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W3UCKBAHMUS HA H30K
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M3NCKBAHUA HA H30K NPU U3OABAHE HA MPOTOKONU 3A NEYEHUE HA MALUMVEHTU C KUCTO3HA
®UBPO3A /MYKOBUCUUAO3A/

MpoTokonbT Ce u3aaBa OT chneumanuaupaHa KOMUCUA B ne4yebHW 3aBeAeHus 3a GonHMYHA NoMoL, CKMOYUMK
poroBop ¢ H3OK. CneuvanusupaHuTe KOMWUCMM Ce Cb3AaBaT CbC 3anoBea Ha aupektopa B cneawute J13: YMBAJ
,AnekcaHaposcka” — rp. Cocous, YMBAI ,Ceetu eopru” — rp. Nnoeaus, YMBAI , [I-p . Ctpancku” - rp. MneseH, YMBAN ,Ceeta
MapuHa” — rp. BapHa.

|. PEQ 3A 3ABEPABAHE HA NPOTOKOJMUTE

[poTokonu 3a 3anousaHe Ha neuyeHne

* [lonbfHEHO ¥ NOANMCAHO MNpunoxexwe 1 — NUCT 3a onpegensHe Ha
KpuTepuuTte (no T.A) C BCUUKM Heobxoanmu u3cneasaHus.

*  MeauuMHCKa AOKYMEHTALUMUA, BKNIOYBALLA JaHHW OT aHamHesaTa, cTatyca W
NPeaxoxaalLo nevexve

CNEUMANTUSUPAHA *  PelweHne Ha crneuuanusMpaHa KOMUCHUS C SICHA MeOULMHCKA MOTMBaLWs

KoMmucus (3apbnxuTenHo ce otbenssea nunca Ha M3KMIOYBAWM KpuTepuu (modnucaHo
0M 8CUYKU YNIEHO8E Ha CrieyuanuaupaHama KOMUCUS)

« “ [lpoTokon 3a npeanucBaHe Ha NekapcTea, 3annawaHu ot H3OK/P30K” —
06p. M3-H30K

\ 4

Komucua no un. 78, 1. 2 3aBepka Ha NpoToKona B
or 330 B LIY Ha H30K P30K

= [lonbnHEHO ¥ noAnNMCaHO nNpunoxeHue 1 — nUCT 3a onpefensHe Ha
KputepumuTte (no 1.6)
= MeauumHcKa AOKyMEHTaUuA, BKNOYBaLLA AaHHW OT aHamHesaTa, craTtyca u

npeaxoxaaiuo neveHve
CMNELUNAJI3UPAHA | * Pewenne Ha cneuuanusupaHa KOMUCHUA C ICHA MEAMLVHCKA MOTMBALIA
KoMucuA (3apbrxkMTenHo ce oTbenssBa nunca Ha M3KNIoYBaWM Kputepuu (noonucaHo

0m 8CUYKU YIIeHO8e Ha crieyuanuaupaHama KoMucus)
* “lpoTtokon 3a nNpeanucBaHe Ha nekapcTea, sannawaniu ot H3OK/P3OK” — 06p.

M3-H30K
Komucus no un. 78, 1. 2 P 3aBepka Ha npoTokona B
ot 330 B LY Ha H30K 3 "] P30K

I OBILM NONIOKEHMS

Bepaaama Beeseu ep.m« OT KpuTepuuTe.
| '(tpmswkanm VHCTpYMEHTanHu u nabopatopHu), oTpaseH B NPUIOXeHue 2.
! A nexapcTsa, 3annawaHu or H3OK/P30K' - o6p. M3-H30K, wspapen ot
cneuuanuswpaua Konm@vm [ps Han Ha npoTokona, a npu KaHAMAaTCTBaHe 3a nponwxaaaue Ha TepanusTa ce
NpeACTaBs OpUruHan Ha npes > :
1.5. Pewenne Ha cne
,2onpegensaHe Ha nnaH
CKbMOCTPYBalLyY NeKapcTee
1.6. feknapaums 3a Hdo : .
2. P30K npuema nokymeHTUTE NOT cnpas , nown, ,pm’ennna c'raTyc Ha 30/.
3. MpoTokonute morar ga ce uspasar mnepnon ‘a0 365 mm no npemxa Ha oneuuanuaupauara KOMUCHUSL.
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NPUNOXEHWUE 1

NUCT 3A ONPERENSAHE HA KPUTEPUUTE NPU 3ANOYBAHE U MPOABIMKABAHE HA NEYEHUETO HA NALUMEHTU C
KUCTO3HA ®UBPO3A / MYKOBUCUULQO3A/

[Wwe: [erh] T [ T T [ T [ [ |

3abenexka: MmeduyuHckama OoKyMeHmayus, ydocmosepsieawya eceku om Kpumepuume e focoyeHa ¢ yugpa e UHOEKC U 3adbsIKUMenHo
npudpyxaea HaCMOAWOMO NPUNIOXKEHUE.

