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PAVIHA HOPAAHOBA

- UIBUCKBAHUA HA H30K

A KNTACUYECKA ®EHUIIKETOHYPUA

'CbC CANPONTEPUH
B UBBBHBONMHUYHATA NOMOLL




M3UCKBAHWUA HA H3OK NPU U3AABAHE HA MPOTOKONU 3A NPOBEXAAHE HA NEYEHUE C
CAMNPONTEPWH NP NAUMUEHTU C KNACUYECKA ®EHUNKETOHYPUA

MpoTokonbT Ce M3haBa OT cneuuanu3uMpaHa KOMUCMA B neuyebHO 3aBeseHue 3a GonHMYHA nomoll,
cknioyuno paoroBop ¢ H30K. CneunanuaupaHuTe KOMMCUM Ce Cb3aasaT CbC 3anosea Ha aupekTopa Ha J13:
CBANAB - rp. Codus - KnuHuka No eHAOKPUHOMOMMA W KNuHUYHA reHeTuka; YMBAI ,Llapuua Moana-UCYN” rp.
Codous - KnuHuka no metabonuTHO-eHAOKPUHHY 3abonaBanuns n gueTeTuka.

fl 3A SABEPSIBAHE HA NPOTOKONUTE

MpoTokonu 3a 3anoMBaHe Ha neveHne
MpoTokonu NP NPOMAHA B JO30BUS PEXNM

=[TonbNHEeHO U NoANUCaHO NpunoxeHue 1A — NUCT 3a onpeaensiHe Ha kputepuuTe (No
T.A) C BCMUKM HeobXxoanumu nscneaBaHus.

sMeaAuUMHCKA [OOKYMEHTaUMsi, BKMOYBalW@ fAaHHW OT aHamHesaTa, cratyca W
NpeaxoxAaLLo neyeHue

sPeweHune Ha cneunanu3npaHa KOMUCHUA C ACHa MeaUUNHCKa moTuBauua 3a
3anoysaHe Ha TepanuaTa (nodnucaHo om  BCUYKU  4jleHose Ha

/ crieyuanusupaHama KoMUcusi)

cneunanusvpaHa
KoMMUCUA

*‘[poToKON 3a NpeanucBaHe Ha nekapctea, 3annawaxu ot H3OK/P30K" — obp. M3-

H30K
Komucus no un. 78, 3aBepka Ha
T.201330BLYHa |¥ | nporokona s P30K
H30K

MpoTokonu 3a NPoABLIMkaBaHe Ha neveHue

cneuynanusnpaHa
KOMUCHA

=“[poTokon 3a npeanucBaHe Ha NekapcTea, 3annatiaHu > 3aBepka Ha
oT H30K/P30K" — 06p. M3-H30K npotokona B P30K

. OB

1. 3011 nogaea nog
BKJIIOMAT:
1.1 3assnexHue 30 e
1.2 lMonbnHeHo 1 Nog IHO NP bnsa ce ,cho‘me“ma'ra TOUKa U-Ceé fpunara oTpaseHarta B Uudgpos
VHAEKC MEAULIMHCKA AOKYMEeHTALY oBepsBaiL
1.3 MbnHUAT Habop uscre
1.4Mpotokon 3a npennn&,
cneuuanuanpaHa komucusi. Mpunara ce
npeaCTaBA OpUrMHan Ha NPeaxoAHUs np :
1.5. PeweHune Ha cneunanusvupaHa Komucvm oT: neueﬁuo ‘saBefieHue — manbwnHuten Ha AmbynatopHa npoueaypa Ne 38
,LOnpeaensHe Ha NrnaH Ha nevyeHne W NpocneasiBaHe Ha TepaneBTUYHWA OTTOBOP NPW NauUMEHTH, nonyyaBalun CKLNOCTPYBALLM
nekapcTeeHu NpoaykTu no peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13.
1.6 fleknapauus 3a nHdopmupaHo cbriacue no obpaseu (npunoxexue 3)
2. P30K npuema noKymeHTUTE NO TouKa 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUrypuTenHus cratyc Ha 30J1.
3. MupBUAT M BCekn cneaBauy NPOTOKON MoraTt ga ce u3nasar 3a nepuon Ao 365 anu.
4. OnNucaHuAT MbNIeH KOMNMEKT 4OKYMEHTU ce U3UCKBA B CryyauTe, NPU KOUTO € yKa3aHa Heo6X0AUMOCT OT pelueHue Ha
Komucusita no un. 78, 1. 2 ot 330 B LIY Ha H3OK.

