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NPUNOXEHWE 1B

TNUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA JIEYEHUE C PALIVIZUMAB NPU AELA C
BPOOEHU CbPOEYHU MAN®OPMALIUA

Ume: [erd] [ T T T T T T T 1

3abenexka: mMeduyuHckama OoKymMeHmayusi, ydocmoeepsisalya eceku om Kpumepuume € focoyeHa C uugpa 6 UHOeKC U 3a0b/DKUMESTHO
npudpyxasa HacMosAWOMO NPUIOKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA MBbPBU KYPC/CE3OH (BAOB/MKUTENHU CA BCUYKU KPUTEPUU 3A
CBHOTBETHATA I'PYNA BCM)

T
BCM ¢ nAiBo-AeceH WLHT

KomnnekcHu BCM O6¢cTpykTMBHM BCM
MKB Q20.0, Q20.1, Q 21.0, Q21.2,
Q21.4, Q25.0, Q26.2, Q26.3 MKB Q20.3, Q20.4, Q22.6, Q25.5 MKB Q23.0, Q25.1
= CbpaeyHa HepocTaTbuHocT llI-IV = CbpaeyHa HegocTaTbyHocT IlI-IV = CbpaeyHa HegocTatbyHocT 111V
chyHKUMOHaneH knac " yHKLMOHaneH knac chyHKUMOHaneH knac

= HeonepupaHu, nokasaxu 3a
onepaTtuBHa KOpeKUMs Unn onepupaqm
C XeMOANHaMWYHO 3Ha4Yumun
"ocTaTbun", Hanarawm
MeAUKaMEHTO3HO fievyeHne 1

L Heonepupanw, noKasaHu 3a » Heonepmpanm, nokasaHu 3a
onepaTtuvBHa KOpekuus unn onepupaHn onepaTuBHa KOpeKuu1si unu onepupaHdu c
C XEMOAUHAMUYHO 3HAUMMM "oCcTaTbUM", | XEMOAUHAMUYHO 3HaYMMK "ocTaTbLmn”,

1 Hanarawy MeankamMeHTO3HO fnevyeHune ! Hanarawy mMeanKkameHTOo3HO fneyeHne !

L Me,quameHTo:;Ha Tepanus t = MeankameHTO3Ha Tepanusa i - ME,D,I/IKaMeHTO:!Ha Tepanus 1

= Exo/MKW - 6enogpobHa xunepToHns -
= Exo/MKU - 3HaunMm NsBo-4eceH WHHT | cpeaHo HansraHe B 6enoapobHata
(Hap1,5:1)72 apTepvisi Haz 25 mm Hg

= Exo/MKW - MpaauenT Haa 50 mm 2
(He3aabIKUTENEH KPUTEPUIA) 5 !

= Exo/MKW - 6enoapobHa XvunepToHus -
CpefHO HansiraHe B Gen%,qpo6HaTa
apTepust Hag 25 mm Hg

2 | Nunca Ha uswiouBawm kputepuu no 1. 5*

npunara ce 3aBepeHO Konue Ha enukpusa, noTebpXjaBaula XemMoAMHaMWU4YHO 3Ha4Yuma BCM, HeOﬁXOAIﬂMOCT OT CbpAevyHa onepauus unu
XEMOAUHAMUYHO 3HAYUMK "OCTaTbLlVI" cnej CbpAevyHa onepauus; enukpusa unu aMGynaTopeH NUCT OT npernej npu cneuuanuct 3a npunaraHo
neyeHue npea nocneaHuTe 6 Meceua
npunara ce konue Ha cuw ot ExoKr/npotokon ot KU
npunara ce ouexka Ha CH no ckana Ha POC
3aALIMKUTENHO B NPOTOKONa A0 BL3pacTra Ha AeTeTo Aa obae OTPa3eHO aKTyariHOTO TefieCHO Terno!
YAOCTOBEpABa Ce C NOANUCUTE Ha YNeHOBETe Ha KOMUCUATA B MPUNOXeHne 1 Ha HacTosLMTE N3NCKBAHUA

CKAIA HA POC 3A OLIEHKA HA TEXXECTTA CbPAEYHA HEAOCTATBHYHOCT NPU KbPMAYETA U MAINKK OELA

KNAC WHTEPNPETALUA

| e AcuMNTOMAaTM4HU !