A. |. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE C MULTYENZIMES (SAABMKUTENHU CA BCUYKU KPUTEPUU
MKB E84.1

[uarHo3a, AokasaHa uype3 KNWHWYHW NoKasaTenu 3a naHkpeacHa HEeAOCTaTbYHOCT, MOTEH TECT W reHeTU4HO
noTebpAaeHa
Bb3pacTt o 5 roguxu 2
T

MeANLMHCKA JOKYMEHTaUMs 1 M3CReABaHUs B CbOTBETCTBME C Tabnuua 2; Npu Hanuuue Ha XocnUTanu3auma ce npunara enukpusa c Homep Ha
W3 c pasHOCT A0 1 meceu npeau KaHAWAATCTBAHETO

yAOCTOBEpsiBa Ce C NOANUCH Ha YrieHOBETEe Ha KOMUCHUSATa B NPUNOXeHue 1 Ha HaCTORWMUTEe N3UCKBAHUA

Al KPMTEPM“ 3A 3AI'IO‘-|BAHE HA NEYEHUETO C MULTYENZIMES W DORNASE ALFA (SAOBMKUTENHU CA
BCUYKHN KPMTEPVM)

MKB E84.0, E@ﬁ 1
[eHeTUUHO NOTBbPAEHa ANArHo3a |
¢yHKum0Haanfhacﬁ‘eA/saHe Ha AWLIaHETO 2

Nunca Ha n3kmo4Bawy kputepuu no 1. B s

! MEANLIMHCKA AOKYMEHTaUMR ¥ U3CNeABaHuA B CbOTBETCTBME C Tabnuua 2; Npu Hanuune Ha XOCNUTanu3aums ce npunara ennkpusa C HOMep Ha
W3 c aaBHOCT A0 1 Mecel, npeawn KaHAnAaTCTBaHeTo

opurnHanex qsﬁ‘maﬁu nOANNCaHO 1 3aBepeHo Konue

ynoc'rosepﬂaaoe c AOANKUCH Ha YNEeHOBETe Ha KOMUCUATA B NPUIOXeHNe 1 Ha HaCTOALWNTE N3NUCKBAHUA

A. 1. KPVITEF‘W! 3A 3AMNOYBAHE HA NEYEHMETO C MULTYENZIMES, DORNASE ALFA U TOBRAMYCIN/
COLISTIMETHATE SODIUM (SAQBIDKUTENHU CA BCM‘IKM KPUTEPWUWN)

MKB E84.0, E84. 1
MeHeTnuHO nombpneﬁa pvarHosa |

DYHKUMOHANHO U3creaBaHe Ha AMwaHeTo 2

XpOHUUYHO HOCWTENCTBO Ha Pseudomonas aeruginosa, NOTBBPAEHO C TpH Muxpoﬁnonomqnu nacneasaHna Ha
6poHxuaneH cekpeT unu Abn6oK rspneH cereT npoBeaeHy 3a NepUoA OT ABE FoANHH

INunca Ha U3KNIOYBaLIM KPUTEPUM MO T. B* '

MeAVLMHCKa AOKYMEHTALUA N W3CNeABaHNA B CbOTBETCTBMUE C Taﬁrmua 2; Npu Hanuuue Ha xocnwranusaunn ce npunara enukpusa ¢ Homep Ha
VI3 € AABHOCT A0 1 Mecey NpeAn KaHAKAATCTBAHETO

"~ opuruHaneH cuw unu NOANUCAHO ¥ 3aBEPEHO Konue
4 yAOCTOBEPABa Ce C NOANMCYH Ha YleHOBEeTe Ha KOMUCHATA B NpunoxeHue 1 Ha HaCTORAWNTE U3UCKBAHUA

B. KPUTEPUU 3A nPOﬂ'bnx(ABAHE HA NEYEHMETO (SAQABI/DKUTENHU CA BCUYKH KPUTEPUWN)
MKB E84.0, E84.1

KnuHWYHA OLIEHKA ¥ MHTEpNPETALMS Ha uwﬂeﬂbanuma !

Nunca Ha n3knoysalm Kputepun no 7. B 2

T

MEZMLMHCKA AOKYMEHTALMA U U3CNIeABaNMS B CLOTBETCTBUE C TaBNMLa 2; NPy Hanuuue Ha XoCNUTanu3aLma ce Npunara enukpuaa ¢ HoMep Ha
W3 c aaBHOCT 2,0 1 Mecey Npean KaHAAaTCTBaHeTo

yAOCTOBEPABA CE C NOANKCH HA YMEHOBETE Ha KOMUCHSATA B NPUIOXEHNE 1 Ha HACTOALWUTE NINCKBAHUA

B. U3KNIOYBALLIM KPMTEPMM
1. losiBa Ha HEMOHOCMMOCT KbM Tobramycm w Dornase alfa
2. KnuHuuHa HeedeKTUBHOCT NPU NPEAX0XAALLO NeyeHne .

