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DNPUNOXEHWE 3

AEKNAPALIMA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NMPOABINKABAHE HA
JNEYEHUETO C NEKAPCTBEHWUA NMPOAYKT

A3 ponynoanucanusT/aTa ...

W uenta Ha ne4yeHWeTo C neKapcTBeHUs

[Aeknapupam ye:

KaTo nOnywux u34epnaTenty oTrosopu Ha

HUTe npernean.

e Ce fBABAM Ha KOHTPOMHW Npernean u Hama Aa CaMOBOMHO MNW MOA APYro BHylLeHWe

MU Tepanusi. i .
YMHN, HENpou3TUYaLLM OT pelenneTo Ha Komucusita 3a ekcnepTuan B P3OK

3. HE Ha NeYeHneTo N\
a no un. 78, 1.2 ot 3 Ms HesabaBHO NMYHUS CU nekap 1 P30K u we BwpHa B P3OK
NPOTOKON, NO KOWTO CbM N i
4. azBaHe Ha NocoYeHWuTe ycnol I g BeH NpoAyKT Lie 6bae npekpaTeHo u

W3NCKBAHNSA HA H30K NPU U3AABAHE HA MPOTOKONN 3A NPOBEXOAHE HA NEYEHVE HA NMALUMEHTU C KACTO3HA
®UBPOBA / MYKOBUCLIMAO3A/ - B cuna ot 1 anpun 2016 roauHa
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M3VICKBAHMF| HA H3OK NP U3OABAHE HA MPOTOKONK 3A NIEYEHUE HA NMALMEHTU C KUICTO3HA
OUEPO3A /IMYKOBUCLIMAO3A/

MpoTokonbT Ce M3nasa OT cneuwanuaupaHa KoMucus B nevyebHW 3asefeHuss 3a GONHMYHA NOMOLW, CKMIOYUNMN
poroBop ¢ H3OK. Cneuwanuaupanute komucum ce cb3jaBaT CbC 3anoBes Ha aupektopa B cnegnute J13: YMBAN
#AnekcaHaposcka” — rp. Cocous, YMBAI ,CeeTu Meopru” — rp. Mnoeaus, YMBAN , [I-p I". Ctpakcku” — rp. Nnesex, YMBAI ,Ceeta
Mapuna” — rp. BapHa.

I. PEQ} 3A SABEPABAHE HA NPOTOKOJUTE

MpoTokonu 3a 3anoyBaHe Ha nevexHue

* [lonbnHeHo ¥ noanMcaHo  npunoxeHwue 1- nNUCT 3a onpegensHe Ha
Kputepuute (No T.A) C BCU4KM HEOBXoAUMM nscneBaHus.

= Enukpusa/EtanHa enukpuaa, BKNIOYBalLA JaHHW OT aHamHesara, cratyca u
NpeAxoxaallo neyexve

CNELMAITU3NPAHA = EKCNepTHO CTaHOBMIE C ACHA MEAMLMHCKA MOTUBAUMS (3a4bIKUTENHO ce
KOMUCUA > otbensssa nunca Ha W3KNIOYBALLW KpUTEpUU (MOAMUCaHO OM BCUYKU YNIEHO8E
Ha crieyuanuaupaHama KOMUCUs)

= “ [potokon 3a npeanuceaHe Ha nekapcrea, 3annawann ot H3OK/P30OK" —

06p. M3-H3OK (nodnucaH om ecuyku 4neHose Ha creyuanusupaHama
Komucusi)

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona B

ot 330 B LY Ha H30K P30K

MpoTokonu 3a npoALKaBaHe Ha neveHue

= [lonbnHeHO W noanucaHO  npunoxenwe 1- nUCT 3a onpepensHe Ha
kputepuute (no 1.6)

= Enukpusa/EtanHa enukpu3a, BKNioYBalla AaHHW OT aHamHesara, cratyca u
npeaxoxaallo neyexve

CMELMANIU3UPAHA »| " [EKCnepTHO CTaHOBMWE C CHA MEAMULMHCKA MOTUBALMS (38ABIKUTENHO Ce

Kkomucus otbensiaea nunca Ha U3KNIYBaLLW KpUTEpUN (MOONUCaHO OM BCUYKU YNIeHo8e

Ha cneyuanusupaHama KoMUcus)

/ =  “MpoTokon 3a npeanucBaHe Ha nekapcTea, sannawaxu ot H3OK/P3OK” - o6p.

