNEPTHO CTaHOBYLLE C OTPa3eHa eheKTUBHOCT N0 NOKa3aTeNny OT MPUNaraHoTo fleyeHne
YAOCTOBEPABa Ce C NOANNC Ha CNELMANCTa B NPUNOXeHUe 1 Ha HaCTOALLUTE M3NCKBAHNA

I. KpuTepuu 3a NpopbIkaBaHe Ha TepanusiTa Cried 3aBbplueH 6-roavweH Kype (3aAbMKUTENHO e HanuuMeTo Ha
BCUYKM KpUTEPUM)

2
3
4

1 | Nunca Ha nnaku 1 nporpecusi Ha AaHHUTE OT MPT'

Tunca Ha noBeye oT ABa NPUCTLNA 33 NOCTIEAHUTE 2 FOAMHM ~

2
3 | 3apgbpxaHe Ha hyHKUNOHANHUA HEBPONIOTUYeH AeduumT < 3 7. no Kurtzke *
4

Jlunca Ha cTpaHU4HM eheKTU U U3KIIOYBALLM KPUTEPUM MO T. a .

OpUrMHaneH (Wi AW NOAMUCAHO W 3aBEPeHO Kkonue oT MPT — B eKCEPTHOTO CTaHOBULUE 33ABMKUTENHO Ce KOMEHTUPA AuHamukata Ha
npomeHuTe B CpaBHEHWE C U3XOAHOTO M3cneaBsaHqe
!aMGynaTopen NWCT/ eTanHa enukpu3a oT nperneaa npu npocneassawms Hesponor

KOMMNNEKCHO eKCNepTHO CTaHOBULWE C OTpaseHa e(bewmanocr NO NokasaTenu OT NPUNaraHoTo NeveHue. CTaHOBMIWETO Ce U3Aasa oT Apyra
:18335“5“!!3 cneunanuanpaHa KOMMCUs OT NOCoYeHuTe B AOKyMeHTa.

YAOCTOBEPABA Ce C MOANNC Ha CMELManicTa B NPUNOXeHue 1 Ha HaCTOALLUTE M3NCKBAHNA

3
W3NCKBAHUS HA H30K NPV NPOBEXIAHE HA IEYEHVE HA BOMIHN C NPUCTBLNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHW NPOAYKTI MOAN®ULIMPALLA XOAA HA BONECTTA B U3BBbHBONHUYHATA NOMOLY
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NPUNOXEHUE 1A

1. U3KINIOYBALLM KPUTEPUM (npy 3anousaHe U Npu NpoALIKaBaHe Ha feyeHneTo)

330J1 ¢ BTOPUUHO NPOrPecHpaLLa, MsPBIYHO-NPOrpecvpaLlia U NPOrpecupalLo-peMuTeHTHa dopma Ha GonecTTa.

330/1 c pekoMneHcupaHo YepHoapobHo 3abonsBaHe.

BpemeHHOCT 1 nakTauus.

330/1 ¢ Texka eHAOreHHa Aenpecust U/unu CyuumuanTeT Npeaun 1 no BpeMe Ha NeYeHNeTo, NOTBbPAEHU OT NCUxmaTep (B
Tean Cnyuam NeyYeHneTo Moxe Aa Gbae NpoabmKkeHo camo c Glatiramer acetate).

rMoBeYe OT eAH NPUCTBN 32 NEPUOA OT ABE FOANHU.

YBenuuaBaHe Ha CTeneHTa Ha (yHKUMOHaNEH HeBponoryeH aeduumt ¢ 1 1. no Kurtzke 3a nepuopa oT eaHa roguHa.
3agbpKaHe Ha CTeneHTa Ha yHKUMOHAnNeH HeBponoruyeH pecdvumut no Kurtzke Hapg 3 cnea npoBexaaHe Ha
[ABErofMLLEH KYpC.

[locTurake Ha cTeneH Ha WHBanuau3aums 4 no ckanata Ha Kurtzke.

Cepuo3HU CTPaHUYHI PEaKUMN OT NeYeHneTo.

CUCTeMHO HecnassaHe Ha nevebHaTa cxema no BuHa Ha 330J1 ¢ npekbCcBaHe noseve oT 3 Meceva.