OTroBaps Ha KpuTepumTe 3a NEUEHUE € ireeiiieienenns e ST OHEBHAAO038 .coooovrreeeriinnnnn.

.......................................................
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NPUNOXEHUE 2
1. TEMEBHO-AUMATHOCTUYEH ANMOPUTBHM

1. NEKAPCTBEHW NPOAYKTW, skniouexn B Mpunoxexne 1 Ha lMo3uTuBHuA nekapctBeH cnucwk, kouto H3OK sannawa B
CbLOTBECTBUE C HOPMATUBHUTE AOKYMEHTM 3a ycrnosusTa.

Ta6nuua 1
INN OrpaHuuyeHuns DDD
= [loa 6 roguwiHa Bb3pacT
= [pn naLmenTH ¢ ®EO01<25% unu ©EO
>75% °
TOBRAMYCIN = CTOWiHOCTM Ha kpeaTuHuHa >177 mmol/l 1500 mg
= JlokasaHa  CBPbXYyBCTBUTENHOCT  KbM
KOWTO ¥ Aa € aMUHOTrNUKo3ng,
= [lpn nauMeHm ¢ ®EO01<25% unu PEO
COLISTIMETHATE: | ~ >75%°
SODIUM =-.|/m . [lokasaHa  CBPbXYYBCTBUTENIHOCT  KbM 3MU
' KONWUCTUH cyndat unu NonUMnKCuH B
‘ma | = Toa 5 rogvwHa sb3pacT B . s 12m
DORNASE ALFA/ .| = DNpunaunenTtn c ®BK <40% ° 9
MULTYENZIMES

2. nPOCﬂE,ElﬂEAHE

Tabnuua 2

TenecHa maca ,

Pver ; 4w X X
MKK (xemornobu, xemamxpm, epmpoumvl neBKoUunTH, % X
TpomboumnTy, ﬂKK)

CYE ' , X X
®EO1> 8 rommu '

KpbBHa 3axap Ino npeuem(a ‘camo p,o 10 rop,numa sbspacr/

ASAT / ALAT ‘

Mukpo6uonornyHo nscne,usaue

KpeaTuHMH 1 ypes Ha BCeKM LWECT NbAHW UuKbna:Ha

Tepanus /1 180 OMeBHa amuHOrmuKosuaHa Ttepanus/ u no X X
npeueHka

CT/AMP * x X
KoHcynTaums cbC cneuvanuct YHI",)2 X X
KoxcynTaums c Hedpponor ‘ X X
KoHcynTauus ¢ Hesponor ‘ X X
KoHcynTaums ¢ eHaokpuHonor ‘

Mscnenaauuma ce NpeACTaBAT Ha omnmuannu Gnawku. unu sasepeun KORWA C NOANKC ¥ NevaT Ha f13 (Npu Hanuuue Ha XocnuTanusauns c
aBHOCT 40 1 MEC. NpeAu KaHAUAATCTBAHETO ce npunara 3aaepeno Konue or enuxpusa ¢ Homep U3)
npyu KNUHUYHW NOKasaHuA

W3CNeABAHETO Ce W3BBLPLIBA NPV NALMEHTY Haa 8 roauLLHa B‘bapacr

%7‘ N3UCKBAHUA HA H30K NPU NEYEHUE HA KUCTO3HA ®UBEPO3A / MYKOBUCLIMAO3A/ B U3BBHBEONMHUYHATA NOMOLL -
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II. OBLUU UBUCKBAHUA

1. Bb3pacroBaTta rpaHmuUa ce U34MCnsBa B HaBbPLUEHU FOAWUHM - T.€. BKNIOYUTENHO KbM AaTaTa Ha usgasaHe Ha npoTtokona ot
cneuynanuanpaHata KOMUCHS.

2. Mpu HasHayaBaHe Ha Tepanusl NO NPOTOKON 3a4bINKMTENHO ce Cbobpa3ssnBaT Bb3PACTOBUTE OrpaHNUYEHUs, CbIMacHo kpaTkara
xapaKTepucTHka Ha CbOTBETHUS NIeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30OK He 3annalua neveHne U3BbLH yKazaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa XxapaKTepucTuka Ha npoaykra.

