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[image: image2.jpg]U3UCKBAHUA HA H30K
MPU U3OABAHE HA MPOTOKOMNW 3A NPOBEXOAHE HA JIEYEHUE HA BEOJTHU C NMPUCTBIMHO-
PEMUTEHTHA MHOXECTBEHA CKITEPO3A C NEKAPCTBA MOAU®ULIUPALLWX XOOA HA BONECTTA
(unmepcbepor 6ema, enamupamep ayemam, gpuH2onuMod, Hamanusymab, dumemungbymapam,
mepugpnyHomud)
lMpoTokon®bT ce u3aasa OT cneumanucT ¢ koA Ha cneumanHocT 10 (Hepsuu Gonectu), 54 (netcka Heeponorus),
pabotewm no gorosop ¢ H30K unu ot cneunanuanpana kKoMucusi B neve6HU 3aBeeHUs 3a GONHUYHA NOMOLL, CKMIOYUNK
Aorosop ¢ H30K. Cneunanuampanute KOMUCMM Ce Cb3AaBaT ChC 3anoBes Ha AMPeKTOpa Ha ne4e6HOTO 3aBeaeHue B
cneaure N3: MBAJTHI “Cs. Haym” rp. Cocus, YMBAN “Anekcanaposcka” rp. Cocousi, YMBAS “Llapuua MoanHa - UCYNT” .
Codpusi, BMA rp. Cogpusi, MBAST — ,HKBE" rp. Codpusi, YMBAT “Ce. [eopru” rp. Mnosave, YMBA “Ca. Mapuna” rp. BapHa, YMBAI
rp. Nnesex, MBAN — ,Cs.Mean Puncku” — rp. Cocpusi, BMA MBAJT — MNneseH, Mbpsa MBAN — Codms EAfl, ,Tokyaa Bonnuua
Codma“ All, Cutn Knunuk — rp. Cochus.

l. PE[] 3A 3ABEPABAHE HA NPOTOKOMNUTE

MpoTokonu 3a 3anoyBaHe Ha neveHue

CRELMANWCT, CKNIoYMA * MonbnHeHo n nognucaHo NpunoxeHue 1 — NUCT 3a onpeaensHe Ha KputepuuTe
porosop ¢ H30K —» = AMGynatopeH nucT/ eTanHa enukpu3a OT NOCNEAHUS NPErnes C NPUNOKEHN BCUUKN
HeobxoauMK n3cneaBaHus No NpuUnoxexHue 2
* “NpoTokon 3a npeanuceaxe Ha nekapcTea, sannawaxu ot H3OK/P30K” — 06p. M3-
/ H30K
:gz::::guawpana > = EKCnepTHO CTaHOBMWE C sicCHA MEAWUMHCKA MOTUBAUMA (3aAbLIXUTENHO ce
otbenssea nuncara Ha U3KNKYBaLLM KpUTEPUM)
= “lpoTokon 3a npeanuceaxe Ha nekapcTea, 3annawann ot H30OK/P30OK" — 06p. M3 -
/ H30K
Komucus no un. 78, 7. 2 3aBepka Ha
o1 330 B LY Ha H30K ] nporokona B P30K

MpoTokonu 3a npoabrkaBaHe Ha nevyeHue

= [MonbnHeHo 1 noanNucaHo Npunoxexue 1 — NUCT 3a onpegensHe Ha kKpuTepunTe
= AmbGynatopeH nuct/ eranHa enuKpu3a OT MOCNEAHWS Npernes C BCUYKW
HeobXxoauMK n3cneABaHNa No NpUNoxeHue 2

cneynanucrt, cknouun

||
RRICOp cHEON = “poTokon 3a npeanuceaHe Ha nekapcrea, 3annawann ot H30K/P3OK" — o6p. M3-
/ H30K
= EKCNepTHO cTaHOBMWE C SICHA MeAUUMHCKA MOTUBaUMA (3aAbIKUTENHO ce
cneuuanusupaHsa otbenssea nunca Ha CTPaHUYHW peakuuu, Npaeu Ce OueHka Ha edekTUBHOCTTa Ha
Komucust > TepanusTa u ce oTbensasa nuncara Ha U3KNIYBaLLW KpUTepum )
= “MpoTokon 3a npeanuceaHe Ha nekapcTea, sannawaiu ot H3OK/P30OK" — o6p. M3 -
/ H30K
Komucus no un. 78, 1. 2 —>| 3asepka Ha

ot 330 B LY Ha H30K npotokona B P30K

MpoTokonu 3a npoaLIKaBaHe Ha neveHue crnea NPUKNIONEH B-roauileH Kypc U cnep NpUKioYeH 12-roauweH
Kypc

= [lonbnHEHo 1 NoANMCaHO NpUNoXeHue 1 — NUCT 3a onpeaensiHe Ha KpUTepuuTe

* AmbGynatopeH nuct/ etanHa enuKpu3a OT MOCNEAHUS Mpernea C BCUYKW
HeobxoANMU nacneasaHus no Npunoxexue 2

= “MpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawanin ot H30K/P30K” — 06p. M3-
H30K

cneumnanucT, cknioyun
porosop ¢ H30K

= CraHoBMuWe C iCHa MeAULMHCKA MOTUBaLMS 3a npoabmkaeaHe Ha TepanuAaTa KkaTto

"
CBRET NG Hesponoms e/MHCTBEHa anTepHaTuBa (odnucaHo om yneHoseme Ha cbeema)

MocTosiHeH ekcnepTeH >
>

Komucus no yn. 78, 1. 2 3aBepka Ha
ot 330 B LY Ha H30K npotokona 8 P30K

3 2
& VI3UCKBAHWS HA H3OK NPU NPOBEX/JAHE HA NNEYEHUE HA BOJIHW C NPUCTBINHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHW NPOAYKTU MOAUOULIMPALLM XOJA HA BONECTTA B U3BBHBOHUYHATA MOMOLL - 8 cuna ot 15 tespyapu 2016 ropuna





[image: image3.jpg]“TlocTORHeH eKcnepteH CuBeT ce ChoPMUpa U NPEACEAATENCTBA OT HALUMOHANHMS KOHCYNTAHT U NPEACEAATEN Ha APYKECTBOTO M0 HEBPONOMUR, KATO yuacTBaT oue
ABama OT npeaceaarenure Ha cneunannanpanin KOMMCUK, nocoyeHute B MancksanusTa,

¢ H30K 3annawa o 8-wectmece4Hn Kypca Ha HenpeKLCHaTa Tepanus.