M3-H30K (nodnucan om ecuyku YneHoee Ha crneyuanuaupaHama KOMUcusi)

Komucus no un. 78, 7. 2 ) 3asepka Ha npoTokona B
ot 330 B LIY Ha H30K P30K

Il. OBLUM NONOXEHUA

1. 3011 nopasa noaroTeenuTe AokymeHTH B P30K, Ha TepuTopMsATa Ha KOATO @ Hanpaeuno n3bop Ha OMNJ1. lokymeHTuTe
BKNIOYBAT:

1.1. 3anBnenue ao upektopa Ha PSOK.

1.2. MonbnHeHo 1 noanucaHo Npunoxexue 1. Monbnea ce No CLOTBETHATa TOYKa M Ce npunara oTpaseHata B Lnpos
VHZEKC MeAVLIMHCKA JOKYMEHTaLWA, YA0CTOBEPABALLIA BCEKWU €/IMH OT Kputepuure.

1.3. MbnHusT Habop uscneaBaHus (pusnkanHn, UHCTPYMEHTanHW U nabopaTopHu), OTpaseH B Npunoxexue 2.

1.4.NMpotokon 3a npeAnucBaHe Ha nekapctea, 3annawanum ot H3OK/P30K" - o6p. M3-H30K, uspapeH ot
cneuvanuavpasa komucus. lMpunara ce opuruHan Ha NpoToKona, a Npu KaHAWAaTCTBaHe 3a NpPoAbIKasaHe Ha TepanusTa ce
npeACcTaBs OpUriHan Ha NPeAXoAHUA NPOTOKON C OTPA3eHWN BCUYKW HA3HAYEHWs! MO Hero.

1.5. Nexnapauusn 3a uncpopmupaHo cbrnacue no obpasey (npunoxenue 3)
2. P30K npuema aoKyMeHTUTE MO TOuYKa 1 cnea cnpaBka OTHOCHO 3APaBHOOCUIypUTeNnHUA craTyc Ha 30J1.
3. MbpBUAT U BCeKK crieaBall NPOTOKON ce uaaasar 3a nepuoa Ao 180 guw.

74 V3VICKBAHUS HA H30K NPV U3NABAHE HA NPOTOKOSN 3A MPOBEXIAHE HA NEYEHVE HA MAUMEHTWU C KNCTO3HA
OUBPO3A / MYKOBUCLIMIO3A/ - B cuna oT 1 anpun 2016 roguHa
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NPUNOXEHWE 1

JUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOABLIMKABAHE HA NEYEHUETO HA NALUMEHTU C
KACTO3HA ®UEPO3A / MYKOBUCLUMAO3A/

[ Wme: [ErH] T T T T T T T T 7

3abenexka: meduyuHckama OoKymeHmayusi, ydocmoeepsieauja 6Ceku Om Kpumepuume e rocoyeHa ¢ Yugpa 6 UHOEKC U 3a0BL/DKUMENHO
npudpyxaea HaCMOAUOMO NPUNOKEHUE.

A. |. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE C MULTYENZIMES (3A0B/MKUTENHU CA BCUYKU KPUTEPUW

MKE E84.0, E84.1, E84.8

Lluaruou. [AoKasaHa 4Ypes KIMHUYHW nokasaTenu 3a naHKkpeacHa HeAOoCTaTbYHOCT, NOTEH TeCT U FeHeTUYHO

noTebpAeHa

Bbapacr Ao 5 roauHu A

T Mpu Hanu4Ke Ha xocnuTanusauus ce npunara enukpusa ¢ Homep Ha U3 ¢ paBHoCT 40 1 MECceL| Npeavn KaHAUAATCTBAHETO
YAOCTOBEpPSABA Cé C NOANUCK Ha YNeHOBEeTe Ha KOMUCUATA B NpUNoXxeHue 1 Ha HaCTOAWMNTE U3UCKBAHUA

A. Il. KPUTEPUMN 3A 3AMOYBAHE HA NNIEYEHUETO C MULTYENZIMES U DORNASE ALFA (3AQBIMKUTENHN CA
BCUYKU KPUTEPUM)

MKE E84.0, E84.1, E84.8

[eHeTUYHO NOTBBPAEHA AnarHosa !
DYHKUMOHANHO W3cneaBaHe Ha AuLIaHeTo 4
Jlunca Ha uskniouBawm kputepum no 7. B i
" Mpu Hasnuve Ha XocnUTanM3auMA ce Npunara enukpuaa c Homep Ha U3 c AaBHOCT 40 1 MEC. NPEAW KaHAWAATCTBAHETO WK eTaNHa enukpuaa

opuriuHanex ¢MLIJ W1 NOANUCaHO U 3aBepeHo Konue
yaocTroBepsiBa ce C NOANUCU Ha YreHoBeTe Ha KOMUCUATA B NPUNOXeHue 1 Ha HaCTOALUUTE U3UCKBAHUA

