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U3BUCKBAHUA HA H30K

{UCTO3HA ®UBPO3A /MYKOBUCLIUIO3A/

B bHEONHUYHATA NOMOLL}




M3NCKBAHUA HA H3OK NPU U3AABAHE HA MPOTOKONN 3A NEYEHME HA MALMEHTU C KUCTO3HA
®UBPO3A /MYKOBUCLUUAO3A/

MpoTtokonbT ce u3naesa OT cneuuanuMsMpaHa KOMUCUA B ne4yebHM 3aBeAeHMst 3a GONHUYHA NOMOLL, CKNIOYUNIU
porosop ¢ H3OK. CneunanuaupaHute KOMUCUM ce Cb3gaBaT cbC 3anoBes Ha aupektopa B cneanute J13: YMBAIJ
L2AnekcaHgposcka” — rp. Cocusa, YMBAN ,Csetu leopru” — rp. Mnosaus, YMBAN , O-p I'. Ctpaxcku” — rp. MneseH, YMBAJ ,CseTa
MapuHa” — rp. BapHa.

I. PEQ 3A 3ABEPABAHE HA NPOTOKOJIUTE

MpoTokonu 3a 3anousaxe Ha rieueHue

= [lonbrnHeHO W nognucaHo npunoxeHuwe 1 — NUCT 3a onpeaensHe Ha
KputepumuTte (No T.A) C BCUYKM HEOBXOAUMMN U3CNeaBaHuUS.
= MeauvumHCcKa AOKYMEHTaUUA, BKNIOYBalLla AaHHU OT aHamHesaTa, cratyca u

NPeaxoxAaLLo neveHne
CNEUMANTUIUPAHA * PeleHne Ha CNeLManU3NpaHa KOMUCUA C SICHA MEAMLMHCKA MOTUBaLMS
KOMUcuUs i (3aabMKUTENHO ce OTOENA3Ba NWUNCa Ha W3KIIOYBALLM KpuTepuu (1odnucaHo

0OmM 6CUYKU YileHO8e Ha creyuanu3aupaHama Komucus)
=  “llpoTokon 3a NpeanucBaHe Ha fekapcTea, 3annawanu ot H30OK/P3OK” — o6p.

M3-H30K
Komucust no un. 78, 1. 2 .| 3aBepka Ha npoTokona B
o1 330 B LY Ha H30K ”1 P30OK

lMpoTokonu 3a NpoAbIMKaBaHe Ha neveHue

TR

re = T[lonbnHEHO W NOANMCAHO MpurioXeHue 1 — nUCT 3a onpeAensHe Ha
4 kputepuute (no T.6)
*  MeaMuMHCKa AOKYMEHTaUMs, BKNIOYBaLLA AaHHN OT aHamHesaTa, cTaTyca u

NpeaxoxXaalLo neveHne
CNELUVWAJIUSUPAHA .| * PeweHue Ha cneuuanuavpaHa KOMUCUSI C SICHa MEAMLMHCKA MOTMBAaLMS
KoMucus g (33ABNKUTENHO Ce OTBENA3Ba MUNCa Ha W3KMIOYBALW KpUTEpUM (1oOMUCaHO
OM 6CUYKU YMIEHOBE HA CELUUANU3UPaHaMa KOMUCUS)

= “[poToKon 3a NpeanncBaHe Ha nekapcTea, 3annawanu ot H3OK/P3OK” — o6p.
M3-H30K

Komucus no un. 78, 1. 2
ot 330 B LY Ha H30K

3aBepka Ha NpoToKona 8
P30K

epuTOpUATa Ha KosTO e Hanpasuno n3bop Ha OMMI. [lokymeHTuTte

pnsama. SCEKM A1H OT KpUTEpUUTE.
1.3. MbnHusT Habop NHW, UHCTPYMEHTarHu U nabopaTtopHu), oTpas
1.4.“NMportokon 3a QKIP30K™
cneuvanuampaHa KoMUCH
npeacTaBs opuriuHan Ha n

