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npﬂTOKOan Ce u3nasa OT cneuuanuaupaHa KoMucus B neyebHn 3aBefeHusn 3a GonHuuHa nomouwy, cknYunu
Aorosop ¢ H30K. Cneunanuaupannte komucum ce Cbagasat Cue 3anoses Ha avpektopa Ha J13: CBAN/E — Codhusi, MBASTHI
,Csetn Haym” — Cocpus, YMBAT , AnexcaHaposcka” — Cocpust - Knunuka no Hesponorus,

I. PEl 3A 3ABEPABAHE HA NPOTOKOMNUTE

Mpotokony 3a 3ano4BaHe Ha TepanusiTa

= [MonbnHeHo v NoanMcaHo Npunoxexue 1A — NUCT 3a onpeaensiHe Ha KpUTepunTe
(no T.A) C BCUYKN HEOBXOAMMM M3CNEABaHNA.

» EﬂMKpl‘I3E, BKNiOYBalLa AaHHW OT aHamHesara, cTaTyca U NPeaxoXAallo nevesue
ﬁgau@ﬁMSMPAHA EKCnepTHO CTaHOBMILE C 5iCHa MeAULMHCKA MOTUBALS (3aALIMKUTENHO Ce
0T6ensA3Ba Nunca Ha MKNIoYBALLM KPUTEPUM (TOONUCaHO OM BCUYKU YeHOse Ha

creyuanuaupaxama komucus)
= ‘lpoTokon 3a npeanucsaHe Ha nekapcTea, 3annatanu ot H3OK/P30K” — o6p.
/ M3-H3OK (nodnucar om ecuyku YneHose Ha ceyuanuaupaHama KoMucus)

Komwucusa no un. 78, 1. 2 ot 3aBepka Ha
330 B LIY Ha H30K npotokona 8 P30K

MpoToKonK 3a NPoALIKaBaHe Ha TepanusTa

= lonbnHeHo v noanucaxo npunoxexue 16 — NUCT 3a onpeaensiHe Ha KpuTepunTe

(noT.B)
CNELUMANUIUPAHA *  Enukpu3a/etanHa enukpu3a, BKII0YBaLLA BCUYKI M3CTIEABaHIS N0 TabnuuaTa 3a
Komucus npocrieasBaHe Ha NpUNoXeHue 2 (Mpunazam ce U Ha OpuzuHanHa bnawka um

3ae8epeHo Konue),
= EKCNepTHO CTaHOBMLWE C SiCHA MEANLIMHCKA MOTUBALIMS (33ABIMKUTENHO Ce
otbenasea nunca Ha U3KMIoYBaLLY KPUTEPUM (TOOMLICAHO OM BCUYKU YIEHO8E Ha
cneyuanuaupaHama KOMUCUs)
= ‘lpoTokon 3a npeanuceaHe Ha nekapcTaa, 3annatuanu ot H3OK/P30OK” — obp.
/ M3-H30K (nodnucan om ecuyku yneHoee Ha creyuanuaupaqama KOMUucus)

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

II. OBLUM NONOXEHUA
1. 33011 nopasa nogroteeHuTe AokymMeHTU B P30OK, Ha TepuTOpUATA Ha KOSITO € HanpaBuno usGop Ha OMJI. flokymeHTuTe
BKNOYBaT:

1.1 3asenenue ao [upektopa Ha P3OK.

1.2 MonbnHeHo v noanucaHo npunoxewxue 1. Monbnea ce no CLOTBETHATA TOWKA U Ce npunara oTpaseHara B LMPoB

VHAEKC MEAMLIMHCKA AOKYMEHTALVS, YAOCTOBEPABALLA BCEKI EAVH OT KpUTEpUHTE.

1.3 MunnuaT Habop uscneasanms (HnnKanNH1, UHCTPYMEHTANHN U NaBOPATOPHK), OTPa3eH B NPUNOXeHUe 2.

1.4 ‘Mpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawanu ot H3OK/P30K' - o6p. M3-H30K, wagapen ot
cneunanusmpaHa KoMUCKs. ﬂpmnara Ce OpurMHan Ha npoTokona, a npy kaHauMaaTCTBaHe 3a NpoAbrkasaHe Ha TepanusTa ce
NpeACTaBs OpUrMHan Ha NPeaxoaHUs NPOTOKOS C OTPA3EHM BCUUKM HA3HAYEHMS MO HEro.