I e YMepeHO uspaseHa TaxurHes MM U3NOTsIBaHe NMPU XpaHeHe Ha KbpMayeTta
e [lucnHes npu ycunue Ha no-rornemu aeua

e W3paseHa TaxunHesi U U3NOTsIBaHe NPy XpaHeHe Npy KbpMmayeTa
1] e YABLmMKeHO BpeMe 3a XpaHeHe U 3aApbXKKa Ha TernoseH npupact
. I'Ipu no-ronemMu geua n3paseHa aucnHes npu ycunuve

v e CuMNTOMM, BKIMIOYBALUU TAXMUMHESA, MbLIKaHE U YMOpa B NMOKOW

B. U3KIMIOYBALLU KPUTEPWUU (NMPU 3ANOYBAHE HA NEYEHUETO)

1. CBPbX4yBCTBUTENHOCT KbM @KTWBHOTO UMW HSKOE OT MOMOLLHWUTE BeLecTBa
2. TpomGoLUTONEHUSI UNN APYTO HAapYLLEHWE B KPbBOCHCUPBAHETO - MO NPELEHKa Ha NeKkyBalLus ekun

OTFOBapﬂ Ha KpuTepuuTe 3a 3ano4yBaHe Ha

|
FIEYEHUETO C e BAO3A 0 cnassasseeseeens

' W3UCKBAHUA HA H30K MPWU IEYEHUE C PALIVIZUMAB HA JEUA C BPOHXOMNYIMOHATIHA OUCMIA3UA, Bb3HUKBALLA B MEPUHATANHUA
,‘&( MEPUOM, HUCKO TEMO NPU PAXXOAHETO U BPOAEHW CBPAEYHU MANI®OPMALIMU — B cuna oT 1 mapT 2017 rognHa
& |
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NPUNOXEHWE 1B

NUCT 3A OMPEQENSAHE HA KPUTEPUUTE MNPU NPOABLIMKABAHE HA IEYEHUETO C PALIVIZUMAB NPU .IlELlA Cc
BPOOEHU CBLPAEYHU MAN®OPMALIUKU

Ume: ErH

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmosepseawia §ceku om Kpumepuume e rocoyeHa C Uugpa & UHOEKC U 3adbiKumenHo
npudpyxaea HacMosAW,0Mo NMPUIIOKEHUE.

B. KPUTEPUM 3A MPOOBIMKABAHE HA TNEYEHMETO /BTOPU CE30H/ (3AOB/DKUTENHWU CA BCUYKK
KPUTEPUWN)
I

MKB Q20.0, Q20.1, Q20.3, Q20.4, Q21.0, Q21.2, Q21.4, Q22.6, Q23.0, Q25.0, Q25.1, Q25.5, Q26.2, Q26.3

= MpoBeaeH npeaxofeH Kypc Ha neyexue ¢ palivizumab
1 = Bb3pacT A0 2 roavHu
= MpunaraHo MeAUKaMEHTO3HO feYeHnUe Npe3 NpeaxoaHu 6 meceua '

2
2 INunca Ha usknioYBawm kputepum no 1. I

! enukpuan, aMG)’J’IaTOpHM NUCTOBE OT Npernejun npu cneunannucTi C 0TPaseHo npunaraHo nevyeHne npes NpeaxoaHn 6 meceua
zy,nocroaepﬂea Ce C MOAMUCUTE Ha YNEHOBETE Ha KOMUCUATA B NMPUNOXEHNe 1 Ha HacCTOALNTE NIUCKBAHUA

. USKINIOYBALLW KPUTEPUM (MPU NMPOABIIKABAHE HA JIEYEHUETO)

1. CBPbX4yBCTBUTENHOCT KbM @KTUBHOTO UMW HAKOE OT MOMOLLHNTE BellecTsa
2. TpoMBoLMTONEHUS UNk APYro HapyLUeHWe B KpbBOCLCUPBAHETO - MO NPeLeHKa Ha NIeKyBaLus ekun