BkniousaHe Ha 330J1 B KNuHNUYHO NpoyyBaHe™

CTOMHOCT Ha C-peakTMBHUA NpoTeuH B UMPOBO M3paXeHUe Haj ropHaTa pediepeHTHa rpaHuua Ha cboTeeTHaTa
nabopatopus.

TPUAPYXABALLO TEXKO COMATU4HO 3a60NsBaHE, BKIIOUMTENHO U OHKONOTUYHO 3aGonsiBaxe.

MpOBEXAAHO NIEYEHUE CbC CTBOMOBY KNETKM.

He no-manko OT NeT roAMHM CnieA NpOBEAEHa €eHJoBackynapHa Tepanusi (BEHO3HA MO3bYHA aHrvonnactuka unu
creHTupate), cbrn. BAIJIMC, aekemspy 2011r.

* Komucusima, Kosimo € Ha3HaJuna neveHuemo u Habmodasa 33071, e dmbxHa HesabaeHo 0a yeedomu Komucusima 3a ekcriepmusu 1o 4. 78¢e
LlY Ha H30K. Te3u 6onHu ce 3anuceam e omdesieH peaucmbp U He 2y6sm npasomo cu 3a NpodbKasaHe Ha N1e4YeHUemo cred NPUKIoYsaHe Ha
KNUHUYHOMO MpoyyeaHe ced akmyarHa oueHKka om Creyuanu3upaHama KoMucusi

3abenexka: Mpu uspaseHo Hecvomeemcmeue mexdy TE/TK oueHka b6 6pb3ka C MHOXECMBEHa CK/IepO3a U OueHkama Ha crneyuanusupanama
komucus, Komucusma e L|Y Ha H30K we usuckea GonHusim da 6bde npedcmaeeH nped emopa Hesasucuma Crieyuanusupaqa komucus 3a
KNUHUYHE OUEHKA.

OTroBaps Ha KpUTEPUMTE 3a fieyeHue ¢

&

B AHEeBHa fo3a ...l

noanuc Ha cneyuanucra:

W3UCKBAHUS HA H30K NPW NPOBEXXAHE HA NEYEHWE HA BOJIHW C NPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHM NPOAYKTU MOAVOULIMPALLM XOfIA HA BONECTTA B U3BBHBEONHUYHATA MOMOLL
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NUCT 3A ONPEAENSIHE HA KPUTEPUUTE NPU U3NABAHE HA MPOTOKONMW 3A MPOBEXAAHE HA NNEYEHUE HA
BOJHU C NMPUCTBMNHO-PEMUTEHTHA MHOXECTBEHA CKITEPO3A
(gpuHzonumod)

Mvee: ) o e ) )

I

3abenexka: MeduyuHckama GOKymeHmayus, yoocmoeepsieawa eceku om Kpumepuume e roco4eHa c yugppa e uHOeKc U 3adbIKUmenHo
npudpyxaea HACMOAU4OMO NPUSIOKEHUE.
«  3adBaKuUMeNnHo npu 6csiKo KaHOudamcmeaHe ce npedcmaes uscnedeare Ha CRP Ha opuauHanHa 6naHKa unu 3aéepeHo Konue (8anudHo
e U u3cedeaHe 8NUCaHO & enuKpu3a om 60IHUYHO neveHue ¢ dasHocm do 1 mec. npedu KaHOudamcmeaHemo).
+  CmeneHma Ha ¢hyHKUUOHasNEH HeeponozuyeH dechuyum ce onpedens eduH Mecey cned OoKyMeHmupaH npucmbIi.