1.5. Pewexne Ha cneums
~OnpenensHe Ha nnaH Ha n
CKbMOCTPYBalY NeKapCTBEHU M|

1.6. [leknapaums 3a UHHPOPMUP:
2. P30K npuema AOKyME@HTUTE NO TouKa 1
3. MpoTtokonuTe MoraTt Aa ce u3gasart 3a NepUoa Ho

‘AﬁéyﬁéTopHa npoueaypa Ne 38
Npy nauveHTH, nonyvasaum

~. ~ TenHus craryc Ha 30]1.
a Ha crieunanuinpaHaTa KOMUCHUS.
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NPUNOXEHUE 1

NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOABIMNKABAHE HA NEYEHUETO HA NALUMEHTU C
KUCTO3HA ®UBEPO3A / MYKOBUCLIMAO3A/

[we: [e] [ T [ T [ T [ [ |

3abenexka: MeduyuHckama GoKyMeHmayusi, ydocmosepsiealya 6cexu om Kpumepuume e rocoYeHa C yughpa e uHOeKC u 3adbIDKUMesnHo
npudpyxaea HacCMosIULOMO NPUIIOKEHUE.

A. . KPUTEPUU 3A 3ANOYBAHE HA NEMEHUE C MULTYENZIMES (SAABJDKUTENHU CA BCUMKU KPUTEPUUN
MKB E84.1
OuarHo3za, .q10KasaHa ype3 KNUHWYHU NOKasaTenu 3a naHKpeacHa HEeROCTaTbYHOCT, NOTEH TeCT W FeHeTUYHO
noTBbpAaeHa
7 MEAULIMHCKA AOKYMEHTALMA M M3CIEABAHUS B COTBETCTBME C TABNMUA 2; NPM HANMYME HA XOCTUTANN3ALMA Ce NPUMara enukpusa ¢ HoMep Ha
W3 ¢ aasHOCT 40 1 MeceL Npean KaHAUAATCTBAHETO

ynocToBepsiBa ce C NOANUCH Ha YNIeHOBETE Ha KOMUCHUATa B NPUNOXeHue 1 Ha HaCTORWMUTE N3NCKBAHNA

3A 3AMOYBAHE HA NEYEHUETO C MULTYENZIMES U DORNASE ALFA (3AABITKWUTENHU CA

LM KPpUTEpUM NO T. B®
ai;ua W3CNe/iBanuA B CLOTBETCTBUE ¢ TEBHNLIA 2 NP Hanwme n\
¥ KaHAMAATCTBAHETO

wTanuaauua ce npunara enukpusa ¢ Homep Ha

opuriHaneH g aHO U 3aBepeHo Konue ‘
n Ha qnguoaere Ha KOMMCHUSATa B NpuNoxeHue 1 Ha HacT j’ usucxaangm
W‘IBAHE HA NEYEHUETO C MULTYENZIMES, DORNASE " ‘ALFA U TOBRAMYCIN/
SODIV EVOFLOXACIN (SAOBIIKUTENHU CA BCUYKU KPMTEPMM)
»’Zg“; ‘

eHa@ AnarHosa !

- cngp.saue Ha ,umuauero
) eljmao Ha Pseudomonas aeruginosa, nofaapgeno c Tpu

MONOTMYHY. U3CNeABaHNA ‘Ha
: k)

! MeANLMHCKa AOKY] e ¢ Tabnuua 2; NpU Hanuuue Ha XocnUTanu3auus ce npunara enmkpuaa ¢ Homep Ha
W3 ¢ paBHOCT A0 1 Mecel i

yAOCTOBEPABa Ce ¢

ra B pUNONKeHMe 1 Ha HACTOAMTE UIHUC

B. U3KNIOUBALLU
1. TMosiBa Ha
2. KnuHuyHa H

OTrosaps Ha KpuTepuuTe 3a n

noAnUuCU Ha YNeHoBeTe HA KOMUCURATA:. ...