OTroBaps Ha KpuTepUmMTe 3a NpoAbLIMKaBaHe

HameyeHmeTdic 0000 WS o BRO3A 0 suiesessssesmessese

noAnMCU Ha YIIEHOBETE HA KOMUCHUATA ...........ooiiiiiiiiiniiiiininn

| g

W3NCKBAHUSA HA H3OK NPU NEYEHUE C PALIVIZUMAB HA IELIA C BPOHXOMNYIMOHAJHA ANCTINA3USA, BH3HUKBALLA B NEPUHATANHWA
MEPWOLA, HUCKO TEMNO NPU PAXXOAHETO W BPOLEHW CHPAEYHWN MAJIGOPMALIW — 8 cuna ot 1 mapT 2017 roauHa
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NPUNOXEHUE 2

I JIEYEBHO-OUATHOCTUYEH ANIFTOPUTBM

|
1. NEKAPCTBEHU MPOAYKTWU, sknioveHu B [Mpunoxenve 1 Ha MJIC, kouto H3OK 3annaw@a B CbLOTBETCTBUE C

[ieficTBaLUMTEe HOPMATUBHY [OKYMEHTH.

INN MKB OO3A

P07.0, P07.1,
P27.1, !
Q20.0, Q20.1, Q20.3, Q20.4, = 15 mg/kg TenecHo Terno WHTPaMyCKynHO eAHOKPaTHO
PALIVIESRE Q21.0, Q21.2, Q21.4, Q22.6, MeceyHo 3a 5 meceLia Ha Ce30H
Q23.0, Q25.0, Q25.1, Q25.5,
Q26.2, Q26.3

Il OBLLUWN UBNCKBAHUA

1. Bwb3pacToBarta rpaHuua ce onpegerns KbM Ha4anoTto Ha RSV cesoHa. !

2. [pu HasHauyaBaHe Ha Tepanusi Mo NPOTOKON 3aAbIMKUTENHO Ce CbobpassiBaT Bb3PACTOBUTE OrPaHWUYEHMsl, CbrhacHo
KpaTkaTta xapaKTepucTUKa Ha CbOTBETHUS NekapCcTBeH NPOAYKT, yTBbpAeHa no peda Ha 3MMXM.

3. HBOK He 3annalua neveHne N3BbLH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkara xapakTepucTuka Ha MpoAyKTa.

4. H3OK He 3annalua neyexue ¢ 4031 Haj MakCUMAaIlHO paspeLleHnTe Mo KpaTka XxapakTepucTuka Ha npoaykTa.

5. CMEUWAINIUSUPAHATA KOMWUCUSA uspaBa Pewenue cnes npoBeaeHa Am6GynatopHa npoueaypa Ne 38
»AMOynaTopHo HaGniogeHMe W NpocneAsiBaHe Ha TepaneBTUYHUSI OTrOBOP NPU  MAaUMEHTH, nonyyasalmn
CKBbNOCTPYBaLM NeKapcTBEHM NPOAYKTU MO peaa Ha yn. 78, T. 2 ot 330“ Ha ocHoBaHue 4. 29 u un. 171 ot Pelwenue
Ne PO-HC-04-24-1 ot 29 mapt 2016 r. Ha HagsopHusi cbBeT Ha H3OK u npepoctaBeHa ot 30/ Menuhuucxa
AokymeHTauusi. CneuuanuampaHaTa KOMUCUS CbXpaHsiBa eavH ek3eMnnsp oT PeluenueTo. Mpu nsgasaHe Ha NpoOTOKON Ha
301, cbxpaHsBa BTOpM €K3eMMNNsP Ha MPOTOKOMA, BCUYKM HeoOXOAMMW [OKYMEHTU 3a M3JaBaHETo My W Konue oT
npunoxeHve 1 Ha HacTosIlUUTE M3MCKBaHWS, NOMBIIHEHO MO CLOTBETHATa TOYKA M MOAMMUCAHO OT ureHoBeTe Ha
cneuuvanuampaHara Komucus.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHosaHue 4n. 56 om HayuoHaneH pamkos 002080p 3a MeduYUHCKUMe
deliHocmu 3a 2015 2oduHa (06H., 4B, 6p. 6 om 23.01.2015 &.) u PeweHue Ne PL-HC-04-24-1om 29 mapm 2016 2. o un.

54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 3dpasHomo ocuzypsieaHe Ha HC Ha H30K (o6H. [B 6p. 25 om 31.03.20162.) u
enusam s cuna om 1 mapm 2017 a.