1.5 leknapauus 3a MHopMupaHo cbriacue no obpasey (npunoxexue 3)

2. P30K npuema aokymeHTUTe No T. 1 cnea cnpaBka OTHOCHO 3APaBHOOCHIYpUTENHUA cTaTyc Ha 330/1.

3. MbpBUAT M BCekM CrieaBall NPOTOKON Ce U3AaBaT 3a NepuoA Ao 6 Meceua.

4.Mopaan uctopuyecku 3anoxenns 6Giomker, H30K 3annawa chuute o6emMu B CLOTBETCTBME C YTBbpAEHUTE
MeANLMHCKN KpUTEpUM.

VBUCKBAHWNA HA H30K NPU U3JABAHE HA NPOTOKO/IW 3A MPOBEXXAAHE HA TEPATMMA C EH3UMEH MHXMBWTOP NPU BONECT HA
d HAAMAH-K TUN C
3
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JINCT 3A ONPERENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOABLMKABAHE HA NEYEHUETO C EH3UMEH
WHXUBUTOP HA COUHIONUMNUAO3M — BEONECT HA HUAMAH-MUK TUN C

Wwe: ErH

3abenexka: meduyuxckama GOKyMeHmayus, YOOCMOREPAEALLA BCeKU OM KPUMEPUUMe € MOCOYeHa C UUGPa & UHOBKC U 3adBAKUMENHO
nNpudpyxaea HaCMOAUOMO NPUNOKEHUE.

A. KPUTEPUU 3A 3AMIOYBAHE HA MbPBYU KYPC (3ANBIDKUTENHN CA BCUYKN KPUTEPUM)

MKB E75.2

CurypHa auarHo3a — knuHUYHaTa CUMNTOMATUKA, NOTBBbPAEHa C DUNUAMHOB TecT unn [AHK ananus '

2 KoHcynTaumsi cbc cneumanuct aetcku Hesporor / Heeponor '

3 | Nunca Ha uakniousawm kputepun no 7. 6 2

T
HEOGXOAUMMTE M3ICNIeBAHNA Ca OTPa3eHM B TaGn 2 Ha MPUIOKEHWEe 2 - 3ABLMKUTENHO Ce NMPEACTABAT HA OPUTMHANHa Gnaxka or
naBopaTopys U 3aBEPEHO U MOANKCAHO KOMWe, NPW HAaNWYME Ha XOCNUTANW3aLMs Ce NpUAara enuKpuaa ¢ Homep U3 ¢ AaBHOCT A0 1 Mec. npeaun

KaHAWAATCTBAHETO, 3aALMKUTENHO Ce NPEACTABAT AaHHW OT TEHETUYHW TecTose, Aokassawy 3abonsBaHeTo Ha OpUrMHanHa noanucaxa

noaneyarana Gnaka.
YAOCTOBEpsiBa Ce C NOANMUCHUTE Ha YIEHOBETE Ha KOMMCHSATA B NPUNOXeHUe 1 Ha HACTOAWMTE UINCKBaHNS

B. U3KIMIOYBALLM KPUTEPUM (NPU 3ANOYBAHE HA NEYEHUETO)

1. CBPbXHYBCTBUTENHOCT KbM aKTUBHOTO MMM NOMOLLHUTE BelecTBa

OTroBaps Ha KpUTEpUUTE 3a 3anoyBaHe Ha

B AHeBHa fo3a
neyeHueTo ¢ " ”

MOANMCH Ha YNeHOBeTe Ha KoMucHsITa:

|51, V3UCKBAHA HA H3OK NPU USPABAHE HA IPOTOKONM 3A MPOBEXIAHE HA TEPATIMA C EHBUMEH UHXVEUTOP MNPM BONECT HA

@ HUVMAH-MMK TUN C
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TUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABMKABAHE HA NEYEHUETO C EH3UMEH MHXUBUTOP HA
COUHronUNMAO3M - BONECT HA HUAMAH-MUK TUN C

Wme: ErH

3abenexka: MeduuyuHckama OOKymMeHmayusi, ydocmoeepsieausa 6Ceku Om KpUMepuume e rocoYeHa ¢ uugppa & uHOEKC U 3adbMKUMENHO
npudpyxaea HaCMOAULOMO NPUNOKEHUE.

B. KPUTEPUUN 3A NPOABIMKABAHE HA NNEYEHUETO (3AABIMKUTENHU CA BCUYKU KPUTEPUMN

MKB E75.2

1 | Hesponornunm nokasatenu '

2 | NaGoparopxu nokasareny '

3 | KAT urnm AAMP - no npeuetka 1

4 | Exorpaciust Ha kopemHi oprakmn 2

5 | Vscnepsane Ha cnyxa '?