A. Kputepuu 3a 3anoyBaHe Ha MbPBM KypPC (3aABLIDKMTENHO € HaNnu4ueTo Ha BCUUKN KpuTepum)

TloHe ABa AOKYMEHTMPaHU NPUCTLNA 33 NEPUOA HE NO-ABLITLI OT eAHA rOAMHA Ha (hOHA Ha NOHE eAHOTOAMILIHO
neveHne ¢ uHTepdepoH — 6eta u/mnu rnatnpamep auerar’

Hanuuue Ha aKTUBHM NNaKu 1 Nporpecusi Ha AaxHute ot MPT ¢ koHTpacT 2

CTeneH Ha yHKUMOHaNeH HeBPONoruyeH aecomunT Haa 4 T. no Kurtzke 3

slwln

Tunca Ha u3KnYBalm Kputepum no 1.8 4

AHaMHECTUIRWTE AaHHY, KNMHAIHATA CUMNTOMATVIKA W EBONIOTUBHIA XOA CE ONUCBAT B EKCNEPTHOTO CTaHoBMLLe. [lOKyMeHTUPaHUTe NpucTLNy ¢
ENUKPU3N 33ABIKUTENHO Aa CbABPXAT UHAOPMALMA OTHOCHO NPOBEAEHO NeYeHue C KOPTUKOCTEPOUAW B A03a OT 500 Ao 1000 mMr AHEBHO 3a CPOK
ot 3 40 5 AHK.

2 opuruHaneH UL WM MOANMCAHO W 3aBepeHo konue oT MPT ¢ KOHTPAacT - B EKCMePTHOTO CTaHOBULUE 3aAbMKUTENHO ce KOMeHTMpa
AVMHaMMKaTa Ha NPOMEHUTE B CPABHEHUE C OCNeAHOTO U3CneaBakre.

*oTpa3seHa ckana Ha CUMNTOMATUKaTa B EKCIEPTHOTO CTAHOBMLLE.

*yRoCTOBEpABa Ce C NOANUC Ha CNEeLManuCTa B NPUSIOKEHUE 1 Ha HACTORLINTE U3UCKBAHUS.

B. Kputepum 3a npopbikasaHe Ha TepanusiTa Npu BCEKW NOCMeABALY WeCTMecey eH NPOTOKON (3apbmkuTenHo e
HanM4MeTo Ha BCUYKM KpUTEpUM)

1 | Jlunca Ha noBeye OT 1 NPMCTBN 3a NEPUOA OT LWECT Meceua )

2 | 3agbpxaHe Ha nokasaTenuTe Ha (hyHKUMOHAIHUSA HEBPONOrUyeH AeduUMT i
3 | NMunca Ha cTpaHuuHy echekTy W M3KIIOUBALN KpUTEPUM N0 T.B °

TaMBynatopeH NWCT/ eTanHa envKkpuaa oT NPOCNEAABaLLS HEBPONOT C OTPa3ABaHe Ha OCHOBHATA Tepanusi, KOSTO € NPOBEXAaHa Npe3 Nepuoaa u
a3BUTMETO Ha CAMNTOMATUKATA Ha GonecTTa
eKCNEepTHO CTaHOBMLLE C OTPa3eHa eheKTUBHOCT NO NOKa3aTenu OT NPUNAraHoTo Nevexue
*yR0CTOBEPABA CE C NOANUC HA CNEeLNanicTa B NPUNOKEHUE 1 Ha HACTORLLUTE U3MCKBaHUSA
3aGenexxa: pu NLPBOTO KAHAWAATCTBaHE 3a NPOALIKABAHE HA TEPANUATA A4A Ce MPUNIOKAT KOHCYNTaUMs OT O(Tanmornor v opuruHanta
6naHKa WK 3aBEPEHO KONWE OT M3CNeABaHe Ha YEPHOAPOGHM eH3MMM Ha 3 MECEL| OT 3an04BaHe Ha NeyeHneTo.

B. U3KIMIOYBALLM KPUTEPUM (npu 3anouBaHe 1 Npyu NpoAbIkaBaHe Ha NeYeHneTo)

1. 33011 c BTOpUYHO-NpOrpeavenTHa (opma Ha Gonectra.

2. Hap 2 AOKYMEHTMpaHW NpucTBLNa 3a nepuop oT 1 roauHa Ha oHa Ha neyeHne ¢ PUHIoNMMOA.

. YBenuuasaHe Ha CTeneHTa Ha thyHKUMoHaneH HesponoruieH Aeduumt ¢ 1 1. no Kurtzke B cpasHeHue C oueHkaTa npu

BKMIOYBAHE B Nporpamarta Ha (oHa Ha neveHne ¢ UHronuMoa.

BpemeHHOCT 1 nakTauus.