W3NCKBAHWA HA H3OK NPW IEYEHWME C PALIVIZUMAB HA IELIA C EPOHXOMNYJIMOHANHA AUCMNIA3MSA, Bb3HUKBALLA B MEPUHATANHUA
MEPWOM, HACKO TEIMO NP PAXXOAHETO M BPOAEHW CbPAEYHU MANNGOPMALIUM — B cuna ot 1 mapT 2017 roauHa
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MPUNOXEHUE 3

|
LEKNAPALMA 3A UHOOPMUPAHO CbITACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOOBIDKABAHE HA
JIEYEHUETO C NEKAPCTBEHWUA NPOOYKT

cnej Kkato ce 3amno3Hax ¢ usnata Mu  npejocraseHa VIHdJOpMauMﬂ W uenta Ha nevyeHWeTo C neKkapcTBeHusi
NPOAYKT.
NOCTaBeHUTE OT MEH BBMNPOCH, AeKrapupam Ye:

W cnej Kato nosyyux vusyepnaTtenHu OTroBopvu Ha

1. Llle cnassam npenopbyaHarta M1 CXema Ha fneyeHne 1 NepuoANYHOCT Ha KOHTPOMHUTE nperneau.

2. PepoBHO Lie Ce sBSIBAM Ha KOHTPOMHW Mpernean W HaAMa Aa MPOMEHsSIM CaMOBOMHO WNW Moj ApYro BHyLIEHue
HasHayeHaTa Mu Tepanusi.

3. [pu npeyctaHoBsBaHe Ha NEYEHUETO NO NPUYMHY, HEMPOU3TUYALLIW OT peLleHneTo Ha KomucusTa 3a ekcneptusn 8 P3OK
wimnn KomucusaTa no un. 78, 1.2 ot 330, we yBeaoms He3abaBHO nuuHWs cu nekap u P3OK n we sbpHa B P30OK
nocrneaHWsi NPOTOKOS, MO KOWTO CbM MonyyaBan/a nekapcTBeHus NpoaykKT.

4. Tlpn HecnassaHe Ha MOCOYEHWUTE YCNOBUSI NEYEHUETO MU C YNOMEHaTUs NeKapCTBEeH NPOAyKT we 6bae npekpareHo v

HAMa Aa uMam npeteHuun kem H3OK. .

JlOKNAPATOP:: cunusveuss SMRI s vosstissesomissuostunss fogins vossns sorsnasoppusssns
(Mme, npe3ume 1 hamunus)

EBNNC: ... covsccssinnnsmmsasismsmann:

W3UCKBAHWUSA HA H30K MPW NNIEYEHMUE C PALIVIZUMAB HA IELIA C BPOHXONYJIMOHANHA AUCTNA3USA, Bb3HUKBALLA B I'lEPVIHATAJ'IHI/Iﬂ
MEPWO[, HACKO TEMNO NPWU PAXXIAHETO U BPOAEHW CbPAEYHW MANIOOPMALIVA — B cuna oT 1 mapT 2017 roguHa
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HALUWOHAIHA 30PABHOOCUIYPUTEITHA KACA

Cogpun 1407, yn. “Kpuuum” No 1 www.nhif.bg men: men: +359 2 9659121 |

YTBBbPXXOABAM:
YMPABUTEJ HA H3OK: /n/
A-P NMAHKA KOMUTOB

OWPEKTOP/B

N3UCKBAHUA HA H3OK
NPU NEYEHUE C PALIVIZUMAB HA [ELIA C
BPOHXOMYJIMOHAJITHA OUCTINA3UA,
Bb3HUKBALLA B NEPUHATAITHUA NMEPUOL
HWUCKO TEIO MNPU PAXXOAHETO U

BPOAEHWU CBbPOEYHU MAJT®OPMALIUA
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U3UCKBAHWS HA H3OK NMPU U3OABAHE HA MPOTOKONN 3A NPOBEXAAHE HA JIEYEHUE C
PALIVIZUMAB HA JELIA C EPOHXOMYIIMOHAINHA AUCIMIA3USA, HACKO TEMNO NPU PAXXOAHETO U
BPOJEHW CbPAEYHU MANI®OPMALIU B U3BBHBEONHUYHATA MOMOLL