6 | Nlunca Ha uakniousawm kputepum no 7. I °

T

enukpu3aletanHa enukpM3a C 0TpaseHa CTeneH Ha NOBNUsIBAHE Ha NoKasaTenuTe CNeA 3anoyBaHe Ha NeyeHneTo, HeoBXoAMMUTE U3CneaBaHUS
ca oTpaseHu B Tabn. 2 Ha NPUNOXEHHe 2 - 33/ LIKUTENHO Ce NPEACTABAT Ha OpUrMHaNHa BnaHka oT NabopaTopus UMM 3aBEPEHO W NOANUCHO
Konue

aMBynaTopHM NIUCTOBE OT NPErnean NPy cneuManuct
YyAOCTOBEpsiBa Ce C NOANUCUTE Ha YeHOBeTe Ha KOMUCHATA B NPUNOXeHUe 1 Ha HaCTOAWNTE U3UCKBAHUS

. U3KNIOYBALLIU KPUTEPUM (MPU NPOABLIMKABAHE HA NEYEHUETO)

i CEPBX‘{YECTBMTEHHOCT KbM aKTUBHOTO UM NOMOLLHWUTE BewecTea
2. BknioyBaHe Ha GONHNA B KIMHUYHO NPOyYBaHe™

* KomucusiTa, KOSTO @ HasHauuna neyenneTo u Habniogasa 33001, e AnbxHa He3abaBHO Aa yBenoMn KomucusTa 3a eKCnepTiau no un.
78 7. 2 B LIY Ha H3OK. Tean Gonuu ce 3anucBaT B OTAeNeH perucTbp M He ryGAT NPaBoTo CH 3a NPOALIDKABaHe Ha NeYeHWeTo cres
NPUKIIOYBaHE Ha KMHUYHOTO NPoyYBaHe.

OTrosaps Ha KpuTepuuTe 3a NPOALIDKaBaHe B AHeBHa no3a
Ha NeyeHneTo ¢ R T

MOANMCH Ha YrIeHOBEeTE Ha KOMUCHATA: ..

VMBNCKBAHWA HA H30K NPU U3ABAHE HA NPOTOKO/IN 3A NPOBEXIAHE HA TEPATMUSA C EHSUMEH MHXMBWTOP NMPU BONECT HA
HUAMAH-NUK TN C
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NEYEBHO-AWATHOCTUYEH ANTTOPUTBM

MPWUNOXEHME 2

JNEKAPCTBEHU NPOAYKTW, sknioyenn B8 Mpunoxenve 1 wa MIIC, kouto H3OK 3annawa B CbOTBETCTBUE C

[AeiCTBaLMTE HOPMATUBHM JOKYMEHTH.

INN NO03A
MIGLUSTAT e 300mg DDD
2. MPOCNEAABAHE:

Mepuop Ha nevexnmne

Moka3aTenu u u3cneaBaHus

M3X.

6 M.

+6m*

+12m*

Tenecka maca

x

x

Pser

X

X

KnuHuyHv napameTpu Ha HeBponorniHa 6onect u
HEBPOMCAXMATPHYHA OLEHKa (aTakcusi, AM3apTPMS,
Ancarus, AUCTOHNA, AEMEHLMSA, OYHI ABIDKEHNUS,
MUOKIOHMUHHO-TOHWYHY NPUCTLNW, APYTU TUNOBE
enMNenTUIHI NPUNasBLLM U 4p.)

OueHka Ha cnyxa

Exorpachus Ha KOpeMHy opraHu

KK

KoarynaumoHen cratyc

ACAT, ANIAT

06wy xonectepon, Tpurnuuepnan, LDL

> x| x|x|x|x

x| x| % |x

x| x| x| x

x> |x|x|x|x

XuToTpuosuaasa (no npeueHka)

KT unu AMP (no npeueHka)

+ 6 m.* - u3BLPWBAT ce Ha BCekn 6 meceua; + 12 m.*

- M3BLPWBAT Ce Ha BCekw 12 Meceua;

WscnepBsanusTa ce NpeacTaBAT Ha OPUTMHANHM GnaHkv MNM 3aBepeHu Konus C NoAnuc u nevar Ha /13 (npu Hanuune Ha
XOCNUTanU3aums C AABHOCT A0 1 MEC. NPEAM KaHANAATCTBAHETO Ce Npunara 3aBepeHo KONue OT envukpuaa ¢ Homep N3)

OEH.IM WU3UCKBAHUA

Bn3pacTosara rpaHuua Ce M3YMCNABa B HABBPLUEHW TO/UHM - T.€. BKIIOYUTESNHO KbM AaTaTa Ha u3fasaqe Ha
npoToKONa OT CcreuraniampaHaTa KOMUCHS.