IMauveHT ¢ uMyHoAeMLUMTEH CMHAPOM UMW NPOBEXAALUM UMYHOCYNIPECUBHA Tepanis.

AKTVBHM OCTPM UMW XPOHUYHI MHAEKLMM — XenaTuT, Tybepkynosa.

Heonnasmu, C U3KNIYEHNEe Ha KOXeH 6a3anHoKNeTbYeH KapuMHOM.

Texko YepHoapobHO 3abonssaHe.

MaumeHTi ¢ AV 6riok BTopa cTeneH Tun Mbobuu 2 unu no-sucoka creneH AV 61ok,CUHAPOM Ha BONHUS CUHYCOB Bb3en

WNK CUHOATpUaneH cbpaedeH 6rok,aHamMHesa 3a CUMNToMaTvyHa Opaankapavs Ui NoBTapsily Ce CUHKOM; Wnk npu

NAUMEHTU CbC 3HAYUTENHO yABLIKaBaHe Ha QT uHTepeana(c >470ms nNpu XeHn 1 >450ms npu MbXe).

10. fledeHre C aHTMApUTMWYHM MeKkapcTBeHW npoayktv knac la  (chinidine, disopyramide) wnn  knac 1l
(amiodarone,sotalol),6eTa  6nokepu,noHWkaBal CbpAeyHaTa yectora 6Grnokepu Ha KanuuesuTe  KaHanu
(verapamil diltiazem wnu ivabradine) unu Apyrv BewWeCTBa,KOUTO MoOraT Aa NOHWXaT CbpAeyHaTa 4ectota (digoxin,
aHTUXONMHECTepasHu cpeacTsa unu pilocarpine).

11. HekoHTponupaHa XunepToHus.

12. XpoHuyHa o6CTpykTMBHA GenoapobHa Gonect.

13. BenoapobHa cubposa.

14. CBp\:X"IyBCTBIATeﬂNOCT KbM aKTUBHOTO BELLECTBO UM KbM HAKOE OT NOMOLLHUTE BeuwecTea.

15. BkniousaHe Ha 330J1 B KNMHUYHO Npoy4BaHe™

w

CoNoO s

* Komucusima, KOsimo e Ha3Hayuna neyeHuemo u Habmodaea 330/1, e dnbxHa He3abasHo Oa yeedomu Komucusima 3a eKcrnepmusu no 4. 78e
LIY Ha H30K. Teau 6onHu ce 3anuceam & omdenieH peaucmbp U He 2y6sim npaomo cu 3a NpodbkasaHe Ha niedeHuemo cned npuknioyeaHe Ha
KINUHUYHOMO MpoyyeaHe cried akmyanHa oueHka om creyuanuaupaqama KOMUcus

OTroBaps Ha KPUTEPUUTE 33 NIEYEHME C ..o B AHeBHa Ao3a ...

noanuc Ha cneuyuanucra:.
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1. NEYEBHO-AWATHOCTUYEH AJTTOPUTBM
1. NEKAPCTBEHM NMPOAYKTU, sknioyenn B Mpunoxenue 1 Ha MJIC, kouto H3OK 3annawa B cLOTBETCTBUE C
AeiCTBaWmMTe HOPMaTUBHU AOKYMEHTH.

2. NPOCNEAABAHE:

Ta6n. 1
BbL3PacToBn
INN orpanusieHHs NPEOW 3AMNOYBAHE KOHTPOJ1 HA 6 MECELIA
: TSH (npu abHOPMHO W3XOAHO HMBO),
INTERFE.RON nuua Hap 16 TSH, MKK c [KK, ASAT, ALAT, ypes, MKK c [KK ASAT, ALAT, ypes.
BETA-1A’ roAvNHU KpeaTuHWH
KpeaTuHuH
& TSH (npu aGHOPMHO M3XOAHO HWBO),
glgTEgR-:EBON rrru:H:an 16 :'SeH,-r L‘::;l:‘ ¢ KK, ASAT, ALAT, ypes, MKK c [IKK, ASAT, ALAT, ypes,
& pes KpeaTUHUH
2&12‘%‘!5" B '::::N:an i) cbpaeuHa dpeksenums, MKK ¢ AKK cbpaeyHa dpekseHums, MKK ¢ AKK
MNKK ¢ OKK, ASAT, ALAT, 6unupy6uH,
£ i i aHTuTena cpeuly VZV, KoHcynTauus ¢
FINGOLIMOD** m“ wa“ ocpranmoror, EKT u koncynauus ¢ | MKK c IKK, ASAT, ALAT
A kapavonor; EKI MoHuTopupaHe ao 6
4ac npy 3ano4BaHe Ha TepanuaTa