* Criep npuknioyBaHe Ha 4-rofuWHUA KYpC NPOALITKABAHETO Ha TepanuaTa Moxe Aa Gbae 06CLAEHO Npu
Crnyyaum, OTroBapsiluM Ha KpuTepuute Ha npunoxexue 1. B Teau cnyvam, B eKCnepTHOTO cCTaHOBULWE
3aAL/MKMTENHO Ce KOMEHTUpa AMHaMMKaTa Ha NPOMEeHWTe B KNMHUYHaTa cuMmToMatuka u MPT, B
CpaBHeHMe C Te3n Npu 3anoysaHe Ha TepanusTa.

e Cnea npukniouBaHe Ha G6-TOAMWHMS KypC, KakTo W cnep NpUKNIOuBaHe Ha 12-TOAMWHMS Kype,
NPOABLIKABAHETO HA TepanusTa Moxe Aa Gbae 06CHLAEHO NPW CRyYau, OTFrOBapsilUW Ha KPUTEpUM Ha
npunoxexue 1. B Tean cnyyau, B eKCNEPTHOTO CTAHOBULYE 3aALIDKMTENHO Ce KOMEHTUPa ANHAMUKATA Ha
npomMeHuTe B KNUHW4YHaTa cumTomatuka u MPT, uskniouBawm paereHepaTMBHa hasa Ha npomeHuTe.
CraHoBUWETO Ce M3aaBa OT NOCTOSIHEH eKCMepTeH CbBeT N0 HeBPONOrus.

Il. OBLLX NONMOXEHUA

1. 301 nopaea noarotseHute AokymeHTH B P30K, Ha TepuTopUsiTa Ha KOSITO @ Hanpasuno u36op Ha ONJ1. flokymeHTUTe
BKNIOYBAT:

1.1 3asienenne o [upektopa Ha P30K.

1.2 MonwnHeHo v noanucaHo npunoxexue 1. Monbnea ce No CLOTBETHATA TOYKA U Ce npunara oTpaseHaTa B UMGPOB MHAEKC
MeauLMHCKa AoKYMEHTaLms, yA0CTOBepsBaLLa BCEKN ANH OT KpUTepuuTe.

1.3 MbnHuaT Habop nacneasaHus (chuankantu, UHCTPYMEHTANHU U NabopaTopHu), OTpaseH B NPUIOXeHue 2.

1.4 ‘Mpotokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H3OK/P30K' - o6p. M3-H3OK, uspapeH or nekaps
cneuuanuer, pabotew no aorosop ¢ H3OK. Mpunara ce opuruHan Ha NpoToKona, a Npu KaHAWAATCTBaHe 3a NPOAbIXaBaHe Ha
TepanusTa ce NpeAcTaBs OpUrMHan Ha NPeaxoAHUS NPOTOKON C OTPa3eHU BCUYKN HA3HAYEHWs NO Hero.

1.5 [leknapauus 3a uHcpopmMupaHo cbrnacue no obpasel (npunoxexue 3)

2. P30K npuema fokymeHTUTe no T. 1 cnea cnpaBka 0OTHOCHO 3ApaBHOOCUIypUTenHus cratyc Ha 3001,

3. MupBuAT M Beeku crneasaly NPOTOKON ce u3jaBa 3a cpok Ao 180 aHw.

i VI3VCKBAHUS HA H3OK NPU NPOBEXIAHE HA NEYEHWUE HA EONHWA C NPUCTLMNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHW NPOAYKTW MOAN®ULINPALLM XOLA HA BONECTTA B U3BBHEONHUYHATA NOMOLL - B cuna ot 15 despyapy 2016 roauHa
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NUCT 3A ONPEAENSHE HA KPUTEPUUTE NPU U3JABAHE HA MPOTOKONW 3A NMPOBEXAAHE HA NEYEHMUE HA
BONHU C MNPUCTBMNHO-PEMUTEHTHA MHOXXECTBEHA CKNEPO3A
(uHmepghepoH bema, enamupamep ayemam)
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3abenexka: MeouyuHckama OOKyMeHmayusi, ydocmosepsieausa 6CeKU OMm KPUMEpPUUMe e MocoveHa ¢ Yugpa 6 UHOBKC U 3adbimKumento
npudpyxaea HaCMOAULOMO NPUNOKEHUE.

A. Kputepuu 3a 3anoysaHe Ha MbpBM KypC (3aABLIIKUTENHO € HANMYMETO Ha BCUYKN KpUTEpUM)
CurypHa guarHosa “MHOXeCTBEHa CKnepo3a” — NPUCTBLNHO peMUTEHTHa ¢opma no pesusupanute npes 2010
roauHa kputepuu Ha McDonald
[laHHM OT MarHuTHO-pe3oHaHcHaTa Tomorpacpus /MPT/ ¢ KOHTpacT, NOKpUBalWM KpuTepuute yTBBLpAEHU oT
EBponeiickaTa MHOrOLEHTPOBa M3CNIeAoBaTeNncka Mpexa

IMo3UTUBHM 3a AMarHo3ara AaHHW OT N3cnefBaHe Ha eBOKUPaHU CyXOBU U 3PUTENHU NOTEHLUUanM °
[lBa AOKYMEHTMPaHM NPUCTLNA Npe3 NocneaHaTa roauHa *

CTeneH Ha (hyHKUMOHANEH HeBponoruyeH aeduunt ao 4 . no Kurtzke °

JINKBOPHO M3cneaBaHe ¢ Hanuume Ha onuroknoHanHu IgG dpakumum 4

Iunca Ha u3knoYBawm KpuTepum no 7. E

AHaMHECTUYHUTE AaHHW, KNUHWYHATA CUMNTOMATUKA N €BONIOTUBHUA XOA Ce onucear B eTanHara enukpusa unu ekCcnepTHOTO CTaHoBULLe
opuriuHanes d)vu.u WUNn NOANNCaHO U 3aBepeHo konue ¢ AaBHOCT A0 1 roguHa npeaun kKaHaAuaaTCTBaHeTo

opuruHanes Q)mu WnKu NoanucaHo 1 3aBepeHo konue € AaBHOCT A0 1 roauHa npeau kKaHauaaTcTBaHeTo

enukpuan ot 6onHuYHO nevenmne ¢ Homep U3 ([lokyMEHTMPAHUTE NPUCTBNM C €NUKPU3N 3aABIDKMTENHO Aa CbABPKAT MH(OPMALIMA OTHOCHO
npoBeAeHo NneveHune ¢ kopTukocTeponam B Aosa ot 500 4o 1000 mr aHesHo 3a cpok oT 3 40 5 AHK.) Mpu AaHHM oT MPT nacneasaHe, oTroBapsLm
Ha HOBUTE KpUTepun Ha Eaponev‘lc«a'ra MHOroueHTpoBa uacneaosaresncka mpexa, ce Aonycka AOKYMEHTUPaH eAUH KNUHWYEH NpUcTsLN.
‘ OTpaseHa ckana Ha cumnTomaTtukaTa B eKCnepTHOTO CTaHoBULLEe

opuruHanKa ‘Gnanka unu 3asepeHo konue (BanMAHO € W nscneaBsaHe snucaHo B enukpusa ot BONHNYHO nevexve). an Hanuyue Ha meanumHcka
MOTUBALMUA 3a HeNnpoBeXxaaHe Ha N3cneABaHeTo, TA 3aAb/MKUTENHO Ce Bnucea B €KCNepTHOTO CTaHoBULUE.
7 yAoCTOBEpABA Ce C NOANKC Ha CeLUanicTa npunoxexue 1 Ha HaCTOALMTE NNCKBAHWA