.8 P30K, Ha 'repmopusna Ha x(_m'm,e Hanpasuno u36op Ha ONJ. flokymeHTute

: OTpaseH B NpUNoXeHue 2.
P30OK” - o06p. M3-H30OK, uspapeH ot

—§ UBUCKBAHUA HA H3OK NPU NEYEHUE HA KNACUYECKA ®EHUNKETOHYPUS CbC CANPONTEPUH B U3BBHBEONHUYHATA NOMOLUY ~-
‘7}% B cuna ot 1 AaHyapu 2021 ropuHa



NPUNOXEHUE 1A

NACT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE CbC CANPONTEPUH HA NAUMEHTU
C KNACUYECKA ®EHUNKETOHYPUA

Me: leew] [ [ [ [ [ [ [ [ |

3abenexka: mMeduyuHckama GoKymMeHmauyusi, ydocmosepsisauia 6CeKU OmM Kpumepuume e rnocoyeHa C uugpa 8 UHOEKC U 3a0bJIKumenHo
npuadp tﬁicmamuomo npunoxexue.

U 3A 3ANOYBAHE HA MbPBU KYPC (SANBIMKUTENHN CA BCUYKU KPUTEPUMW)

MKB E70.0

33a — KNIMHUYHaTa CUMNTOMAaTUKa, MOTBbpAEHA Ha 6aaa?‘3&.ﬂa HeoHaTaneH CkpuHuHr n/unu HK ananma’

4 Koué‘ynféuun CbC cneunanucT Hesponor, uscneasade EEM !

5 ﬂaﬁopampnwhscmmnm: XEMaTONOrM4HN, BUOXUMUYHN !

: nuu ca oTpa3eHu B Tabnuua 2 Ha NpuNOXeHWe 2 - 3aAbIKUTENIHO Ce NPeACTaBAT Ha OpuruHanHa GnaHka ot
! IPY HanuuMe Ha XoCnuTanusauus ce npunara enukpusa ¢ Homep U3 ¢ aasHocT 40 1 mecey
/| OHK

OYBAHE HA NEYEHUETO)

WMBHOTO‘»?W” HAKOE OT NMoMOLLIHUTE BellecTea

Ha HEJ0CTaTbYHOCT . . -

OTroBaps Ha KpUTepUMTe 3a 3anNoYBaHe
Ha NeYeHneTo C

-8 U3NCKBAHUA HA H30K NPU NEYEHWE HA KNACUYECKA OEHUNTIKETOHYPUA CbHC CAMPONTEPUH B U3BbHBEONHUYHATA nomMouy -
4 BcCunaor 1 aHyapu 2021 roguHa



NPUNOXEHME 16

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOABIMKABAHE HA NEYEHUE CBHC CAMPONTEPUH HA
NALUUEHTU C KNACUYECKA ®EHUNKETOHYPUA

Ume: ‘ | ErH l l ] | | l | | | I

ama OokymMeHmayusi, ydocmoeepsisalya 6ceku om Kpumepuume € focoYeHa ¢ uugpa 8 UHOEKC U 3a0B/HKUMESTHO
0Mo NPUsIOXeHue.

WTENHY CA BCUUKN KPUTEPWM)

! ambynatopes nueT unu mnaa enukpusa ¢ omﬁaeua CTeNeH Ha NOBNUABAHE HA MoKasaTrenuTe Cnej 3anouBaHe Ha NEYEHWeTo,
ueosxo.qumm M3CNeABAHWA Ca oTpasenn B Tabnuua 2 Ha ‘npunoxexue 2 - Nmmenno Ce NPeACTaBAT Ha opwruHanuu GnaHkn ot
naGopatopus nnu sasepe TIOANNCAHN KONUs

yAocTOBEpABa Ce ¢ WTe Ha YNEHOBETE HA KOMUCUSATA B NPUNOXEHNE 1 Ha HACTORLIUTE NINCKBAHUA

| TIPOABMKABAHE HA NNEYEHUETO)

I'TH 1"6 ¥ HAKOE OT NoMOoLWHUTE BeulecTBa
2 Bbapac'mu Hag 65 roavHN
3. ﬂauuem c ﬁbﬁpewna W qamem)oﬁua HeA0CTaTbYHOCT

OtroBaps Ha xpurepmvm 3! :

i ' s AMEBHA 032  ..................
Ha neveHneTo ¢ Lo B AheENa nosa

IMBNU3NPAHATA KOMUCHS: ..........oeveereeenenn.

n~l U3NUCKBAHUA HA H30K NMPU NEYEHUE HA KNACUYECKA ®EHUNKETOHYPUSA CbC CANPONTEPUH B U3BbHBONHUYHATA MOMOLL -
Q 8 cuna ot 1 sHyapu 2021 roauHa




NPUNOXEHUE 2
. NEYEBHO-OUATHOCTUYEH ANTOPUTBHM

1. JNIEKAPCTBEHW NMPOAOYKTH, ekniovenn B MIIC, kouto H3OK 3annawa B cLOTBETCTBUE C ASMCTBALLMTE HOPMATUBHI
AOKYMEHTH.
Tabnuua 1

INN OO3A

5-20 mg/kg TenecHo Terno gHeBHO

~ RO npeueHka

X
X 110 npeueHka
X X
X X
14 3aBEPEeHM KOMUA C NOANMC v nevat Ha Ji3
HaBBPLUEHN TOANHM - T.e. BKIMIOYATENHO K aBaHe Ha npotokona oT

cneynanuaupaHara Ke
2. Npwn Ha3HayaBaH WYEeHUa CbINacHo Kparkata
3. H3OK He 3annauwa ney £ Ha npoaykTta.