MpoToKkoNbT Ce W3faBa OT CheunanuavpaHa KoMucus B nedeGHo 3aBepeHue 3a GONHW4YHA nomou, CKMIOUUNo
poropop ¢ H3OK. CneuuanusvMpaHuTe KOMMCUM MoraT Aa BKMNOYBAT cheuuanucT ¢ KoA Ha cneuvanHoct 56
(HeoHaTonorus), 35 (aetcka kapavonorus) u 36 (getcka I'lHeBMOnOI'Mﬂ n TM3MaTpus) U ce Cb3gaBaT CbC 3anosej Ha
avpekTopa Ha cneawute J13: CBANAB — rp. Codusi, CBATIAT MaituuH aom” — rp. Cocous, YMBAT ,Ce. Meopru” — rp. Mnosaus,
YMBAN ,Cs. Mapuna” — rp. Bapa, CEATASl ,Mpoc. A-p Aumutbp Ctamatos” — rp.Bapra, YMBAI ,[eopru CtpaHcku™ — rp.
MneseH, YMBAI = rp. Ctapa 3aropa, MBAJ1 “INpod. a-p CTosiH Kupkosuy” — rp.CTapa 3aropa, MBAI — ,HKB" — rp. Codpusi.

. PEQ 3A 3ABEPABAHE HA MPOTOKOJMUTE

MpoTokonu 3a 3ano4BaHe Ha TepanuaTa

= [lonbAHEHO M NOANWUCAHO NpuUroxXeHue 1 — NUCT 3a onpeaensiHe Ha KpuTepunuTe
C BCUYKM HEODXOAMMU n3cneaBaHuns

= Enukpu3alu, BKNOYBalla/M JaHHW OT aHamHesarta, cratyca U npeaxoxjailo
neveHue

= PeweHne Ha creuuanuavpaHa KOMUCUS C SICHa MeAMLMHCKA MOTUBaLMs
(3apgbmKuTenHo ce oTbens3Ba nunca Ha WU3KYBaly Kputepun (nodnucaHo om.
BCUYKU Y/ieHose Ha crieyuanu3upaHama KOMUCUH)

= ‘llpoTokon 3a npeanucBaHe Ha riekapcTBa, 3annawjaHiu oT HSOK/P3OK" -
06p. M3-H3O0K (nodnucaH om ecuyku 4YneHose Ha crieyuanusupaHama Komucus)

CMNEUWATIUSUPAHA
KOMUCUA

A 4

Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona
330 B LY Ha H30K B P3OK

MpoTokonu 3a NPoAbMKaBaHe Ha TepanusaTa

= MoNbAHEHO W NOANUCAHO NpUrIoXeHue 1 — NUCT 3a onpeaensHe Ha KpuTepuuTe ¢
BCMYKM HEOBXOANMM U3CNeaBaHNs

CMELIMANTU3UPAHA = AMBynaTopeH nucT/enukpusa, BKNOYBALLA BCUMKU HEOBX0AUMYN AaHHU, OTHOCHO
KOMUCUSA »| mpoBeaeHo neveHue

= PelleHMe Ha crneuuanuaupaHa KOMMCMA C ACHa MeAuLMHCKa MOTuBauvs
(3apbmkuTeNnHO ce OTBEns3Ba Nunca Ha U3KMIoYBalm Kputepuu (modnucaHo om
8CUYKU YIleHo8e Ha crieyuanu3upaHama KOMUcUsi)

= “[[poTOKON 3a MPeAnuCBaHe Ha NnekapcTea, 3annaiaHn ot H3OK/P3OK™! - obp.
M3-H3O0K (nodnucaq om scuyku YneHose Ha crieyuanuaupaHama KoMucusi)

Komucus no un. 78, 1. 2 ot | 3asepka Ha npoTtokona
330 B LY Ha H30K ”| B P30K
| |
Il. OBLY NONOXEHUA

1. 3011 nogasa noaroTeeHuTe AoKyMeHTU B P30K, Ha TepuTopusiTa Ha KOAITO e HanpaBuno us6op Ha OMNJIl. [lokymeHTUTe
BKInYBaT:

1.1. 3asBnexue go [upektopa Ha P3OK.

1.2. MonbAHEeHo 1 NoanucaHo npunoxexue 1. MonbrBa ce Mo CLOTBETHATa TOYka W Ce npunara oTpaseHaTa B LMPpPOB MHAEKC
MeAVLIMHCKa A0KYMEHTaLMS, YAO0CTOBEPABALLA BCEKN EANH OT KpUutepuure.