=
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B. Kputepumn 3a npoabnkasaHe Ha TepanusTa npu BCekWU NocneaBaly WeCTMeceyeH NPOTOKON (3aabiKuTenHo e
HanuumueTo Ha BCUYKKU KpUTepuim)

1 | Slunca Ha noBeye OT 1 NPUCTBLN 3a NEpUOA OT LWeCT MeceLa '
2 | 3apbpkaHe Ha nokasatenuTe Ha (yHKLMOHANHUS HEBPONOTUYEH AePULUT *

3 | N'unca Ha cTpaHuyHK edekTn 1 U3KnNIYBawm Kputepun no 1. E 4
TamBynaTopeH fNCT/ eTanHa envkpuaa oT NPOCNEARBaLLIMA HeBPONOr C OTPa3sBaHe Ha OCHOBHATa Tepanus, KOATO @ NPOBEeXAaHa Npea Nepuoaa 1
padBUTUETO Ha CAMNTOMATUKATE Ha GonecTTa

eKCnepTHO CTaHoBULLE C OTpa3seHa BMK'I’HIMOCI’ NO nokasarenu oT npunaraHoTo nevyeHve
*yaocrosepsisa ce ¢ NOANUC Ha CrIELMAnCTa B NPUNOXeHMe 1 Ha HACTOALLMTE UINCKBAHUA

B. Kputepuu 3a npoabimkaBaHe Ha TepanusTa crnep 3aBbplieH 4-roauileH KYpe (3aAbrmkUTenHO e HanMuueTo Ha
BCUYKN KpUTEPUM)
1 | Nunca Ha akTMBHM NNakK 1 Nporpecus Ha aaHkuTe oT MPT ¢ KoHTpacT g

TNunca Ha noBeye OT ABa NPUCTLNA 3a 4 rOANHN *
3aabpxaHe Ha (hyHKUMOHANHUA HeBponoruyeH aecduunt < 2 1. no Kurizke b

Jlunca Ha cTpaHU4HKM eheKkTH 1 U3KNIoUBaWK KpuTepum no 1. E f
opuruHanes uw unu NOANMUCAHO W 3aBepeHo konve or MPT C KOHTPAacT — B eKCNepTHOTO CTAHOBULUE 3aAb/DKUTENHO Ce KOMeHTMpa
AVHamuKaTa Ha npoMeHuTe B CPABHEHHE C USXOAHOTO M3cneaBaHe

ambynatopeH nuCT/ eTanHa enukpu3a OT Nperneaa npu NpocneAsBalua Hesponor
* eKCrepTHO CTaHOBMLLE C OTpa3eHa eeKTUBHOCT N0 NOKA3ATENN OT NPUNAraHOTo neveHie
*yaocTosepsiBa ce C NOANVUC Ha CELNAniCTa B NPUNOXeHe 1 Ha HACTOALLNTE U3UCKBAHWA

1H|lwN

I. Kputepuu 3a npoabnkxasaHe Ha TepanusTa cnepa saBbplleH 6-roaviweH Kype U cnea 3aBbpuieH 12-roauweH Kype
(3aABLMKMTENHO € HAaNUYMeTO Ha BCUYKU KpUTEpuH)

1 | Nunca Ha nnaku u nporpecus Ha aaHHuTe oT MPT '

2 | Nunca Ha noBeve OT ABa NPUCTLNA 33 NOCNEAHNUTE 2 FOANHMN °

3 | 3apbpxaHe Ha hyHKUMOHANHMS HeBponoruyeH aeduumnt < 3 1. no Kurtzke °
4

T

Nunca Ha cTpaHuuHU eeKTH U U3KNIoUBaLWM kKputepum no 7. E *

OpuruHanes uw WM NOANUCAHO W 3aBepeHo konue oT MPT — B eKCNepTHOTO CTAaHOBULUE 3aALMKUTENHO Ce KOMEHTUpAa AMHamukata Ha
NPOMEHUTE B CPaBHEHME C U3XOAHOTO M3CneABaHe
* ambynatopeH NUCT/ eTanHa enukpu3a oT NPerneaa Npi NPOCNEARBALIMA HEBPONOT
¥ cTaHOBMWe C OTpa3eHa eeKTUBHOCT NO NOKA3aTeNy OT MPUNAraHoTO NeveHe. CTAHOBMILETO Ce W3AABA OT NOCTORHEH EKNEpTEH CHBET Mo
HeBPONOrus.
*yaoctosepsia ce ¢ NOANKC Ha CrleUNAniCTa B NPUNOXeHMe 1 Ha HACTOALLUTE UIUCKBAHUA

o 4
i V3MCKBAHWS HA H30K NPY NPOBEXAAHE HA NEYEHUE HA BOMHI C NPUCTBMHO-PEMUTEHTHA MHOXECTBEHA CKNEPOSA C
NEKAPCTBEHW NPOAYKTU MOAVOULIMPALLM XOLA HA BONECTTA B U3BbHEONHUYHATA NOMOLL - & cuna ot 15 despyapy 2016 roguHa





[image: image5.jpg]A. Kputepun 3a npemuHasaHe Ha Tepanus C rnatMpamep aueTaT (3aALITKUTENIHO € HaNM4YMeTO Ha BCUYKN
KpuTepum)

1 | [1Ba AOKYMEHTUPaHU NPUCTBNA NPe3 NOCNeaHaTa roAuHa |

Tlunca Ha KNMHUYHA eheKTUBHOCT OT neyeHneTo ¢ 6eta MHTepGepoHN

Jlunca Ha cTpaHu4HK echeKTH U u3KNIoYBaLWwM kputepum no T. E *

2
3 | Hanuuue Ha HeyTpanuaupawm aHTuTena -
4
T

€NUKpU3M OT GONHMYHO neveHne ¢ Homep N3 ([IoKyMeHTUPaHUTE NPUCTBLNN C ENUKPU3N 3BABIKUTENHO Aa CALPKAT MH(OPMALMA OTHOCHO
npoaeneno neveHue c kopTukocTeponau B 4osa ot 500 Ao 1000 mr 4HeBHO 3a cpok oT 3 40 5 AHN.)
) ? eKCNEPTHO CTaHOBMLE C OTPa3eHa echeKTUBHOCT No NoKasaTeni ot NPUNaraHoTo nevexue.
, 3AABIKUTENHO Ce Npunara opuruHanka Gnanka unw 3aBepeHo Konve (BaNWAHO @ U M3CNIEABAHE BNUCAHO B eNMKPU3A OT GONHUHO NeveHie)
*yaocToBepsBa Ce C NOANNC Ha CNeLManicTa B NPUNOXEHNE 1 Ha HACTOSLLUTE UINCKBAHWS