* npuapyXaBaT BCEKW MPOTOKON, ONMCBAT Ce B ambynaTopHWs NWCT/ eTanHata emukpusa Ha 330N n ce npunaraT 3aBepeHu Konus oT
OpUrMHanHWTe BnakkW (NPM HANWuMe Ha XOCWTanW3auus C AABHOCT 4O 1 Mec. 4O W3AABaHe Ha MPOTOKONA Ce Mpuniara 3aBepeHo Konue ot
enukpuaa c Homep M3)
** NpUAPYXaBaT BCEKW NPOTOKON, ONMCBAaT ce B amOyNaTOPHWA NUCT/ eTanHata enukpusa Ha 330/1 n ce npunarat 3aBepeHn konus oOT
OpUrWHanHuTe BnaHku (NPW HanWuMe Ha XOCNUTanu3auus C AABHOCT A0 6 MeC. A0 U3AABaHE Ha NPOTOKONA Ce Mpunara 3asepeHo Konue ot
enukpuaa c Homep U3)

3abenexka: Yyacmuemo Ha 330J1 @ KIUHUYHU NpPOyYéaHusi He NPOMeHs Heobxodumocmma om cnaseaHe Ha
u3uckeaHusima Ha H30K npu npoeexdaHe Ha neyeHue Ha 60MHU C MPUCMBITHO-PEMUMEHMHa MHOXecmeeHa ckiepo3a ¢
nekapcmeeHu npodykmu Moduguyupauu xoda Ha 6onecmma e u38bH60THUYHaMa NoMouy.

Il. OBLUM UUCKBAHUA

1. Bb3pacToBaTa rpaHuua Ce W34MCrsiBa B HABBPLIEHI TOAVHY - T.e. BKIIYMTENHO KbM aTaTa Ha U3jasaHe Ha npotokona ot
cneuvanuavpasara KoMmcus.

2. Mpyu HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbINKMTENHO Ce Cbobpa3aBaT Bb3PACTOBUTE OTPAHNYEHWS, CbINACHO kpaTkaTa
XapaKTepuCTVKa Ha CbOTBETHUS NEeKapCTBEH NPOAIYKT, yTBbpAeHa no peaa Ha 3/MXM.

3. H30K He 3annalua neveHue U3BbH ykasaHaTa Bb3pacTOBa rpaHMLa B kpaTkaTa xapakTepucTuka Ha npoaykTa.

4. H30K He 3annalya fieyeHue C 03n Haa MakciManHo paspeLueHUTe no KpaTka XapakTepucTuka Ha npoaykTa.

5. B cryyail Ha HacTbnUna Noao3MpaHa Hexenawa fekapcTBeHa peakuws, nekapsaT yBeaomssa WAN no pepa Ha un. 183 ot
3MMXM. Konue oT cboBLIEHUETO ce npunara KbM MeAULMHCKaTa A0KyMEHTaLMsA Ha 330J1 npu kaHAMAATCTBaHE 32 NeYeHne.