M3NCKBAHUA HA H3OK NPU NEYEHUE HA KNCTO3HA ®UBPO3A / MYKOBUCLIMAO3A/ B U3BBHBONMHUYHATA MOMOLL,

Hre
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NPUNOXEHUE 2
I. NEYEBHO-AUATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHU NMPOAOYKTWY, sknioueHn B MNpunoxenue 1 Ha Mo3uTtueHUA nekapcteeH cnucekk, kouto H3OK 3annauwia 8
CbOTBECTBUE C HOPMATUBHUTE AOKYMEHTU 3a YCROBUATA.

Ta6nuua 1
INN OrpaHuveHus DDD

COLISTIMETHATE | " Mpu naumeum ¢ ©®EO01<25% unu OEO

SODIUM >75%° 3MU
» [lokasaHa CBPbXYyBCTBMTENHOCT  KbM

KOSIMCTUH cyndbaT unm nonMMuKkcuH B

= [loa 6 roauwHa Bb3pacT
= [pu naumel-rm ¢ ©®EO1<25% wnu ®EO
TOBRAMYCIN >75% 3

CTOMHOCTM Ha kpeaTuHuHa >177 mmol/l 1500 mg
[okazaHa  CBpPbXYyBCTBUTENHOCT  KbM
- KOWTO W A € aMUHOTNNKO3UA,
TMoa 18 roauwHa Bb3pacT 240 mg
‘ ﬂon 5 rogvwiHa sb3pact 12 mg

Mpwv naumentn ¢ PBK <40% *

TenecHa maca
Psct ,
MNKK (xemornoﬁvm xemaromm pmpou.um nesKoLmTH,
TpomGoumTy, AKK ) .
CYE' ;

» X X
OEO1>8 ro,z:u/m;3

KpbBHa 3axap /no

ASAT / ALAT .

MukpoGuonoruuHo uscnieasae T X

KpeaTuHuH u ypes Ty .mem
Tepanus / 180 AHed
npeLeHka :
CT/aMP °

KoHcynTauums cbe cneuyuar /

KoHcynTauus ¢ Hedponor
KoHcynTauums ¢ HeBposnor :
KoHcynTauus ¢ eHaoKpuHonor 2

1 .
W3cnenBaHusTa ce NPeACTAaBAT Ha OpUrMHariu Gnan
[AABHOCT A0 1 Mecel Npeaun KaHAUAATCTBAHETO Ce npunara
NPV KNUHUYHN NOKA3aHUS
M3CrieABaHeTo Ce U3BLPLUBA NPU NAUMEeHTH Haa 8 roauLlHa Bb3pacT

| ar Ha Il3 (npw Hanuuue Ha xocnutanusauus c
c uomep n3)
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Il. OBLLU U3NCKBAHUA

1. Bb3pacroBarta rpaHuua ce U341CnnBa B HABbPLUEHU FOAWHK - T.e. BKIIOYUTENHO KbM AaTaTa Ha u3aasaHe Ha NpoTokona ot
cneuuanusmpaHarta KOMUCHS.

2. [Mpu Ha3Ha4yaBaHe Ha Tepanus NO NPOTOKON 3a4bMXUTENHO Ce CbobpassBaT Bb3PACTOBUTE OrPaHUYEHUs, CbrNacHo KpaTkarta
XapaKTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3NIMNXM.

3. H3OK He 3annauya nevyeHne U3BbH ykazaHata Bb3pacToBa rpaHULA B KpaTkata XxapakTepucTika Ha npoaykTa.

4. H3O0K He 3annawa neyeHne ¢ 403M HAA MaKCMMarnHo paspelleHuTe No KpaTka xapaKkTepucTuka Ha NpoaykTa.

5. B cnyuvail Ha HacTbNUNa NOAO3VpPaHa HeXenaHa nekapcTBeHa peakuus, nekapaTt ysegomsasa WA no peaa Ha yn. 184 ot
3/INXM. Konue oT cbobLieHneTo ce npunara kbM meauumnHckarta gokymentaums Ha 30J1 npu kaHanpaaTcTBaHe 3a nevyeHue.