4. H30K He 3annalua neyeHune ¢ 403N HaZ MaKCUMarnHo paspeLleHnTe No KpaTka XxapakTepucTiuka Ha npoaykTa.

5. B cnyuait Ha HacTbNWNA NOAO3MpPaHa HeXenaHa nekapcTBeHa peakuus, nekapaT ysegomssa WAJI no peaa Ha un. 184 or
3/INXM. Konue oT cbobLLeH1eTo ce npunara KbM MeanumMHckaTa gokymentauus Ha 301 npu kaHamaaTcTBaHe 3a neveHue.

7. CNEUMANU3NPAHATA KOMUCUSA nspasa Pewwenne criea nposeaeHa AmbynatopHa npoueaypa Ne 38 ,OnpeaensiHe Ha nnaH
Ha NeuyeHne 1 NpPocneaAsBaHe Ha TepaneBTUMHWUA OTFOBOP NP NALMEHTH, MoMnyyYaBalluyn CKbNOCTPYBALLM NEeKapCTBEHU NPOAYKTM No
pena Ha un. 78, T. 2 330" Ha ocHoBaHue un. 53 n un. 309 ot HaumoHaneH pamkoB AOTOBOP 3a MeAUUMHCKUTE DENHOCTU Mexay
HauvoHanHaTa 3apaBHooCUrypuTenHa kaca u Bbnrapcku nekapcku cbios 3a 2020-2022r. (o6H., [1B, 6p. 7 o7 24.01.2020 r.) n
npepoctaseHa oT 301 MeauunHcka AokymeHTaums. CneunanuanpaHata KOMUCUA CbXpaHsBa €AuH eksemnnap ot PelweHueTo,
CbXpaHABa BTOPW €K3EMNNSAP Ha NPOTOKONa/M, BCUUKK HEOOXOANMM LOKYMEHTU 3a U3aBaHETO My W Konue OT npunoxexue 1 Ha
HACTOALLMTE W3UCKBAHMS, NOMBLIHEHO N0 CbOTBETHATA TOUKA M NOAMUCAHO OT YNeHOBEeTe Ha cneuuanuapaHara kKoMucust.

Hacmosiwume u3uckeanusi ca paspabomeHu Ha OCHOgaHUe 4. 58 om HayuoHaneH pamkoe 002060p 3a MeOUUUHCKUMe
deiiHocmu mex0y HayuoHanHama 30paeHoOCU2ypUmeNHa kaca u bbrizapcku neKkapcKku Cbio3 3a 2020-2022r. (06H., 1B, 6p. 7 oT
24.01.2020 r.), enuszam e cuna om 15 anpun 20202. Ha ocHoeaHue peweHue Ne PA-HC-04-36/06.04.20202. u ommeHsim
delicmeauwjume yauckearus, € cuna om 01.04.2016e. :

’ff N3UCKBAHUA HA H3OK MPU NEYEHUE HA KUCTO3HA ®UBPO3A / MYKOBMCUWOO3A/ B USBLHBONHUYHATA MOMOLL -
B cuna ot 15 anpun 2020 roguHa



NPUNOXEHWE 3

DEKNAPALUUA 3A UHOOPMUPAHO CBIMMACUE C USUCKBAHUATA 3A 3ANMOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnea kato ce 3ano3Hax C uanata MU npepoctaBeHa WHdopmaums M UENTa Ha  fleYeHWEeTO C  neKapcTBeHUs
TIPOLYKT. ... ceeeeeeeseneeetesesentatsesetesesesessasseseaessssaessa s e s e e as s e e s st ts e eba e W cnep Kato Mofyyux usuyepnaTesiHy OTroBopu Ha
nocTaBeHUTe OT MEH BbNPOCK, AeKNapupam Je:
1. Llle cnaseam npenopbyaHaTa MM CXEMa Ha NeYeHne Y NepUoANYHOCT Ha KOHTPONHUTE Nperneau.
2. PepnoBHO LWe ce sBABaM Ha KOHTPOMHW Mperneau U HaAMa ga NPOMEHAM CaMOBONIHO MNW NoA ApYro BHyweHue
HagHaueHaTa My Tepanvs.
3. Npu npeycranoaﬂaaue Ha NEYEHNETO MO NPUYMHMN, HENPOU3TUYALLM OT peLeHneTo Ha KomucusTa 3a excneptuan 8 P3OK
n/unu Komwcm*ra no un. 78, 1.2 or 330, wWwe yseaoms HesabaBHO nmuuﬂ cu nekap n P30K u we sbpHa 8 P3OK

nocnenﬂua npo*roxon NO KOWTO CbM NoMy4Yasan/a nekapcTBeHns NPoAayKr.
4. [pu Hecnasaaue Ha NOCOMEHUTE YCNOBUA NEeYeHneTo mu C ynomenamn nexapcraeu npoaykt we 6bae npekpaTeHo u
uaM fipTeHumu koM H30K.

DEKNAPATOP: .. iiviererererreeeereesisiistiises s e
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