6 MNPV CMELMAIIUCTA, curn. un. 152, B, 7. 1 ot HPA 2012 r. (06H. B AB 6p. 3 ot 10.01.2012 r.), Ha 33011, Ha KouTo ca
W3AaBaHW NPOTOKONM MO PEAA Ha HACTOSIUMTE M3WCKBaHWsi, CNEABA Aa Ce MPUNaraT BCUYKM HEOGXOAMMM [OKYMEHTHU
KaTo: aMByNnaTopHUTE NUCTOBE OT M3BbPLLEHUTE NPErNeau, BTOPUST eK3EMNASP OT U3AaACHNTE NPOTOKOMK, KOMKUS OT EN1KPU3Y,
€KCMepTHY CTaHOBULLA W APYrA JOKYMEHTH, KOUTO Ca OCHOBaHWe 3a M3/jaBaHe Ha NPOTOKON, BCUYKM U3NCKBALUW CE U3CNIEABaHNS,
KONMe OT MpUMoXeHue 1 Ha HaCTOSIMUTE W3UCKBAHWA NOMBLIHEHO MO CLOTBETHAaTa TOYKA, MNOANMCAHO OT cneuuanucta,
w3gan npotokona.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHosakHue un. 55 om HP/] 3a meduuurckume deliHocmu 2012 zo0uHa (06H. 8
/1B 6p. 3/10.01.2012 2.). u enuzam e cuna om 1 mad 2013 2., cbenacHo 4n. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a
ycnoeusima u peda 3a 3annawane Ha nekapcmeeHu npodykmu no . 262, an. 5, m. 1 om 3akoHa 3a nekapcmeexume npodykmu
8 XyMaHHama MeouuuHa, Ha MeAUUUHCKU u3denusi U Ha OUeMUYHU XPaHU 3a CeyuanHu MeOUUUHCKU uenu (o6H. AB, 6p. 31 om
2007 2.).
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AEKNAPALUA 3A UHOOPMUPAHO CHITTIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NPOABIMKABAHE HA

JNEYEHUETO C NNIEKAPCTBEHUA NPOAYKT

cnej Kkato Cce 3ano3Hax C uanata mu  npejoctaseHa VIHQ)OPMEM W uenta Ha neYeHWeTo C nekapcTBeHus

npoayKT.

.. W Cnea KaTto nony4yux usyepnatenHu OTroBopu Ha

NOCTaBeHUTe OT MEH BBbNPOCK, AeKnapupam

1.

S

I'|pe.'l nocneaHuTe NeT rognuHn MU € NPoBeXAaHO UHBa3WBHO NEYeHUe - BEHO3HA MO3bYHa BanoHHa aHruonnacTuka unu
CTeHTUpaHe.

A HE

HsiMam pUTbMHYM 1 NPOBOAHI HaPYLIEHNS.

He cvm npekapan/a xepnec 3octep eHuedanur.

Lle cnassam npenopbyaHaTa My CXema Ha fIeYeHme W NEpUOANYHOCT Ha KOHTPONHUTE Nperneau.

PeIOBHO e Ce siBsiBaM Ha KOHTPONHW Mperneau v Hama Aa q‘ioumu CaMOBOMHO UNM MOA APYro BHyLeHWe
HasHaueHaTa M1 Tepanusi.

Mpu NpeycTaHoBsAIBaHE Ha NEYEHNETO NO NPUYMHU, HENPON3TUYaLLM OT pelueHueTo Ha Komucusta 3a ekcneptiuau 8 P3OK
wvnu Kommucusita no un. 78, 7.2 ot 330, we yBeaoMmsi He3abaBHO nuuHus cu nekap 1 P3OK u we sbpHa B8 P30K
rocneaHus NPOTOKON, N0 KOWTO CbM Nonyyasan/a nekapcTBeHs NPOAYKT.

Mpn HecnassaHe Ha nomusmia YCNOBUSI NIEYEHNETO MU C YIOMEHATUs NeKapcTBeH NPOAYKT e Gbae npekpateHo u
HAMa Aa uMam npeTeHuum kbm H3OK.

Mputexasam /He nputexasam aktyanHo TEJIK pelwenue BbB Bpb3ka CbC 3abonseaHeTo. (8 m. 8 uanuwHomo ce
3ayepkea)

3abenexka:
o [pu neveHue ¢ uHMepGepoHU 3adbskumenHo ce nombneam m.1, 4, 5, 6, 7 u 8.

*  [pu neyeHue c puH20IUMOO 3a0bIIKUMETHO Ce NOMbIISam 6CUYKU MOYKU.

[Mexknaparop:...

MU3UCKBAHUSA HA H3OK NPU NPOBEXXAAHE HA NEYEHWE HA BOJIHW C NPUCTBNHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A C
NEKAPCTBEHMW NPOAYKTU MOAVNOULIMPALLM XOA HA BONECTTA B U3BbHBONIHUYHATA MOMOLL





