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U3NCKBAHUSA HA H30K NMPU N3DABAHE HA MPOTOKONW 3A NPOBEXAAHE HA JIEHEHUE HA
COUHIroNMNNAO3u - BONECT HA FOWE

MpoTokon®sT ce usgasa oOT crieynanuaupaHa koMucus B nevebHM 3aBefieHMst 3a GONMHUYHA NOMOL, CKIIOHMUNYU
aoroeop ¢ H30K. CrneuwanuaupaHuTe KOMUCUMU Ce Cb3faBaT CbC 3anoses Ha AMpeKTOpa Ha CrefHuTe YHUBEPCUTETCKM
nevebHu sasegeHusa: YMBAJST “Anekcasaposcka” - rp. Cocusi, CBANAB - rp. Codus

I. PEQ 3A 3ABEPABAHE HA NPOTOKOMNUTE

TlpoTokonu 3a sanouBaHe Ha TepanusTa

= [lonbNHEHO U NOANMCAHO NpurioxeHue 1A — NUCT 3a onpeaensHe Ha KpuTepunTe
(no Touka A) C BCUYKM HEOBXOAMMM 3cneaBaHns

»  MeauuuHcKa AOKYMEHTALUMsl, BKNIOYBALLA [AaHHU OT aHamHesaTa, craTyca

NpeaxoxaaLlo nevyeHve

PeweHne Ha creunanusMpaHa KOMUCHMSI C fiCHA MeAvUMHCKa MOTWBauUUA 3a

3anouyBaHe Ha TepanusTa (ModnucaHo om eCUYKU uYjleHo8e Ha creyuanusupaHama

CMELIMATIM3UPAHA >
KOMUCHUSA .

Komucusi)
/ « “[lpoTOKON 3a npeanuUCBaHe Ha nekapctBa, 3annawaHu ot H3OK/P3OK' —

o6p. M3-H30K
Komucusa no 4n. 78, 1. 2 ot o] 3aBepKa Ha
330 B LIY Ha H30K - "} npoTokona B P30K

MpoTtokonu 3a NpoALIbKaBaHe Ha TepanuaTa

= TlONBAHEHO M NOANNUCAHO NpunoxeHne 16 — NUCT 3a onpeaensHe Ha KpuTepuuTe

(no Touka B) ¢ BCuUkM HeoBxoaMMU nacrneasaHnn
CNEUNAJIU3UPAHA » = MeguuMHcka AOKYMeHTauMs, BKAIOYBALlA [JaHHW OT aHamHesaTta, craTyca u
KoMucus ’ ; edekT OT NPOBEXAAHOTO NneyeHune

* PeweHue Ha creuuanuanpaHa KOMMCUSA C SICHa MeauLMHCKa MoTuBauusa 3a
sanousaHe Ha TepanusTa (rodnucaHo Om 6CUYKU YileHO8e Ha crieyuanusupaHama
Komucusi)
“fpoTOKON 3a NpeanuceaHe Ha nekapcTea, 3annauann ot H3OK/P30K" — obp.
M3-H30K

Komucus noun. 78, 1. 2 or 3aBepka Ha
] 330 B LlY na H30K : L nporokona B P30K

Il. OBLLU I'IOHO)KEHMSV ' T S :
1. 3011 nopaea no.quTBe ,,Te AOKVM H'r”/ B P3OK Ha 'repwropuma Ha Kon'ro e Hanpasuno u360p Ha OMN. JokymeHnTUte
BKIIOYBAT: , ;
1.1. 3asBneHue oo ,El,upelcropa H PSG)K Ve R i
1.2. MNonbsAHEHo 1 NoANUCaHo 1 Hie 1. I’lonbnaa ce no CbOTBeTHaTa Tqua n ce npvmara oTpaseHarta B Uucpos
MHAEKC MeauLMHCKa ,u.oxymeHTaumn ya« cTosepﬂBau.l,a BCeKku-eauH oT KpMTepuuTe
1.3. MbnHuar Habop uscneaBaHnsi (cbmsmxanuw MHCprMeHTanHVI u naﬁoparopum) OTpa3eH B npusioxkeHne 2.
1.4.“TpoTokon 3a NpeanUCBaHe Ha: reKapcTBa, 3afiallaHi oT H30K/P3OK" o0p. M3-H3O0K, nspageH ot cneuuanusupaHa
komMucusi. flpunara ce opuriHan Ha NPOTOKOMA, aNPW KaHAYAATCTBaHE 32 NPOABLIHKABAHE Ha TepanuaTa ce npeacTaBs
OpWUrMHarn Ha NPeaxXo4HUS NPOTOKOST C OTPa3eHN BCUYKU Ha3HauYeHUA No Hero.
1.5. Pewenue Ha cneunanuavupada komucusi oT neuyebHO 3aBefeHue — usnbaHUTENR Ha AmBynartopHa npoueaypa Ne 38
,LOnpeaenaHe Ha nNnaH Ha feYeHWe W npocnegsBaHe Ha TepanesTU4HUS OTFOBOP fApW NauveHTW, nosy4asaiun
CKBNOCTPYBALLW NEeKapCTBeHN NPOAYKTY Mo peaa Ha un. 78, an. 2 330" - 6n. M3-H3O0K Ne 13
1.6. [leknapauus 3a uHdopMmMpaHo cbrnacue no obpasel (NpunoxexHve 3)