1.3. “MpoTokon 3a npeAnMcBaHe Ha nekapcTea, sannawanu ot H30K/P30K" — 06p. M3-H30K, usaaneH ot cneunanusupaqa
KOMuUcua. I'Ipunara Ce opurvHan Ha npoTokona, a npu KaHavaaTcTBaHe 3a npoabliKaBaHe Ha TepanusTa ce npeacrass opurunHan
Ha NPEeAXOoAHWS MPOTOKOM C OTPa3EHM BCUUKW Ha3HaYeHUs NO Hero.

1.4. [leknapauus 3a nHgopMUpaHo cbrracue no obpasel (npunoxexune 3)

2. P30K npuema goKyMeHTUTE No T. 1 crieA cnpaska OTHOCHO 3APaBHOOCUTypUTenHus ctatyc Ha 30J1.

3. MLPBUAT M BCEKM NopeAeH NPOTOKON Ce U3fjaBa BeAHBX roAMIlHO 3a nepuoa Ao 150 AHM no BpeMe Ha OYaKBaHU
nepuoau Ha puck ot RSV B o6uecTBoTO. 3asBuUTenHu aokymeHtn B P30OK ce npuemar ot 1 asryct Ao 15 sHyapu.

WN3WCKBAHUSA HA H30K MPU NIEYEHUE C PALIVIZUMAB HA JELIA C BPOHXOMNYNIMOHANIHA AUCMNA3USA, Bb3HWUKBALLA B MEPUHATANHUSA
MEPWOL, HUCKO TENO NPU PAXXAAHETO U BPOJEHWN CBPAEYHN MANGOPMALIUM — B cuna oT 1 mapT 2017 roguHa
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NPUMNOXEHWE 1A

|
JIUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3AMOYBAHE HA JIEHYEHUE C PALIVIZUMAB NPU OELIA C
BPOHXOMYNIMOHAITHA AUCTINA3USA, Bb3HUKBALLA B MEPUHATAITHUA NEPUOA

[Wwe: Jerw] T T T T T T T 1

3aGenexka: MeduyuHckama OoKymeHmayusi, ydocmoeepsisawa 6CeKu Om Kpumepuume € focoyeHa ¢ yugpa & UHOBKC U 3adbIKUMesnHoO
npudpyxaea HaCMOoAULOMO NPUSIOKEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC/CE3OH (3A0B/MKUTESNHU CA BCUYKU KPUTEPUW)

MKB P27.1

CurypHa guarHo3a 3a 6poHxonyriMoHarnHa aucnnasus* 1
= HeAoHOCEeHW Aeua Cr. B. < 28 ceaMMUM U GPOHXONYNMOHAnNHa AUCTNasus Ha BbapacT Ao 12 meceua; |
1 = HeJOoHOCEHM Aeua Cr. B. 29 — 35 ceAMnLM 1 BPOHXOMyNMOHanNHa Avcnnasns Ha Bb3pacT 4o 6 meceua;
= HeAoHoCeHW feua cr. B. < 35 ceamuum U GpoHxonynMoHanHa AUCnnasus Ha Bb3pacT A0 2 roAvHW U npunaraHo
rieyeHme npes npeaxoaHn 6 meceua (kucnopog, GpoHxoaunaTaTopu, AMypeTuLm, KopTUKocTepouam) 2

2 | Nunca Ha uskouBalm kputepum no 7. 5 2

1 €nuKpu3a/v OT HEOHATONOMMYHO OTAENEHNE, I'IOTEbp)KAaEau.la/VI AvarHosa EpOonnynmonanHa Aucnnasus; enukpusa mnm aMGy]‘IaTOpeHll’WICT oT
npernea npu cneuynanucT 3a npunaraHo nevyeHve npes nocnejHure 6 meceua;

3aABMKUTENHO B NPOTOKOMNA A0 Bb3pacTTa Ha AeTeTo Aa ©bAe oTpa3eHo akTyanHoTo TenecHo Terno!