E. U3KNIOYBALLM KPUTEPUM (npu 3anoyuBaHe 1 Npu NpoaLikaBaHe Ha fieveHueTo)

1. 80J1 ¢ BTOPU4HO Nporpecupaia, NbpBUYHO-NPOrpecupalLa 1 NporpecupaLLo-peMUTEHTHa hopma Ha GonecTTa

2. 30J1 c pekomneHcupaHo YepHoapo6Ho 3abonsBaHe

3. BpemenHocT u nakraums

4. 30J1 c Texka eHaOreHHa Aenpecus Wunu CyMUMANTET NPean v NO BPEME Ha SeYeHUeTo, NOTBBLPAEHI OT NCHXMATHLP (8
TE3u cnyyau neyeHneTo Moxe Aa 6vae npoabKeHo camo ¢ Glatiramer acetate).

5. TMoBe4e oT eanH NPUCTBN 3a NEPUOA OT ABE rOAVHM

6. YBenuyaeaHe Ha CTeneHTa Ha hyHKLMOHaNEH HeBponorieH aecuumT ¢ 1 T. no Kurtzke 3a nepuoa ot eaHa roauHa.

7. BapbpkaHe Ha CTeneHTa Ha chyHKUMOHaneH HesponorudeH aecduumt no Kurtzke Hag 3 cneps nposexpaHe Ha

ABeroaulieH Kypc

8. [locturaHe Ha cTeneH Ha MHBaNMAW3aums 5 no ckanara Ha Kurtzke

9. CepuosHu CTPaHUYHN peakLum oT NeYeHNeTo

10. CucremHo HecnaseaHe Ha neyeGHata cxema o BuHa Ha 30J1 ¢ npekbcaaHe noseye oT 3 Mecela

11. BknioysaHe Ha 30J1 B KNUHUYHO NpoyyBaHe*

12. MpugpykaBay XpoHUYHW 3abONsBaHWs, KOMTO CKbCABAT MPOABIDKATENIHOCTTA HA XKMBOTA  (AnKOXONU3LM,
AEMEHLMS, NCUXO3M, 3N0Ka4YecTBEeHU HOBOOGPa3yBaHNsA, KOUTO He ca B PEMUCHS)

13. [octuraHe Ao Bb3pacT 59 roanHn n nunca Ha akTUBHOCT Ha 3a60NsIBAHETO MPes NOCNeAHUTe 2 roAUHN

14. lpoBexaaHo NeveHne CbC CTBOMOBM KNeTkn

15. He no-manko oT neT roawHW cnea npoBeAeHa eHaoBackynapHa Tepanus (BEeHO3Ha MO3bYHA aHrMonnactTuka wunum
crenTupate), cern.BAASIMC, aekemepu 2011r.

* Komucusima, kosimo e HasHa4una neveHuemo u Habmodasa 30/1, e dmbxHa HesabaeHo Oa yeedomu Komucusima aa excrniepmuau no un. 78 e LIY

Ha H30K. Tesu 6onHu ce 3anuceam e omoenex peaucmbp U He 2y6sm rpagomo cu 3a npodb/KaeaHe Ha NeYeHUemo cred NPUKIyeaHe Ha
KNUHUYHOMO npoyveaHe cned axkmyarHa oyeHka om cneyuanusupaHama KoMucusi

Ortrosaps Ha KPUTOPMUTO SR TIOHOHMBIE BRI RS & L 0 eeiiiiieriieees B AHeBHa nosa ...

NOANUC HA CRBUMANMCTA: ..........coovviiiiiiniiiiiiniins

= 5
VBUCKBAHUA HA H3OK NPU NPOBEXAAHE HA NEYEHWE HA BONHU C NPUCTBLNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A C
NEKAPCTBEHU MPOAYKT MOAV®ULINPALLM XOA HA BONECTTA B U3BLHEONHUYHATA NOMOLL - 8 cuna ot 15 despyapu 2016 roauHa





[image: image6.jpg]NPUNOXEHWE 16
NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU U3JABAHE HA MPOTOKONM 3A NPOBEXAAHE HA NEYEHUE HA

BONHU C NPUCTBMNHO-PEMUTEHTHA MHOXXECTBEHA CKIEPO3A
(puneonumod, dumemunchymapam, mepuchnyHomud)
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3abenexka: MeduyuHckama GOKyMeHmayusi, ydocmoeepsiealsa 6cexu om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3a0bL/DKUMENHO
npudpyxasa HaCMOAWOMO NPUNOKEHUE.

A. Kputepum 3a 3anousaHe Ha NMbpPBU Kypc NeveHue C (PUHIONMMOA(3aABIDKUTENHO € HANMYMEeTO Ha BCUYKM
KpuTepuu)

Moseye ot ABa AOkyMeHTMpaHW NpUCTLNA 3a NEPUOA He NO-ALILT OT eAHa FoOANHA Ha (hoHa Ha NoHe
1 EAHOTOANLIHO NevieHue ¢ uHTepchepoH — 6eTa, rnatupamep aeTar 1 BriolasaHe Ha HeBPONOrUYHIUA AeULUT o
Kurtzke

Hanuuue Ha akTMBHM Nnaku 1 nporpecus Ha aaHHuTe oT MPT ¢ KoHTpacT

CTeneH Ha thyHKUMOHaneH HeBponoruyeH aeduumT Ao 4 1. no Kurtzke °

Alw(N

unca Ha u3knioYBawm kputepuu no 7. B*

AHaMHECTUYHUTE AAHHW, KNUHUYHATA CUMNTOMATUKA W eBONIOTUBHUA XOA CE ONUCBAT B EKCMEPTHOTO CTaHOBULYE. [JOKyMEeHTUPaHUTe NPUCTLNM C
©NnvKPU3N 3aABMKUTENHO Aa CbABPXKAT MHKOPMaLMA OTHOCHO NPOBEAEHO NeYeHne C KOPTUKOCTEpPOuAK B A03a oT 500 4o 1000 Mr AHeBHO 3a cpok
0T 3 40 5 AHK.