2. P30K npuemMa foKyMEHTMTE M0 TouKa 1 crieq cnpaBka OTHOCHO 30PaBHOOCUTYPUTeSiHUSA cTaTtyc Ha 30J1.
3. MNbpBUAT 1 BCeKU crieaBaLy NPOTOKON ce u3aasar 3a nepuopa Ao 180 ann.
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NPUNOXEHWUE 1A

NUCT 3A ONPEQENAHE HA KPVITEPMMTE NPU 3AMOYBAHE HA NEYMEHUE HA COUHIONUNMUARO3U ~ BONECT
HA IMOLUE

Ume: : ErH l l |

3abGenexka: meduyuHckama OoKymeHmauus, ydocmosepsiealya eceku om Kpumepuume € riocoyeHa ¢ yugpa 8 uHlekc U 3adbimKUmenHo
npudpyxaea HaCMoAW,0MO NPUIIOKEHUe.

A. KPUTEPUM 3A 3ATIOYBAHE HA ITbPBU KYPC (SAIBIDKUTENHN CA BCUUKN KPUTEPUM)

MKB E75.2

1 Curypﬁé OMarHo3a — kMMHMYHaTa CUMNTOMATUKA, noTebpaeHa Ha Hasara Ha eH3aumHa aktusHocT U [IHK ananus !

2 KoHcynTaums ¢ xematortor 2

KoHcynTauus ¢ kapavonor — EKI, ExoKr™ ? : :

4 | Nunca Ha uskmousawm kputepuu no T. B >

Heoﬁxonummé' uabrlenéauuﬁ ca orpaseHuM B Tabn i Ha NPUNOXKeHne 2 - 3a,n.i;hx<nrenﬂo‘ Ce npeACTaBAT Ha OopuruHanHa 6naHka oT
naBopaTopus UnN 3aBEPEHO W IOAMNCAHO KONKE, NPY HANUYME HA XOCTIUTaNM3aLVs ce Npunara ennkpusa ¢ Homep U3 ¢ AaBHOCT 40 1 Mec. npeau
KaHA WA aTCTBAHETO,; 3§AB.H)KIIIT€J’IHO Ce MPEACTaBAT AaHHW OT TEHETUYHU TECTOBS. AOKA3BAUM saﬁonnBaHeTo HA OPUIUHANHA NOANUCAHAa 1

noanedyaraHa 6naHKa

aM6ynaTopHu nucTose oT npersieAM Npu cneu,uanucr
YOOCTOBEPABA CE € NOANMUCUTE Ha YNEHOBETe Ha KOMUCHSTA B NPUrioXKeHne 1 Ha HACTOSINTE N3UCKBaHNSA

ot

B. UKIIOYBALLW KPUTEPUM (PN 3ANIOYBAHE HA NIEYEHUETO)

- CBPBXUYBCTBUTENHOCT C APOSIBUA HA TEXKY aHAPUNAKTUYHU PeaKLmm

.. BPemMeHHOCT 1 nakrauus

Ba Cerdelga = TENKO qepHop.pOGHo mm 6b0peyHo 3abonaBaHe - :
3a: Cerdelga - ‘MAUMEHTH . CbC 3aCTOHA CbpAeYHa HEAOCTATBYHOCT, HACKOPO npeKapaH OCTbP MUOKapAEeH
nncbapxr 6pap.mxap,qm CbpAeyeH GNok, kamepHa apuTMusi, CUHAPOM: Ha ym:mxeu QT uHTepBan, npvem Ha
anmapmmmnu neKapCTBeHm npop,ylcm orknaclAn Kknac e ,

hOND

OTrosapst Ha KpUTepuuTe 3a 3ano4ysaHe Ha B AHEBHa [03a
JIGUEHUETO C e reeeeereeeeereie et saeee  esseeseenas