A. lll. KPUTEPUM 3A 3ANOYBAHE HA NIEYEHUETO C MULTYENZIMES, DORNASE ALFA U TOBRAMYCIN
(BAABMKUTENHN CA BCUYKU KPUTEPUK)

MKB E84.0, E84.1, E84.8
[eHeTU4HO NOTBLPAEHA AUarHo3a '

DYHKLUMOHAMNHO U3CneABaHe Ha AULaHeTo ¢
XpOHW4YHO HOCUTENCTBO Ha Pseudomonas aeruginosa, NOTBbPAEHO C TP MUKPOBMONOrMYHK N3cneasaHnsa Ha
6GpoHxManeH cekpeT Unu Abnbok MePMeH CEeKPeT, NPoBEAEHN 3a Nepuoz OT ABE rOANHM
Tunca Ha u3kniouBaLWM KpuTepuM no 1. B *
i an Hanuuue Ha xocnuranusauus ce npunara enukpusa c Homep Ha n3c AaBHOCT A0 1 mec. npeav KaHAMAaTCTBAHETO UNK eTanHa enukpuaa
&3 opuruHaneH (UL UM NOANKUCAHO W 3aBEPEeHO konue

yaocToBepsBa ce C NOANMCH Ha YNeHOBEeTe Ha KOMUCHUATA B NpUNoxXxeHue 1 Ha HACTOALWNTE M3UCKBAHUA

B. KPUTEPUW 3A NPOABINKABAHE HA NEMEHUETO (SAABMKUTENHN CA BCUMKU KPUTEPUK)

MKE E84.0, E84.1, E84.8
1

ETanHa enukpusa

Nunca Ha u3knioYBaWy KpuTepun no . B W

[Py HanWuMe Ha XOCNUTANM3aUMA Ce Npunara enukpuaa c Homep Ha U3 ¢ AaBHOCT A0 1 MeC. NPeAU KaHAUAATCTBAHETO
YAOCTOBEPABa Ce C NOANWUCH HA YIIEHOBETE Ha KOMMCHUSTA B NPUNOXeHUe 1 Ha HACTOSUTE UIUCKBAHUA

B. U3KNIOYBALLU KPUTEPUUN

1. TMosea Ha HenoHocumocT kbMm Tobramycin u Dornase alfa

2. KnuHuyHa HeedheKTMBHOCT Npu NPeaXoXaallo nevexHue

3. BkniousaHe Ha 60NHUA B KNMHUYHO Npoy4BaHe™
* KomMucusiTa, KOSITO @ Ha3Hauuna neyeHueTo 1 Habniopasa 301, e AnbxHa He3aGaBHO Aa yBeaomu KomucusiTa 3a eKcnepTuam no un. 78
7.2 B IY Ha H30K. Tean GonHu ce 3anuceaT B OTAeNeH perucTbp U He ryGAT NpaBoOTO CM 3a NpoAbL/IKaBaHe Ha nevyeHueTo cnea
NPUKMIOYBaHe Ha KNMHUYHOTO NpoyYBaHe.

OTroBapsi Ha KPUTEPUNTE 38 NEYEHNE C  oooooieiieieeieieireieeieinns AHEBHA 1038 ...cocceeriiinans

% VI3CKBAHWA HA H30K NPY U3JABAHE HA MPOTOKOMM 3A MPOBEXIAHE HA JIEYEHVE HA MNALMEHTU C KNCTO3HA
®UBPO3A / MYKOBUCLIWAOS3A/ - B cuna ot 1 anpun 2016 roguHa
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NPUNOXEHWE 2
1. NEYEBHO-AMATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW MPOAYKTH, skniodeHn B Mpunoxenve 1 Ha MoanTvBHWS nekapcTeeH cnucbk, kouto H3OK sannawa B
CbOTBECTBUE C HOPMATUBHUTE [JOKYMEHTW 3a YCrOBUATA.