ZYAOCTOEepﬂEa Ce C NoAMUCUTE Ha YNIeHOBETE Ha KOMUCUSTA B NMPUNOXeHNe 1 Ha HacCTOALUUTE U3UCKBAHUA

3abenexka:

*

KpuTepuu 3a nocTaBsHe Ha [AuarHosa OGpOHXOMyMMOHanHa AUCNNasus: KIMHMYHWM MPOSIBU Ha AuxaTenHa
HEeAOCTaTbYHOCT Mpe3 NbpBUTE ABE CEAMMUM OT XKWUBOTA, M3UCKBalM NPOBEXAAHE Ha KUCIOPOAONieYeHue unu
npunoxeHue Ha HasaneH CPAP/ MexaHM4YHa BEHTUNAUUs; KNMHUYHKU Genesu 3a aGHOpMHA pecnvpaTopHa OyHKUMS HA U
cnen 28 pgHeBHa BBL3pacT; KMCNOPOAHWM HYXAu > 21% 3a noaabpxaHe Ha PAO; > 50 mm Hg wvnu TpaHCKyTaHHa
KucriopoaHa catypauus Hag 90% Ha u cried 28 AHeBHa Bb3PacT; Pe3ynTaT oT peHTreHorpacus Ha 6sn apo6; nscneasaxe
Ha KAC.

B. U3KITOYBALLY KPUTEPUU (NMPU 3AMOYBAHE HA NIEYEHUETO)

1. CBpPbXYyBCTBUTENHOCT KbM aKTUBHOTO UM HAKOE OT MOMOLLHUTE BeLiecTsa
2. TpomBOoLMTONEHUS MU APYFO HAPYLUEHUE B KPBbBOCHCUPBAHETO - MO MPeLieHKa Ha NeKkyBalus exun

OTroBaps Ha KpUTEPUMTE 3a 3anouBaHe Ha
NEeYEHUETO C o rrrrmmmrmmmmmmmmssmmsssnnnnnenene

V3UCKBAHWSA HA H30K MPW NNEYEHUE C PALIVIZUMAB HA JELIA C EPOHXONYJIMOHANHA AUCTIIA3UA, BE3HUKBALLA B NEPUHATANHUA
MEPWOJ, HACKO TEFNO NPU PAXXOAHETO U BPOAEHW CbPAEYHU MANI®OPMALIUA — B cuna oT 1 mapT 2017 roauHa
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NPUNOXEHWE 1A

JIUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA NIEYEHUETO C PALIVIZUMAB NMPU OELUA C
BPOHXOMYJNIMOHAJIHA OUCMNITIA3UA, Bb3HUKBALLA B MEPUHATANHUA NEPUOL

ime: [erh] [ [ T [ T T [ [T ]

3abenexka: meduyuHckama OoKymeHmayusi, ydocmosepsisalya CeKu Om KpUmepuume € focoyeHa C yughpa 6 UHOBKC U 3adb/mKUMmesTHo
npudpyxasa HaCMOAULOMO NPUIOKEHUE.

B. KPUTEPUU 3A MPOOBLIMKABAHE HA JEYEHMETO /BTOPU CE30H/ (3AOQBIMKUTENHU CA BCUYKMK
KPUTEPUWN)

MKB P27.1

1 CurypHa pauarHosa 3a GpoHXONyfMOHanHa AMCMNasus Ha Bb3pacT 40 2 I'OAVI1HVI W npunaraHo neyeHue npes
npeaxoaHn 6 meceua /kucnopos, GpoHxoaunaTaTopu, AuypeTuum, koptukoctepouan/*

2 | Nunca Ha U3KMIOYBALLM KPUTEPUM MO T. r? |

" ennkpn3a, amMBynaTopeH NUCT OT MpernieAn NpU CMELManucTil C OTPa3eHo MpUNaraHo feyYeHre Npea NpeAxoAHn 6 Mecela /Kucnopog,
GpoHxoaunaTaTopu, uypeTuLm, KopTukocteponan/
2yaocToBepsiBa Ce C NOANMCUTE Ha UNEHOBETE HA KOMUCHSTA B NPUIOKEHUE 1 Ha HACTOALLWTE USNCKBAHUS

3abenexka: ' |

*lNpu geuarta ¢ recTauyMoHHa BbL3pacT 28 ceAMMUM M Noa 28 ceAMMUM C AWArHo3a GPOHXONYNIMOHAmNHA AWCNNA3vA ce
npunara Palivizumab o 12 meceyHa Bb3pacT, He3aBMCUMO OT HeOGXOAUMOCTTA OT fieYeHue npes nocrneaHuTe 6 meceua.