OpUrUHaneH chull Wnn noANMCaHo M 3asepeHo konue oT MPT C KOHTPAacT - B EKCMEPTHOTO CTAaHOBMIUE 38ABLIKUTENHO Ce KOMEHTMpa
@VHaMVKaTa Ha NpoMeHwTe B CpasHeHie c npeawectsawo MPT uacneasate npes nocneaHuTe 12 meceua

OTpaseHa ckana Ha cumnromatvkata B eKCnepTHOTO CTaHosuwe. CTeneHTa Ha yHKUMOHANEH HEBPONOrMuEH AeUUMT Ce onpeaens eauH
mecel Cnej AOKYMEHTUPaH NpucTL.
*yaocToBepsiBa Ce C NOANVC Ha CnieLmancTa B NPUNOXEHHE 1 Ha HACTOALLUTE U3NCKBAHUSA

B. Kputepuu 3a npoabnxkasaHe Ha Tepanusita Npu BCEKW nocneasaly WecTMeceYeH NPOTOKON (3aABLIKUTENHO e
HanM4meTo Ha kputepun 1, 2 u 4)

1 | Jlunca Ha noseye OT 1 NPUCTBLN 3a NEPUOA OT WECT MeceLa '

3aabpxaHe Ha NoKasaTenuTe Ha (hyHKUMOHANHUS HEBPONOrMYeH AeULMT

2-MeceueH Nep1oA Ha M34UCTBaHE NPU CMAHA HA TepanusiTa

SlwN

Nunca Ha cTpaHuyHK edbekTn U M3KNIOYBaLM KpUTEpUM no T1.8*

ambynaTopeH NuCT/ eTanHa enukpuaa oT NPOCNeARBaLLNsA HEBPONOr C OTPa3sBaHe Ha OCHOBHATa Tepanus, KOATO e NpoBeXAaHa npea Nepuoaa v
PBSBMTMGTO Ha cumnTomarukara Ha Gonectra

eKCnepTHO CTaHoBuULLE C OTpaseHa OmKTMBNOCT NO nokasarenu OT NpunaraHoTo neveHue. CI'IGA 3aBbpLeH 4-roauLleH Kype, CTaHOBMLWETO ce
“3aasa OT NOCTOAHEH eKnepTeH CLBET N0 HeBPONOrus.
g npu NpemuHaBaHe OT eAnH NeKapCTBeH NPOAYKT OT BTOpPa NINHMA Ha Apyr
*yaocTosepsBa Ce C NOANUC Ha CNeLManeTa B NPUNOXEeH!e 1 Ha HACTORLLMTE M3UCKBAHUA
3a6enexka: Mpu NbPBOTO KaHAUAATCTBAHE 38 NPOALIKABAHE Ha TepanusTa C DUHTONUMOA Aa Ce NPUNOXAT KOHCYNTaLMs OT 0TanmMonor u opurnHanta Gnawka unu
3aBEPEHO KONWe OT H3CNeABaHe Ha YepHoAPOBHM BH3VMU Ha 3 Mecel OT 3anoyBaHe Ha NeyeHneTo.
Mpyu NbPBOTO KaHAMAATCTBAHE 3a NPOALIIKABAHE Ha TepanuaTa ¢ AumeTundymapart Aa Ce NPUNOXaT OpUrMHaNHK GNaHKK UNK 3aBepeHin KOMUA OT M3CNEABAHUA Ha
YPes, KpeaTUHUH ¥ 4epHOAPOGHM EH3UMM Ha 3 MECEL| OT 3anouBaHe Ha NeyeHneTo.

B. U3KNIOYBALLW KPUTEPWUU (npu 3anoyBaHe v Npu npoabmkaBaHe Ha NeYeHneTo)

1. 30/ ¢ sBTopuuHO-NporpeaneHTHa hopma Ha Gonectra

2. [sa n noBeye AOKYMEHTMPaHW NPUCTLNA 3a Nepuoa oT 1 roauHa Ha oHa Ha NeveHne C NekapcTBeH NPoAyKT OT

BTOpa NIMHUSA

YBenuuasaHe Ha CTeneHTa Ha chyHKUMOHaneH HesponoruyeH aecduuut ¢ 1 1. no Kurtzke B cpasHenve c oueHkarta npu

BKNIOYBaHe B Nporpamara Ha hoHa Ha NeyYeHne C nekapcTBeH NPOAYKT OT BTOpa NUHUS

BpemeHHoCT U nakTauus

MNauveHT ¢ MyHoaedULIMTEH CUHAPOM UMK NPOBEXAALLW UMYHOCYNPECHBHA Tepanus

AKTVBHU OCTPW UNK XPOHWYHW UHDEKLMKU — XenaTuT, TyBepkynosa

Heonnasmu, ¢ usknioueHne Ha koxxeH 6asanHoKNeTbYeH KapunHoM

Texko yepHoapobHo 3abonsiBaHe

3a Teriflunomide - naunenTn ¢ Texka GbGpeYHa HeAOCTATLYHOCT, NOANOXEHN Ha Avanuaa

0. 3a Teriflunomide - nauMeHTM CbC 3HAYAMO HapyLIEHUWE HA KOCTHOMO3bYHATA (DYHKUMSI MMM 3HaYMMa aHemus,
NEBKONEHMsI, HeyTPONeHUs N TPOMBOLIMTONEHNS

11. 3a Fingolimod - nauvenTn ¢ AV 6nok BTopa creneH Tun Mbobuu 2 nnu no-sucoka crenen AV 6110k,cuHAPOM Ha 6onHus

CUHYCOB Bb3€N WUnu CuHoaTpuaneH cbpaeyeH Gnok,aHamHesa 3a cumnTomatudHa Gpagvkapauws wnu nosTapsiwy ce

CUHKON; Unn Npu NauveHTn CbC 3HaunTenHo yabnxasave Ha QT unTepeana(c > 470 ms npu xenn u > 450 ms npu

MbXe)

3a Fingolimod - neyeHne ¢ aHTMapUTMUYHW nekapcTBEHW npoaykTu knac la (chinidine, disopyramide) unu knac Il

(amiodarone,sotalol),6eta  Gnokepu,noHMkaBalM CbpaeyHata uvectota Onokepu Ha  KanuueeuTe  kaHanw

(verapamil diltiazem wnu ivabradine) unu apyrv BellecTsa,kouTo MoraT Aa NoHWKaT CbpaeuHaTa uectota (digoxin,

aHTUXonuHecTepasHu cpeacTea unu pilocarpine)

©w
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[image: image7.jpg]13. 3a Dimethyl fumarate — eaHoOBpeMeHHO NpUnoXeHWe Ha Apyrv NPOU3BOAHM Ha chymapoBarta KucenuHa(nokonHo unu
CUCTEMHO)