~Tednuua 1

INN OrpaHuyeHus DDD

* [loa 6 roguwHa Bb3pactT
= [lpu naauuenm c ®EO01<25% wnn DEO
>75%
TOBRAMYEIN = CTOiHOCTM Ha KpeaTuHuHa >177 mmol/l 1500 mg
! = [lokasaHa  CBPBXYyBCTBUTENHOCT  KbM
KOWTO W ia @ aMUHOTNNKO3NA

= [loa 6 roguiwHa Bb3pacT
= [pu nauventn ¢ ®EO01<25% unu SEO

COLISTIMETHATE >75% 3
SODIUM * [lokasaHa  CBPbXHYBCTBUTENHOCT  KbM 3Mu
KOJIMCTHH Cy/1(aT UM HOJMMUKCHH B
= [oa 5 ropuwwHa sb3pacT 12m
DORNARE AEFA = [pu nauneHtn c ®BK <40% g y
MULTYENZIMES

2. NPOCNEAABAHE

Onuu;

®EO1> 8 roguhm *
KpbBHa 3axap 4
ASAT ?/ ALAT *
Mwukpo6uonorniHo uscne,

KpeaTMhuH 1 ypesi Ha BCEKM
Tepanusi / 180 gHeBHa amwHO

npeueHka 3

CT/AMP ? % T
KoHcyntauus cbe cneunanuet YHI 2 X X
KoHcyntaums ¢ Hecpponor * X X
KoHcynTauus ¢ HeBponor £ X X

KoHcynTaums ¢ eHaoKpuHonor -

4 W3acnepsanunTa ce npeacTaBAT Ha opuriHanHu BGnaHku unu 3aBepeHn KONWA C NOANKC U nevat Ha 13 (ﬂpM Hanu4ue Ha xocnuranusauyus c
@BHOCT 40 1 MeC. Npean KaHAWAATCTBAHETO ce npunara 3asepeHo Konue oT enukpusa c Homep wn3)
NPU KNUHUYHK NOKa3aHusa

® W3cnenBaHeTO Ce W3BLPLLBA NP NALMEHTH HAA B FOAULHA 8b3pacT

V3UCKBAHUSA HA H30OK MPU U3ABAHE HA MPOTOKONU 3A NPOBEXAAHE HA NEYEHWUE HA MALIMEHTU C KUCTO3HA
SUBPO3A / MYKOBUCLIMAOS3A/ - B cuna ot 1 anpun 2016 roaguHa
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Il. OBLUM UBUCKBAHUA

1. Mpn HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbLMKUTENHO Ce CboBpPa3siBaT BL3PACTOBUTE OrpaHMuEHUs), ChINacHo KpaTkata
XapaKTepuCTUKa Ha CbOTBETHUA NiekapCTBeH NPOAYKT, yTebpAeHa no peaa Ha 3/TMXM.

2. H30K He 3annalua neyenve U3BbH ykasaHaTa Bb3pacToBa rpaHULa B KpaTkaTa xapakTepucTuka Ha npoaykTa.

3. H30K He 3annalua neyenve C 4031 Hajl MaKCUMAIHO Pa3pelLeHnTe No kpaTka XxapakTepucTuka Ha NpoayKTa.

4. B cnyvai Ha HacTbnNuna nojo3upaHa HexenaHa nekapcTeeHa peakuws, nekapst ysepomsea WA no peaa Ha un. 184 ot
3/IMXM. Konue ot cboBiueHneTo ce npunara KbM MeauLMHCKaTa AokyMeHTauns Ha 30J1 npu kaHaMAaTCTBaHe 3a NeyeHue.

5. KOMUCUATA, wuap npotokona Ha 30J1, cbxpaHaBa BTOPM eK3EMNNAP Ha NPOTOKONa W BCUYKM Heobxoaumu

HETO My.

neH pamkoe 002080p 3a MeOUYUHCKUME
24-1om 29 mapm 2016 2. no yn. 54, an.

25 0m 31.03.20162.) u enusam e cuna

. 3a ycnosusima u peda 3a 3annawaHe Ha
npodykmu 6 xymaHHama meduyuHa, Ha

6p. 31 om 2007 2.).

7 ca paspabomeHu Ha ocHogaHue yn. 56 o
(06H., 4B, 6p. 6 om 23.01.2015 2.) u PeweHue
oHa 3a 30paeHomo ocuzypsieare Ha HC Ha H30\
cbenacHo un. 10 wa Hapedba Ne 10 om 24 mapm
ykmu  no un. 262, an. 6, m. 1 om 3akoHa 3a neKaf

A U OUeMUYHU XpaHU 3a creyuanHu MeouyuHCKU yenu

WU3UCKBAHUA HA H3OK MPU U3JABAHE HA NPOTOKONW 3A NPOBEXJAHE HA NNEYEHWE HA NALIMEHTW C KUCTO3HA
®UBEPO3A / MYKOBUCLIMAOS3A/ - B cuna ot 1 anpun 2016 roauxa