. U3KIKOYBALLU KPUTEPUU (MPU NMPOABIMKABAHE HA JIEYEHUETO)

1. CBpbX4yBCTBUTENHOCT KbM AKTUBHOTO WUITW HSIKOE OT MOMOLLHUTE BeLlecTsa
2. TpomBOoLMUTOMEHUS UMW APYro HapYLUEHWE B KPbBOCHCUPBAHETO - MO NPELEHKa Ha NeKyBaLLma ekvn

OTroBaps Ha KpUTEpUUTE 3a NpoALIDKABaHe
Hanedehmeroie T smpseeesensisveanieie

BAoo3a .

W3NCKBAHUA HA H3OK NPU JIEYEHWE C PALIVIZUMAB HA JELIA C BPOHXOMYJIMOHANHA AUCMNNA3USA, Bb3HUKBALLA B MEPUHATANHWA
MEPWUOA, HUCKO TErNO MPU PAXIAHETO W BPOOEHN CbPAEYHN MANOOPMALIUW — B cuna ot 1 MapT 2017 roauHa
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JIUCT 3A ONPEQENAHE HA KPUTEPUUTE MPU 3AMOYBAHE HA JIEHYEHUE C PALIVIZUMAB
MPU HEOOHOCEHM OELIA C U3KIKOYUTENHO HACKO TEMNO UMK C HACKO TEMNO NPU PAXXOAHETO

[erw] T T T T T T T 1]

3abenexka: MeduyuHckama AokyMeHmauyus, ydocmosepsisala 6CeKu Om Kpumepuume e noco4yeHa C yugpa € UHOBKC u 3adb/KUMenHo
npudpyxasa HaCMOAU,0MO NPUSIOKEHUE.

Ume:

A. KPUTEPUU 3A 3AMNOYBAHE HA MbPBU KYPC/CE3OH (3AOBIPKUTENTHA CA BCUYKU KPUTEPUK)

MKB P07.0, P07.1

HenoHocenu Aeua ¢ r. B. £ 30 recTaUMOHHM CEAMMULM C M3KITKOYUTENHO HUCKO (S 999 rp.) unu ¢ Hucko (1000 —
2499 rp.) Terno nNpu paxaaHeTo Ha Bb3pacT Ao 12 meceua !

2 | Ilunca Ha u3knYBalyM Kputepum no 7. b 3

1

enuKpu3a/m oT HEOHaTONOTNYHO OTAENEHNE, NOTBbPXKAABALLA reCTauMoHHa Bb3PACT U U3KMIOYUTESTHO HUCKO UMW HUCKO Terno npu paxaaHero;
zaaAbﬂ)KVlTenHO B NPOTOKOSa A0 BL3pacTTa Ha AeTeTo Aa ObAe oTpa3eHO aKTyanHoTO TefecHo Terno!

YAOCTOBEPsiBaA CE C NOANUCUTE Ha YNEHOBETE Ha KOMUCUATA B NPUNOXeHue 1 Ha HacToALUMTE M3NCKBAHWS

B. U3KITIOYBALLM KPUTEPUU (MPU 3ANOYBAHE HA NEYEHUETO)

1. CBPBbXYYBCTBUTEIHOCT KbM aKTUBHOTO MM HSIKOE OT MOMOLLHUTE BelecTsa
2. TpoMBOUMUTONEHNS UK APYrO HapyLIEHUE B KPbBOCHCUPBAHETO - MO NPELEHKAa Ha NekyBaluus ekvn

oTI’OBapﬂ Ha KpuTepuuTe 3a 3anoYBaHe Ha
neyeHueTo c

b -8 V3UCKBAHWA HA H30K MPU NEYEHWE C PALIVIZUMAB HA [IELIA C BPOHXOMNY/IMOHANHA AUCMNA3UA, BE3HWUKBALLA B MEPUHATANHUSA
,((4 MEPWOJ, HUCKO TEMNO NPU PAXXOAHETO M BPOAEHW CbPAEYHW MAJIOOPMALIUU — B cvna ot 1 mapt 2017 roguHa





