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[image: image2.jpg]N3UCKBAHUA HA H30K NMPU U3OABAHE HA NPOTOKOJIN 3A MPOBEXOAHE HA NEYEHVE C
PALIVIZUMAB HA [ELIA C BPOHXOMYJIMOHANHA AUCMNA3UA B U3BBHBEOJIHUYHATA NOMOLL

MpoTokonbT Ce M3pasa OT CMeunanuaupaHa KoMucusi B neveGHO 3aBefeHMe 3a GOMHMYHA MOMOLY, CKMOYUNO
nporoeop ¢ H30K. CrneumanuaupaHuTe KOMUCHMM Ce Cb3AaBaT CbC 3anoBed Ha AMPEKTOpa Ha N3: knuHuka/oTaenenne no
HeonaTonorus Ha CBANIE — rp. Cocpus, CBAJIAT ,Maituun gom” — rp. Codus, YMBAT ,Cs. leopru” — rp. Mnosams, YMBAI ,Cs.
MapuHa” — rp. BapHa, CBATAJl ,Mpoc. A-p Aumutsbp Ctamator” — rp.BapHa, YMBAIT ,Feopri CTpatcku” — rp. TNnesex, YMBAIT —
rp. Ctapa 3aropa, MBAI “Mpod. a-p CTosiH Kupkoemd” — rp.Ctapa 3aropa.

. PEQ 3A 3ABEPABAHE HA MPOTOKOINUTE

MpoTokonu 3a 3ano4YBaHe Ha TepanusTa

= MoMLMAHEHO 1 NoAnUCaHO Npunoxexue 1A — NKUCT 3a ornpeaernsHe Ha KpuTepu1Te
(no T.A) C BCUYKM HEOBXO0AMMMN U3CTEABaHMs.

= EnukpusaletanHa enukpusa, BKMIOYBall@ [AaHHW OT aHamHesara, crartyca v
npeaxoxaallo neveHue

= EKCNepTHO CTaHOBULIE C SICHA MeAMLMHCKa MOTUBAaUMSA (3aAbIDKMTENHO ce
oT6enA3Ra NUNca Ha W3KIIOYBALUM KpUTEPUM (MOONUCAHO OM 8CUYKU YileHose Ha
crieyuanu3upaqama KoMUcusi)

= “lpoTokon 3a npeanucBaHe Ha NekapcTsa, 3annawadn ot H3OK/P30K" —
06p. M3-H30K (nmodnucar om scuyku 4YieHose Ha crieyuanuaupanama KoMUucusi)

CNELUWMANU3UPAHA
KOMUCUsA

Komucus no 4n. 78, 1. 2 ot 3aBepka Ha npoTokona
330 B LY Ha H30K B P3OK

A 4

npOTOKOﬂVl 3a npoAbinkaBaHe Ha TepanusaTa

= [lonbrHeHo U noanucaHo npunoxexHue 1B — nucT 3a onpeaensiHe Ha KpuTepunTe
(no T1.B)
» AM6ynaTopeH nuc‘rlenMKpma, BKMNoYBaLWla BCUYKN HEOEXO,CWIMVI AaHHU, OTHOCHO

CMELIMANN3NPAHA »| npoBeneHo nevexve

Komucuna "] = EkcneptHo cTaHOBMIE C ficHa MeAMUMHCKA MOTUBALMA (3a4bIKUTENHO Ce
oTOens3Ba nunca Ha W3KMoYBalLM KpUTEPUK (MOOMUCaHO Om 6CUYKU YileHoee Ha
crieyuanu3upaHama KOMUCUsi)
= “MpoToKon 3a npeanucBaHe Ha nekapcTea, sannawarn ot H3OK/P3OK” — obp.
M3-H3OK (nodnucan om ecudku 4ieHoge Ha crieyuanuaupaHama KOMUcus)

Komucusi no un. 78, 7. 2 ot 3aBepka Ha npoTokona

h 4

330 B LY Ha H30K B P30K

. OBLLM NMOJNTOXEHUA

1. 30J1 nopasa noaroTeeHnTe AokymeHTH B P30K, Ha TepuTopusiTa Ha KOsITO e Hanpasuro usbop Ha OMI. lokymeHTuTe
BKJIIOYBAT:

1.1. 3asBnenue Ao Jupekropa Ha P3OK.

1.2. MombAHEeHO 1 noanMcaHo npunoxexue 1. Monbnea ce Mo CbOTBETHATA TOUKa M Ce Mpunara oTpaseHaTa B LMPOB MHAEKC
MeauUMHCKa JOKYMEHTaLus, yA0CTOBEpsSBalla BCEKM eAMH OT KputepuvTe.