14. 3a Dimethyl fumarate — e4HOBpeMEHHO NPUNOXEHNE Ha KNBU BaKCUHN

15. HekoHTponupaHa xunepToHus

16. XpoHuuHa o6cTpykTuBHa GenoapobHa Gonect

17. Benoapo6Ha ¢pubposa

18. CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO MMM KbM HSKOE OT NOMOLLHUTE BELLecTBa

19. Brniousane Ha 30J1 B KNMHUYHO Npoy4BaHe*

20. [leua v IOHOLM Ha BB3PACT Noa 18 roanHU

21. [locturaHe A0 Bb3PacT 59 roAMHN U NUNCA Ha aKTUBHOCT Ha 3a6ONABAHETO NPe3 NOCNEAHUTE 2 FOANHM

22, [locturaHe Ha uHBanuaHoct no Kurtzke 5

* Komucusima, Kosmo e HasHa4una nieweHuemo u Habniodasa 30/1, e dmsxHa HesabaeHo 0a yeedomu Komucusima 3a excriepmuau o 4. 78 & LIy

Ha H3OK. Tesu GonHu ce sanuceam & omdeneH peaucmbp u He ay6sm rpaeomo cu 3a npodbxaeaHe Ha neYeHuemo cned npukoyeaHe Ha
xnuﬂuvnanﬁ npoy4eaHe cried akmyarnkHa oueHKa om creyuanuaupaHama KOMucus

B AHeBHa Ao3a

OTtroBsaps Ha KpuTepuuTe 3a neveHue ¢

i VIBUCKBAHWSA HA H3OK NPU NPOBEX/AHE HA NEYEHUE HA BOJIHW C NPUCTBLINHO-PEMUTEHTHA MHOXECTBEHA CKNEPOSA C
NEKAPCTBEHU NPOAYKT MOAV®ULINPALLM XOJJA HA BONECTTA B UBBBHBONIHUYHATA NOMOLL - & cuna ot 15 despyapu 2016 roauHa





[image: image8.jpg]MNPUNOXEHUE 1B
TIUCT 3A ONMPEAENAHE HA KPUTEPUMTE NPU U3OABAHE HA NPOTOKOMNM 3A NPOBEXAAHE HA NEYEHUE HA
BONHU C NPUCTBNHO-PEMUTEHTHA MHOXECTBEHA CKNEPO3A
(Hamanu3ymab)

[Wme: [eri] | T [ [ T [ T T ]

3abenexka: MeduyuHckama OOKyMeHmayusi, ydocmosepsisausa 6ceKu om Kpumepuume e rocoyeHa ¢ yughpa 6 UHOEKC U 3adbIKUMEeNHo
npudpywaea HaCMOAULOMO NPUNOKEHUE.

A. Kputepuu 3a 3anousaHe Ha MbpBM KYPC (3aAbIMKUTENHO @ HANMYMETO Ha BCUYKN KpUTepnm)

4 | MoHe ABa AOKyMEHTUPaHW NPUCTBNA 3a NEPUOA HE NO-AbITbI OT eAHA FOANHA Ha (hOHa Ha NOHE BAHOTOANLIHO
neyeHue ¢ nHTepcepoH — 6eTa, rnatupamep auerar '

Hanuuune Ha akTMBHM Nnaku u nporpecusi Ha aaxHuTe ot MPT ¢ KoHTpacT 2

CTeneH Ha chyHKUMOHaneH HeBponoruyeH aeduumt Ao 4 1. no Kurtzke °

Alw|N

Nunca Ha uskniouBawm kputepuu no 7.8 *

aHaMHECTUYHUTE AAHHW, KNUHUYHATA CAMNTOMATWKA W @BOMIOTUBHUA XOA CE ONUCBAT B EKCNEPTHOTO CTaHOBULIE. JOKYMEHTMPaHNTE NPUCTLNN C
©NUKPU3N 3AABIKUTENHO Aa CbABPKAT MH(OPMALMA OTHOCHO NPOBEAEHO NeYeHne C KOPTUKOCTepouan B 403a ot 500 40 1000 Mr AHeBHO 3a Cpok
ot 3 40 5 aHK.

OpUrMHaneH ul unu noanucaHo M 3asepeHo konue oT MPT C KOHTPAacT - B EKCMEPTHOTO CTAHOBWULIE 33ALIKUTENHO Ce KOMEHTUpa
AVHamuKaTa Ha NpoMeHwTe B CpasHeHue C npeawectsawo MPT uscneasate npes nocneaHuTe 12 meceua

OTpaseHa ckana Ha cumMnToMaTvkaTa B eKCnepTHOTO cTaHoBuwe. CTeneHTa Ha yHKUMOHANEH HEBPONOrMueH AedULMT Ce onpejens eauH
MeceL| cnea AOKYMEHTUPaH NPUCTb.

YAOCTOBEpPABA C& C NOANUC Ha CNeLManicTa B NPUNoXeHne 1 Ha HacToALINTE M3NCKBaHUA

B. Kputepun 3a npogbnxasaHe Ha TepanusaTa Npu BCeKU Nocneasall WeCTMeceyeH NPOTOKON (3agbiKMTeNHO e
Hanuuuero Ha kputepun 1, 2 u 4)

1 | Jlunca Ha noseye OT 1 NPUCTBLN 3@ NEPUOA OT WECT Meceua '

2 | 3apbpxaHe Ha nokasaTenuTe Ha (yHKLMOHANHUS HEBPOMNOTUYEH AeULUT °

4 | Junca Ha KnWHM'Ha eheKTMBHOCT - 2 U NoBeYe NPUCTBLNA Ha (hoHa Ha NeNeHue C NekapcTBeH NMPOAYKT OT BTopa
NMHUA

4 | Nunca Ha cTPaHNYHY echeKTH U U3KNIoYBaLLM KpUTEPUM no T.B °

TamBynaTopeH NUCT/ eTanHa enukpuaa oT NPOCNEAABALLMA HEBPONOr C OTPa3siBaHe Ha OCHOBHATA Tepanis, KOATO e NPoBeXAaHa npes nepuoaa u

pasBNTWeTo Ha cuMNTOMaTHUKaTa Ha Gonectra _
EKCNEepTHO CTaHOBMLYE C OTpa3eHa eeKTMBHOCT No nokasatenu ot npunaraHoto nevewnue. 30J1 Moxe Aa npemuHe Ha neuenve ¢ Natalizumab

cnep 1 MeceL Nepuoa Ha U3YnCTBaHe.

*yaocTosepsiBa ce C NOANUC Ha CNeLanicTa B npunoxenme 1 Ha HaCTOALLUTE MINCKBAHUA

3a6enexka: MNpu kaHAMAaTCTBaHe 3a NPOALMKABAHE HA TepanuaTa Cnej eAHOrOAWLLHO NeuYeHWe Ce NpUnaraT U W3CNeABAHWA 3a aHTUTena

cpeuwly JCV u MPT,

30/, kouto ca JCV oTtpuuyatenHu morar Aa NpoawLmkat neyexneto ¢ Hartanuaymab cnep npoBeaeH ABYrOAWLLEH TepaneBTUYeH Kypc npw

npocneansane Ha JCV aHTutenara Ha Bceku 6 meceua.