=®E;‘k‘ N3NCKBAHUA HA H30OK 3A MPOBEXAAHE HA NEYEHWE NPU BOAECT HA MOLWLE B U3BBHBONHUYHATA MOMOLL — 8 cuna ot 15 tonm 2019 rop,MHaJ




NPUNOXEHUE 16

JINCT 3A OMPERENAHE HA KPUTEPUUTE NPU NPOOABMKABAHE HA NNIEYEHWETO HA COUHTONTMNMOO3U -
BONECT HA FOWE

Ume: ETH

3abenexka: MeduyuHckama GoKyMeHmauus, ydocmosepsiealia eceku Om Kpumepuume e fnocodYeHa ¢ uugpa 8 uHOeKC u 3adb/mKuUmesIHo
npudpyxaea HacCmMosILOMO NPUITOKeHuUe.

B. KPUTEPUM 3A NMPOABINKABAHE HA NEYEHUETO (SAILIDKUTENHU CA BCUMKU KPUTEPUM)

MKB E75.2

1 | Xemartonoruinu nokasarteny '

2 A(i,r_w,c)/,v"m|11H>é:1{1:u'afkﬁek)’(orpacbm;{1

3 KAT vu'm FIMP Ha KOCTVI/CTaBI/I

4 KOHcynTa|_wm GHC CNeLmanmneT Kapawonor — EKI' Eonl' 2

5 nunca\ Hauskmoqsaum KpuTepuu no T. re

1
enukpuzale'ranna ennkKpnsa Cc oTpaseHa CTeleH Ha noenvaaHe Ha nokasarenute cnep, ‘3aroysaHe Ha neveHueTo, HeobxoaumuTe n3cneasaHus

ca oTpaseHu B Ta6n 2 Ha npmnomenme 2- SaA'bn)KVITenHO ce npeACTaBHT Ha opmrmuanua 6na1-u<a ot naboparopus UnK -3aBEPEeHO 1 NOANMCaHO
Konue ‘

aM6ynaTopHu rmc-rose OT npernenu NPy CNELManucT * G .
y.qocToaepnBa ce c no.qnucm'e Ha urleHOBeTe Ha KOMUCHSITA B NpUnoxeHue 1 Ha HacTonmuTe nsucxaanun

F. M3KTIOUBALLY KPUTEPUN (MTPY PO BIKABAHE HA NEYEHUETO)

- Texku aHapUnakTHn: déékumw

1.
2. Epemeuuommnanaumsi i
3. reXKO Uep (.qpoﬁuo vnu 6b6pequ 3abonsBaHe :
4’.{'3‘13a Cerdelga | mauueHTH ‘CbC 3aCTOWHA  CbpAeyHa HeAOCTaTLYHOCT,: Hacxopo npekapaH OCTbP MUOKapZeH
;- MHCDAPKT, 6pap,uxapp,m ¢bpaeyeH. 6ok, KamepHa apuTmus, cmup.pom Ha yp,bmken QT wHTepBan, npuem Ha
:gaHTnapmMMqHM neKapCTBean npogykrt o1 knac IA v xnac |l
5.

BKmquaHe Ha 60nva B Knvmwmo npquBaHe

OtroBaps Ha KpUTepuuTe 3a NpoabikaBaHe

, B AHEBHa a
Ha nevyeHwetTo C A Ro3

noanucu Ha YNeHoOBETe HA KOMUCUATAL ..........c.ooiiiiiiiiiiienienns
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NPUNOXEHUE 2

I. TNEYEBHO-AWATHOCTUYEH ANMTOPUTHBM

1. NEKAPCTBEHU I'IPO.!]VKTVI?, BkriodeHu B Mpunoxenne 1 Ha TAIC, kouto H3OK sannawa B CbOTBETCTBUE C©
AelicTBalnuTe HOPMaTUBHA JOKYMEHTN.
Tabnvua 1