5. B cnyvan Ha HacTbnuna nog
3JINXM. Konue ot cbobieHneTo ce

ysegomsia MAJl no peaa Ha un. 184 ot
st Ha 3071 npu kaHaMAATCTBaHE 3a NeYeHue.

6. CNELUMANU3NPAHATA KOMUCUA M6ynatopHa npoueaypa Ne 38 ,Onpeaensite Ha
NNaH Ha neyYeHue W npocneassaHe Ha Tepa : ; . LMEHTW, NonyyaBawy CKbNOCTPYBALUW NEKAPCTBEHM
npoaykTu no peaa Ha un. 78, T. 2 330 Ha ocHOBaHue un. 53 an. 1, 7.3 1 un.309 ot HAUMOHANEH PAMKOB JOIMOBOP Ne PJ-
HC-01-4 ot 23 pekemspu 2019 r. 3a MeAULMHCKUTE AelHOCTM Mexay HauuoHanHaTta sgpaBHoocurypuTenHa kaca v bbonrapckus
nekapcku cbio3 3a 2020 — 2022 r. (o6H., OB, 6p.7 ot 24.1.2020 r.) n npeaoctaBeHa ot 30J1 meaAULMHCKA AOKYMEHTauMs.
CneunanusupaHaTa KOMUCUSA CbXpaHsiBa eauH eksemnnsp oT Pewenuerto. Mpn uspgasaHe Ha npoTokon Ha 30J1, cbxpaHsisa
BTOPY €K3eMMNnsp Ha NPOTOKONa, BCUYKWN HEOOX0ANMU AOKYMEHTU 32 U3AABaAHETO My U KONWE OT NpUrioXeHue 1 Ha HacToAWwMUTe
U3NUCKBaHWUA, NONBIIHEHO NO CbOTBETHATa TOYKa U NOANUCAHO OT YNEHOBETE Ha cneunanusnpaHaTa KOMUCUS.

Hacmosauwjume usuckeaHus ca paspabomeHu Ha ocHosaHue 4n.58 om HALUNOHAJIEH PAMKOB JOIrOBOP Ne Pf-HC-01-4 om
23 dexemepu 2019 2. 3a MeduyuHckume OeliHocmu mex0dy HayuoHanHama 30paeHoocuzypumenHa Kaca u bbneapckus nekapeku
Cbi03 3a 2020 — 2022 2. (06H., [JB, 6p.7 om 24.1.2020 2.), enusam e cuna om 1 siHyapu 20212. Ha ocHogaHue peweHue Ne P/]-

HC-04-148/16.12.20202. u ommeHsam Odelicmeawjume usuckeaHusi om 1 joHu 20192. Ha ocHoeaHue peweHue Ne P[-HC-04-
46/27.05.20192.

’E--I\ V3NCKBAHUSA HA H3OK MPU NEYEHNE HA KNACUYECKA ®EHUNIKETOHYPUA CbC CAMPONTEPUH B U3BBHBEONHUYHATA NMOMOLL —
‘\7’% B cuna ot 1 sHyapu 2021 roguHa



NPUNOXEHWE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnen K SaﬂOSHaX C usanara wmu npeAOCTaBeHa MHQ)OpMam U uenta Ha nevYeHneTo C neKkapcTBeHwuA
MPOAYKT it ciiiiiiiiiiniiiesiennnennr e s e L ll cne.n KaTo nonyyux usyepnarenHun OTroBopu Ha

nocrase Men BBHNPOCH, AeKIiapupam ye:
1. npenopbanaTa MU CxeMa Ha neveHue u nepmonuqnoc&: ;HTporleTe nperneau.
2. kuae ce #BABaM Ha KOHTPOHY npemep.u W HAMa Aa MPOMEHSM CaMOBOMHO WNW MOA APYrO BHYLeHe
auaig MK Tepanusi. »
3. eycrauosasane Ha NeYeHNeTo NO APUUMHYK, HENPON3TUYALLIM OT pelseHueTo Ha KomucunTa 3a ekcnepTtuau B P30K
n l{i)wcuma no un. 78, 1.2 ot 330, me ysegoma HesabasHo, riyHus cu nekap n P30K n we sbvpHa B8 P30K
cné,quvm NPOTOKON, NO KOWTO CbM nony4asar/a fekapcTeeHus np r
4. pgf\ HecnassaHe Ha NOCOYEHMTE YCNOBUS neqennem MU C ynomé riekapcraeﬂ npoaykT we Gbae npekpaTeHo M
Hma..aa'ﬁﬁam npereHummn kem H30K. U
[ara:...

LeKNAPATOP: ..ottt

nv—l\ ~ UBUCKBAHUA HA H30K NMPW NEYEHUE HA KNACUYECKA ®EHUNKETOHYPUA CHC CANPONTEPUH B U3BBLHEONHUYHATA NOMOLL -
‘ B cuna ot 1 Aanyapu 2021 roguHa