B. U3KNIOYBALLU KPUTEPMM (npu 3anoy4BaHe ¥ Npu NPoAbINKaBaHe Ha NeYeHUeTo)

1. 30/ ¢ eTopuuHoO-nporpeaneHTHa opma Ha Gonectra

Hap 2 pokyMeHTMpaHu npucThbNa 3a nepuopa ot 1 roanHa Ha choHa Ha nevenue ¢ Haranusymat
YBsenuyaeaHe Ha CTeneHTa Ha hyHkuvoHaneH HeeponoruieH aecuumt ¢ 1 T. no Kurtzke B cpaeHeHue C oueHkaTa npu
BKMIOYBaHE B Nporpamara Ha GoHa Ha nevenve c Hatanusymab

MNauneHTn ¢ UMyHOAGULMTEH CUHAPOM UNK NPOBEXAALLM UMYHOCYNPECUBHA Tepanusa

MporpecveHa MynTucokanHa eHuedanonatus

AKTUBHU OCTPU UNU XPOHWUYHN UHeKkUMn — xenaTut, Tybepkynosa

Texko YepHoapoBHO 3abonssaHe

Heonnaamu, ¢ u3knioveHue Ha KoxeH 6asanHokneTb4eH kapumHoMm

. BpemeHHOCT unu nnaHupaxe Ha GpeMeHHOCT npes cneasalumTe 3 roanHU

10. [eua 1 l0HOWM Ha Bb3pacT noa 18 roauku

11. [ocTuraHe o Bb3pact 59 roavHN 1 NUNca Ha akTUBHOCT Ha 3abonsiBaHeTo Npes NocneaHuTe 2 roauHn
12. [locturaHe Ha nieanugHoct no Kurtzke 5

13. Capbquacrswrenuom' KbM aKTUBHOTO BELLUEeCTBO UK KbM HAKOE OT NOMOLLHUTE BewlecTsa

14. Brniousare Ha 30J1 B KnUHU4HO NpoyyBaHe*

wn

OOND R A

* Komucusima, kosimo e HasHayuna neyeHuemo u wabmodaea 30/], e dmbxHa HesabaeHo da yeedomu Komucusima 3a excriepmusu no un. 78 e LIY
Ha H30K. Tesu 6onHu ce sanuceam e omdeneH peaucmbp U He 2y6sim npaeomo cu 3a npodbixaséaHe Ha e4eHUemo cred NPUKYeaHe Ha
KNUHUYHOMO NpoyyeaHe cried akmyarHa oueHKa om crieyuanu3upaHama KoMucusi

OTroBaps Ha KPUTEPUUTE 33 NEYEHUE C  ..oeviiieieiiieeeiiiean, B AHeBHa no3a ...

NOANUC HA CNELIMANMCTA:.........oovvviiiiiiiniiiiiie i
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[image: image9.jpg]I. NEMEBHO-AWArHOCTUYEH ANTOPUTBM
1. NEKAPCTBEHW NPOAYKTHW, Bkniouenu B Mpunoxenue 1 Ha NNC, kouto H30K 3annawa B CbOTBETCTBUE C

AeicTBawmTe HOPMaTUBHM OOKYMEHTH.

2. NPOCNEAABAHE:

NPUNOXEHUE 2

Tabnuua 1
INN :;:ﬁi‘f;‘:;’; NPEAMN 3ANOYBAHE KOHTPON HA 6 MECELIA
INTERFERON * nuuakan | TSH, MKK ¢ [KK, ASAT, ALAT, ypes, | ToH (MPu_aGHopmHo usxopHo Hueo),
BETA-1A* MKK ¢ [OKK, ASAT, ALAT, ypes,
16 roavHn kpeaTtuiuH, CRP B uncposo nspaxeHue KpeaTuHuH, CRP B LMcpOBo Mapasenne
INTERFERON * nmuaan | TSH, MK o [KK, ASAT, ALAT, ypes, | fot! (QP"A;S"W;\MS*X’T i “;‘::3
BETA-1B* ) ' ) h
B 16 roauHn kpeaTtuHuH, CRP B uncpoBo nspaxeHue KpeaTuutH, CRP B Luchposo uapaenve
GLATIRAMER " nuvua Hag cbpaeyHa peksenums, MKK ¢ KK, CRP | cbpaeuHa dpekseHums, MKK ¢ KK,
ACETATE* 18 roanun B UNpoBoO Uspaxenne CRP B u1bpoBo uspaxeHve
MKK ¢ [KK, ASAT, ALAT, 6unupy6uH,
aHTutena cpeuwy VZV, CRP B uudposo
FINGOLIMOD* " nuvua Hag n3paxeHue, KoHcyntauums ¢ ogptanmonor, | NMKK ¢ [OKK, ASAT, ALAT, CRP s
18 roanHn EKI" u koHcynTaums ¢ kapavonor; EKI | ungposo uspaxenue
MOHuTOpupaHe no 6 wvac npu
3anoyBaHe Ha TepanusTa
MKK ¢ OKK, ASAT, ALAT, 6unupy6uH,
- *  fuua Hag MKK ¢ OKK, ASAT, ALAT, 6unupy6uH,
NATALIZUMAB "8 ronuHi aHTuTena cpeuwy JCV, CRP B uudposo CRP B LchpoBo M3paxenve
n3paxeHue
DIMETHYL "  nvua Hag MKK ¢ [OKK, ASAT, ALAT, ypes, | MKK c [OKK, ASAT, ALAT, ypes,
FUMARATE* 18 rogunu kpeatnHuH, CRP B undposo napaxenne | kpeatnHuH, CRP B umdpoBo uspaxenue
TERIFLUNOMIDE* *  nuua Hag MKK ¢ [AKK, ASAT, ALAT, ypes, [MKK c [KK, ASAT, ALAT, ypes,
18 roauHm kpeatnHuH, CRP B uncpoBo uspaxenue | kpeatHuH, CRP B uMpoBo nspaxeHue

* npuApyxasaT BCEKM NpOTOKON, Onucear ce B ambynaTopHus nuct/ etanHata enukpusa Ha 30J1 M ce npunarat 3aBepeHu KOnus OT
opurnHanHuTe GnaHkv (Npu Hanuuue Ha XOCNUTanM3auWs C AaBHOCT 40 1 Mecel A0 W3paBaHe Ha NPOTOKONA Ce npunara 3asepeHo Konue ot
enukpusa ¢ Homep U3)

TNeyennero ¢ DIMETHYL FUMARATE npe3 npBus Meceu ce NpoBexaa ¢ TUTpUpala no3a.