INN [I03A OrPAHUYEHUA

= 33 naMua oo v Hapg,
18 roavHu

15 - 60 U/kg TenecHo Tersio ABa NbTN MECEYHO KaTo
WHTpaBeHO3Ha NHY3Ust

=  nuua Haa 18 roguHn,

® 84 mg Asa NbTU AHeBHO npu IMs 1 ' ¢ Tun 1 Gonecr Ha owe

®  84mg BeaHubX aHeBHO npu PMs

2.
. WMOA Ha neveHne o
Mokazatenu u uscneasanus “N3XOAHU. 6 mecey | + 6 mMeceua* |+ 12 meceua* | + 24 meceya*
X A ETx X X
; e ‘ X X X
ApTepuarnHo KpbBHO HansraHe x X X X
MKK (xeMornobuH, XemaTokpuT, epuTpoumnTy, G '
rIeBKOLTY, TPOMBOLUTY ) | A X x L X
B T Cx X X
X X X x
"X X X S X
X X X X X
Ankanha cpoccbarasa X X iy X X
CepyMHO Xensaso: X X X X
Obuwy xonecrepon X X X X
o X X X X
X X X X
X X P X
X X X X
¢ X X X
X x X
XMTOTpmosmnasa X X
KoHcyntaums ¢ HEBPOIiC ] o X X
KoHcynTauus ¢ kapauonor - EK « «
exokapauorpachua

+ 6 M.* - U3BLPLWEBAT Ce Ha BCEK ) = uéabpguaé'r e",l-!'a?*ai:,e‘kuj 1" ‘Meceua; + 24 m.* - u3BLPWBAT ce Ha BCekn 36
Meceua; WM3cneasaHusita ce NpeacTaBsT Ha opu mnannm 6riaHKn v 3asepeHu KOMUs C NOANUC W nevat Ha N3 (npu Hanudne Ha
XOCMUTaNM3auusi ¢ AaBHOCT A0 1 Meceu npeau KaHp.mn.aTchaHeTo Ce FpUNara:3aBEpeHo konue oT enukpusa ¢ Homep U3).

P25 i DN e JlexyBarg Jiekap:
y p

"EZ'% N3NCKBAHW ST HA H30K 3A NMPOBEXXOAHE HA NEYEHMUE MPU BOAIECT HA INOWE B U3BbHBEOAHUYHATA NOMOLU — B cuna ot 15 tonun 2019 I‘OJJ.I/IHES




OPUNOXEHUE 2
Il. OBLUN USUCKBAHUA

-1. Bb3pacToBarta rpaHmua ce nauMcnsBa B HaBBbPLUEHU TOAWHU - T.€. BKIIIOYUTENHO KbM Aartarta Ha usgasaHe Ha npoTtokona of
. crieupanusvpaHaTa KoMUCUA.
2. MNpwn Ha3HayaBaHe Ha Tepanus Mo NPOTOKON 3aAbIMKATENHO ce CbobpasnsaT BB3PACTOBUTE OrpaHNYeHUs CbIMAacHo KpaTkaTta
XapakTepucTika Ha CbOTBETHMS NIEKAPCTBEH NPOAYKT, YTBbpAEHa no peaa Ha 3MIMXM.
3. H3OK He sannalua nevexve n3sbH ykasaHaTa Bb3pacToBa rpaHULIa B KpaTkaTa XapakTepucTika Ha npoaykra.
4. H30K He 3annatla neyeHue c [03u Haj MakCUMAIHO paspeLleHnTe Mo KpaTka XapakTepucTuka Ha npoaykTa.
5. B criy4ai Ha HacTbnuna nofosupaHa HexeriaHa nekapcTeeHa peakums, nekapsar ysegomssa WAJT no peaa Ha un. 184 ot
3JINXM. Konite oT:cLobUieHNeTO ce npunara KbM MeauLmMHckaTa gokymeHTaumsi Ha 30J1 npn kaHanpaTcTeaHe 3a nevyexue.
6. CI'IELWIA.HVISMPAHATA KOMUCUS uzpaea Pewenne cnep nposeaeHa AMGynartopHa npouegypa Ne 38 ,Onpesensite Ha
nnaH Ha: NEYeHVie W NpocrneasBaHe Ha TepaneBTUYHUS OTrOBOP MPU MaUMEHTH, MonydYasaly CKbMOCTPYBALUM NEKapCTBEHU

nPoOAYKTU no pena Ha un. 78, 1. 2 330 Ha ocHoeanve un. 53 u un. 303 oT HauuoHaneH pamMKos [OrOBOP 3a MEAUUMHCKWTE