6. CNELIMATNTMSBNPAHATA KOMUCHA uspasa Pewenue cneg nposeaeHa AmbynatopHa npoueaypa Ne 38 ,OnpeaensiHe Ha nnaH
Ha neyeHue U NpocneasBaHe Ha TepaneBTUMHUA OTTOBOP MPW NAUUEHTW, NonyyYaealy CKbNOCTPYBALUM NEeKapCTBEHU NPOAYKTU No
peaa Ha un. 78, 7. 2 330" Ha ocHoBaHue un. 53 n un. 309 oT HaunoHaneH paMKoB AOrOBOP 3@ MeAMLIMHCKUTE AEUHOCTU Mexay
HauvoHanHaTa 3apaBHoocuryputesniHa kaca u Bbnrapcku nekapcku cbios 3a 2020-2022r. (o6H., OB, 6p. 7 ot 24.01.2020 r.) u
npegocTaseHa or 30J1 meauumHcka JokymeHTauusi. CneuuanuampaHata KOMUCUS CbXxpaHsiBa eauH ek3emnnap ot PeiueHuerto,
CbxpaHsiBa BTOPW €K3eMnnsp Ha NpoToKona/M, BCUYKW HeoBX0AUMM AOKYMEHTU 3a M3JaBaHETO My W Konue OT npunoxexue 1 Ha
HacToswuTe 51, NONBNHEHO NO CbOTBETHATa TOMKa U NOANUCAHO OT YNIEHOBETE Ha cneuuanuampaHara KoMucus.

ca paspabomeHu Ha OCHoeaHue 4n. 58 om HauyuoHaneH pamkoe 002080p 3a MeOUYUHCKUME
nHama 30paeHoocugypumenHa kaca u bbnzapcku nekapcku cbio3 3a 2020-2022r. (o6H., 1B, 6p. 7 ot
@ cuna.om 1 anpun 20212. Ha ocHosaHue peweHus Ne PL-HC-04-42/24.03.20212. u ommeHsim
U, 6 cuna om 15 anpun 20202. Ha OCHogaHuUe peweHue WMC-‘M—%/OG. 04.20202.

24.01.2020 .
delicmeawui

)
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NPUIOXEHUE 3

OEKNAPALIUA 3A UHOOPMUPAHO CBHIMMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHMA NPOAYKT

cref kaTo Ce 3ano3Hax C uUsAnata MU npeAocTaseHa WHGOPMauMs U LenTa Ha IIeYEeHUeTO C NeKapCTBeHUs
TIPOAYKT .. cvevevereeerusasssessstesseseeesss s eeesesesseseseassesseseses et sttt ae s neese e sen e nens W crieq KaTo Nonyuux uayepnatenHu OTFOBOPU Ha
nocTaBeHnTe OT MEH BbNPOCH, AeKnapupam ye:

1. Llle cnassam npenopbyaHaTa My CXeMa Ha NeYeHne 1 NEPMOANYHOCT Ha KOHTPOMNHUTE nperneau.

2. PenoBHO e Ce SBABAM Ha KOHTPOMHW MNperieam v HAMa Aa NPOMEHSIM CamMOBOSIHO WNU MOA APYro BHyWeHue
“Tepanusi.

aHE Ha NEYEHNETO MO NPUYUHY, HENPOU3TUYALLM OT pelueHneTo Ha KomucusTa 3a ekcneptusu 8 P3OK
no-un. 78, 1.2 ot 330, we yseaoms HeszabaBHO NuuHus cu nekap n P30K u we sbpHa B P3OK

TOKOS1, 10 KOWTO CbM NONy4aBarn/a NekapcTBeHNs NPOAyKT.
CTBEH NpoAyKT wWe Gbae npekpaTeHo v

&

Ha NocoveHuTe ycnosusa nevYeHneTo Mu C ynomeHaTtust
npTeHLmMm koM H3OK. '

[Jlexnapatop:......
o (ume, npesnme u hamunus)

o
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