3abenexxa: Ysacmuemo Ha 30J1 @ KNUHUYHU NPOYYEaHUs He NMPoMeHs Heo6xoduMocmma om cna3eaHe Ha u3uckeanusma Ha H30OK npu npoeexdane Ha
neyeHue Ha GONHU € MPUCMBAHO-PEMUMEHMHA MHOXECmeeHa CKiepo3a C nexkapcmeenu npodykmu Moduuyupawu xoda Ha Gonecmma 6
u38bH60IHUYHAMA NOMOLY.

II. OBLUX UBUCKBAHUA

1. Bb3pacToBaTa rpaHMua ce W34MUCNsBa B HABLPLUEHN FOAMHY - T.e. BKMIOYUTENHO KbM AaTata Ha u3naBaHe Ha nNpoTokona ot
cneuvanuaupaHarta KOMUCHS.

2. MNpyn HasHayaBaHe Ha Tepanusi o NPOTOKON 3aAbIKUTENHO Ce CboGpassiBaT Bb3PACTOBUTE OFPaHUYEHUs, CbINAcHO KpaTkata
XapakTepucTuka Ha CbOTBETHUS NeKapCTBeH NPoAYKT, yTBbpAeHa no peaa Ha 3/1MXM.

3. H30K He 3annauya neyeHne U3BLH ykasaHaTa Bb3pacToBa rpaHnLia B KpaTkata xapakTepucTika Ha npoayKTa.

4. H30K He sannawa neyexue ¢ 1031 HaZl MakCUMarnHO paspeLueHnTe no KpaTka xapakTepucTika Ha NpoayKTa.

5. B cnyuait Ha HacTbnuna noao3vpaHa HexenaHa nekapcTBeHa peakuus, nekapst yseaomsisa MAJI no peaa Ha un. 184 ot
3INXM. Konue ot cboblienneTo ce npunara kbM MeavUMHCKaTa AoKyMeHTaumus Ha 30J1 npu kaHAMAaTCTBaHe 3a NejveHue.

6. NPU CNELUMAIIUCTA, curn. un. 158 B, 1. 1 ot HP[] 3a meauuunckute aenHoctn 2015 r. (o6H. B 6p. 6 ot 23.01.2015r.),
Ha 30J1, Ha KOMTO ca M3aaBaHM NPOTOKONM NO peAa Ha HACTOSAWMTE M3UCKBAHMA, CrieaBa [a Ce NpUnarat BCUYKM
Heo6X0oAMMM [OKYMEHTH KaTo: ambynaTopHUTe NUCTOBE OT M3BLPLUEHUTE Nperneau, BTOPUAT eK3IeMNnnsap OT uaaaaeHuTe
NPOTOKOMNM, KOMUSI OT enuKpU3W, eKCNepTHU CTaHOBULIA W APYri JOKYMEHTU, KOUTO Ca OCHOBaHWe 3a M3jaBaHe Ha NpoTOKOn,
BCUYKW W3NCKBALLM Ce M3CreABaHus, Konue OT NpUnoxeHue 1 Ha HaCTOSIUTE M3UCKBAHWUSI NOMBIIHEHO NO CLOTBeTHaTa
TOYKa, NOANMCAHO OT CreyuanucTa, uaan npoTokona.

KOMWUCHUATA, nspana npotokona Ha 30J1, CbxpaHsiBa BTOPU €K3EMNASP Ha NPOTOKONA W BCUYKM HEOBXOAUMM AOKYMEHTH 3a
13aaBaHeTo My.

Hacmoswume usuckeaHus ca paspabomeHu Ha ocHoeaHue 4i1. 56 om HayuoHaneH pamkos 002060p 3a MeduyuHcKkume deiiHocmu 3a 2015
200uHa (06H., [AB, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 15 cheepyapu 2016 ., cbenacHo 4n. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2.
3a ycnosusima u peda 3a 3annawaHe Ha nekapcmeHu npodykmu 1o 4n. 262, an. 6, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu e xymaHHama
MeOuLUHa, Ha MeOUUUHCKU u30enus u OUemuYHU XpaHu 3a creyuanHu MeduuyuHcku yenu (o6H., B, 6p. 31 om 2007 e.).
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[image: image10.jpg]DNPUNOXEHWE 3

AEKNAPALIUA 3A UHOOPMUPAHO CbITIACUE C U3UCKBAHUSITA 3A 3ANOYBAHE/ NMPOABMKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

cneA Kato Ce 3anosHax C usnata MM NpefocTaBeHa MHGOPMauWs W LenTa Ha eYEeHMeTO C NeKapCTBEHMs
TIPOAYKT ittt st sess e A CTIBJL KATO MONYYMX W3YEPNATENHW OTIOBOPU Ha
NOCTABEHNTE OT MeH BLNPOCH, neknapupam ye:
1. Tpes nocneaHuTe NeT roauHN Mi € NPOBEXAAHO UHBA3NBHO NEYeHUe - BEHO3Ha MO3byHa GanoHHa aHrMonNacTika unu
CTeHTUpaHe.

AA HE

HsiMaM pUTbMHM 1 NPOBOAHM HApYLLEHNS,

He cvm npekapan/a xepnec 3octep eHuedanur.

LLle cnaseam npenopbyaHaTa My Cxema Ha fNeyeHne U NepuoaNYHOCT Ha KOHTPOMHUTE nperneau.

PenoBHO e ce sBABaM Ha KOHTPOMHW Mperneau W HaAMa Aa MPOMEHSIM CaMOBOMHO MMM NOA APYro BHyLUEHWe

HasHayeHaTa M1 Tepanus.

6. [pu npeycTaHoBsiIBaHe Ha NEYEHNETO NO MNPUYMHI, HENPOM3TUYALLM OT PeleHneTo Ha KomucusTa 3a ekcnepTuan B P3OK
wvnu Komucusata no un. 78, 1.2 ot 330, we yBeaoms HezabaBHO nuynua cu nekap u P3OK u we sbpHa B P3OK
11oCne/Hus NPOTOKON, NO KOITO CbM Nonyyasan/a nekapcTeeHns NPOAYKT.

7. Mpw HecnaseaHe Ha noco\mm YCNOBUA NEYEHNETO MU C ynoMeHaTUs nekapcTBeH NpoaykT wwe Gbae npekpaTeHo u

HAMa a UMam npc'reuuuux;n HBOK.

o »w N

POHU 3a0b/mKUMenHo ce nombneam m.1, 4, 5, 6 u 7.

npodyKm om émopa NuHUs unu Hamanusymat [I0/Tb/188M BCUYKU MOYKU.

(ume, npesume u hamunus)

Moanuc:..
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