N

Mpu HasHayasaHe Ha Tepanua NO NPOTOKON 3aAbIMKATENHO Ce CbOGPa3siBaT Bb3PaCcTOBUTE OrPaHUHYEHUs

CBINACHO kpaTkaTa XxapakTepucTika Ha CbOTBETHUSA NeKapcTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3/IMXM.

Ll o o

HeoBX0AMMM AOKYMEHTH 3a U3AABAHETO My.

H30K He 3annaiya neyexue ¢ 031 Haf, MaKCUMANHO Pa3pelueHuTe Mo KpaTka XapakTepucTuka Ha npoaykTa.
H3OK He 3annauya neyeHue n3sbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkata XapakTepucTika Ha NpoayKTa.
KOMUCUATA, uspnana npotokona Ha 330J1, cbXpaHsiBa BTOPU €K3EMNNsp Ha NPOTOKONa M BCUYKM

Hacmoswume usuckeaHus ca paspabomenu Ha ocHogaHue 4n. 55 om HP/] 3a meduyunckume OeliHocmu 2012 200uHa (06H.
/B 6p. 3/10.01.2012 2.). u enu3am & cuna om 1 mapm 2012 e., cbenacko un. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a
ycnoeusima u peda 3a 3annaware Ha nexkapcmeeHu npodykmu o 4n. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu
6 XxymaHHama meduyuHa, Ha MeOUUUHCKU u30enus u Ha OUeMUYHU XpaHu 3a CrneyuanHu MeduyuHcku uenu (o6H. B, 6p. 31 om

2007 2.).

&

VMBNCKBAHWS HA H30K NPU US[ABAHE HA NPOTOKOIW 3A MPOBEXKAAHE HA TEPAMMA C EH3UMEH UHXMBUTOP MPU BONECT HA

HUAMAH-NWK TUN C
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AEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C U3BUCKBAHUATA 3A 3AMNOYBAHE/ MPOABLIKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

A3 AonynoanMcaHusT/aTa ....

Cnej kato Ce 3anosHax C uUsnata MW MpeaocTaseHa WHGOPMaLMs M LeNTa Ha NEYEHWETO C NeKapcTBeHUs
NpOAYKT.
noCTaBeHnTe OT MeH BbNPOCH, Aeknapupam ye:

W CneA KaTo Mmonyyux MayepnaTernHu oTroBopH Ha

1. Llle cnaseam npenopbyaHata M1 CXema Ha fleyeHie U NepuoAMIHOCT Ha KOHTPONHUTE Nperneau.

2 PQAOEHO we ce sABABaM Ha KOHTPONMHW nperneau U HAMa Aa NPOMEHAM CamOBOMHO WNW noAa Apyro BHyLLEHWe
HasHayeHaTa Mu Tepanvsi.

3. Mpy npeycTaHoBsiBaHe Ha NEYEHNETO NO NPULMHIA, HENPOU3TUYALLY OT peLleHneTo Ha Komucusta 3a excnepTuan B P3OK
wmnn Kommensta no un. 78, 1.2 ot 330, we yBegoms HesaGaBHO nuuHus cu nekap u P3OK u we BbpHa B P3OK
riocrieaHus NPOTOKON, Mo KOWATO CbM NONy4aBasn/a nekapcTeeHuUst NPOAYKT.

4. Mpu HecnassaHe Ha MOCOYEHUTE YCTIOBUS NEYEHUETO MY C yNOMEHATWsi NeKapCTBEH NPOAYKT e Gbae npekpateHo u
HAMa Aa umam npeteHunn kbm H30K.

5. TMputexasam/ He nputexasam aktyanHo TEJIK peleHne BbB Bpb3ka Cbe 3aGonsisaHeTo.

Meknapatop:.

(vme, npesume 1 hamunns)

Mopnuc:..

M3UCKBAHWUS HA H3OK MPU U3MABAHE HA NPOTOKONM 3A NPOBEXAAHE HA TEPAMMA C EH3VUMEH MHXMBWTOP NPU BONECT HA

@ HAVIMAH-NIVK TUN C