'exqqy HaLlVIOHaﬂHaTa 3gpasHoocUryputenHda xaca v anrapcxu iekapcku cbio3 3a 2018r. (obH., AB, 6p. 28 ot
; M3M. . gon., 6p.34 ot 2018r...6p:4 'of 2019r) u npepgocraBeHa otr 30J1 meanuUMHCKa OOKYMeHTauus.
L aHata Komucus cbxpaHsBa eauvH eksemnnsip ot Pewenvero. Fipy-usaasare Ha npotokon Ha 30J1, cbxpaHsisa
BTOPU €K MAMNSID Ha MPOTOKOSIA, BCUUKM HEOBX0AUMYU AOKYMEHTH 32 N3AaBAHETO MY U Korve OT npunoxexue 1 Ha HacTosiwuTe
usnckBaHus nom:nueuo Mo cLOTBETHATA TOUKa U NOAANCAHO OT qneHoeeTe Ha cneuvnanmampana'ra Komucust.

AeiHoCT..

29.03.2018

Hacmo,qu,;ume u3ucxeaHu,q ca paspabomeHu Ha.OCHO8aHue 4fn. 58 om HauUOHaneH paMKoe dozoe0p 3a MeOuyUHCKUME
deliHocmu: Memay HayuoHnanHama 30paeHoocuaypumenHa Kaca u bvneapcku nexkapcku Cbio3 3a 2018z. (o0H., OB, 6p. 28 ot
29.03.2018:r.;.u3M. 1 on., 6p.34 ot 2018r., 6p.4 01'2019r.), enusam & cuna om 1505u 20192, Ha ocHosaHue pewerue Ne P-
HC-04- 59/05 07 201 92. U ommeHsM Oeucmeauwme U3ucKeaHus, 8 cuna om o1. 03 201 1a.
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W’(i WSUCKBAHUA HA H30K 3A NPOBEXJAHE HA REYEHUE NMPU BONECT HA MOWE B U3BBHBONHUYHATA NOMOL — 8 cuna ot 15 tonn 2019 ronvma6




OPUNOXEHWUE 3

OEKNAPALMA 3A MHOOPMUPAHO CBHITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABIDKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOOYKT

cnen KaTOK ce 3an03Hax C usAnata mMu npegocraBeHa MH(bOpMaLlVIﬂ W uenta Ha nedyeHneTo C nekapcTBeHud

M cnep, Karto nonyyux wna4yepnarenHu OTroBOpU Ha

T MeH anpocw Jeknapupam Je:

1. U.l cn 3BaM npenopbanaTa MM cxema-Ha‘riedeHne u ﬁepVIOﬂ,W-IHOCT Ha KOHTpOﬂHVITe npernegu.

v,Pe‘qosHo me ce SIBIBAM Ha KOHTPONHW nperneay u HaAma aa l'IpOMeHHM CamMOBORMHO WNK NOA APYro BHYLUEHWE
;HasnaquaTa My Tepanus. : _
3. T»Ipvn npeyCTaHosﬂBaHe Ha neveHueTo no, anI‘-IMHM HenpousTUYaLLK OT petleHneTo Ha Komucusta 3a ekcneptuau 8 P3OK

MVKOMMCVIﬂTa no un. 78, 1.2 or 330 LIJ,e yBe,D,OMSI HesabasHo anva cu nexap n P30OK u we BbpHa B P3OK

’( cnep.va NPOTOKOS, MO KOWTO CbM nonyqasan/a TIEKapCTBEHNS NPOAYKT:

4. ;.l'lpu HecnasaaHe Ha NOCOMEHWUTE YCIOBUS MEUEHNETO MM C ynomeHarug;ne‘KapCTBeH npoaykT we 6bae npeKkpaTeHo u
i:l-mma aa nmam npeteHumm kbm H30K.

5. "ﬂpme»(aaaM/ He anTe»(aBaM aktyanHo TEJIK peuJeHwe BbB prsxa cac 3a6onﬂBaHeTo

JEKNAPATOP: .ceiouiieeiirecrreie et s

-
ri\g% N3UCKBAHWUA HA H30K 3A NPOBEXOAHE HA JNIEYEHWE NPWU BONECT HA IOLE B U3BLHBONMHUYHATA NMOMOLL, — B cuna or 15 tonn 2019 rOAMHa7