1.3. .“MpoTokon 3a NpeAnUcBaHe Ha yiekapcTsa, 3annaliaHu ort H3O0K/P30K" — 06p. M3-H30K, usganeH ot cneuvanuavpaHa
komucms. MNpunara ce opuriHarn Ha NPOTOKoNa, a Npu KaHAMAATCTBAHe 3a NPOAbINKaBaHe Ha TepanuaTa ce NpeAcTass opuriHan
Ha NpeAxoAHUS MPOTOKON C OTPa3eHN BCUHKM HAa3HauYeHUs! Mo Hero.

1.4. [leknapaums 3a MHOPMMpaHo cbriacue no obpasel (npunoxetue 3)

2. P3OK npuema fokyMeHTUTE no T. 1 crnea cnpaBka OTHOCHO 3A4PaBHOOCUTYPUTENHUS cTaTyc Ha 301.

3. [MLPBUAT M BCEKM MOpeseH NPOTOKON €& U3AaBa BEAHBX FOAULLHO 3a NepuoA OT 5 Meceua. 3asBUTENHN AOKYMEHTH B
P30K ce npuemar ot 1 centemBpu Ao 30 HoeMBpwy.

‘ —n_ WN3UCKBAHWA HA H3OK MPW JIEYEHWE C PALIVIZUMAB HA [IELIA C BPOHXOMYIMOHANHA LUCNNIA3UA, Bb3HUKBALLA B MEPUHATANIHUSA
(q NEPWO/ - B cuna ot 1 centemepu 2014 roanHa
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JINCT 3A ONPEOENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA NEYEHUE C PALIVIZUMAB NPU AELIA C
BPOHXOMYNMOHANHA AUCNNA3UA, Bb3HUKBALLA B MEPUHATAINHUA NEPNOL

Ve [eri] [ T T T T [ [ [

3abenexka: Meduyurckama AoKyMermayusi, ydocmosepsieauia eceku om Kpumepuume € rocoveHa C yugpa e uHOeKC u 3adbimKumesnHo
npudpyxaea HacCmMosIU{OMO NPUIIOKeHUe.

A. KPUTEPUU 3A 3AMOYBAHE HA MbPBU KYPC (3AQBIKUTENHU CA BCUYKU KPUTEPUWN)

MKB P27.1

CurypHa AuarHo3sa 3a 6poHXonynMoHanHa aucnnasma* !
= He[JOHOCEHU Aeua CT. B. < 28 ceaMuLy 1 GPOHXONyNMOHAaNHa AUCANasus Ha Bb3pacT 4o 12 meceua;
1 *  HefoHOCEHU feua cT. B. 29 — 35 cegMnLM 1 GpPOHXOMyNMOHarnHa AMCnnasws Ha Bb3pacT Ao 6 meceua;
»  HeJoHOCEeHM Aeua ¢ T. B. < 35 ceamMuUM U GPOHXONMYNMOHAMNHA AUCTNAa3ns Ha Bb3PacT A0 2 roAvHN M npunaraHo
neyeHune npes NpeaxoAHu 6 Meceua (kucropoa, 6poHxogunaraTopy, AMypeTuLm, KopTMKOCTepom,uM)

2 | Jlunca Ha u3kno4BalLM KpuTepuM No 1. 6 3

1 enuKpm3a OT HEOHATOMOrM4YHO OTAEeNeHue, NoTeBbPXKAaBalia AuarHosa BpoHXonynMOoHanHa AUCnnasusi; enukpusa unu aM6ynaTopeH nucT oT
nperne npv cneunanucT 3a npunaraHo fievyeHne npes nocnegHure 6 meceua;
3ap,1,n)xwrenno B NpOTOKONa Ao Bb3pacTTa Ha AeTeTo Aa 6bae OTPa3eHo aKTyanHoOTO TenecHo Terno!

ynoc‘roaepﬁEa ce C NOAMUCUATE Ha YNEeHOBETE Ha KOMUCUATA B NPUNOXeHne 1 Ha HacToALUUTE M3UCKBAHWSA

3abenexka:

*

KpMTepuu 3a nocrtaBAHe Ha pAguarHosa 6p0onnynM0HanHa aucnnasusi: KNMHMYHU NposiBU Ha AuxaTtenHa
HedoCTaTbYHOCT Npe3 nbpBUTE ABe ceaMuLn OT KMBOTA, MU3NCKBallKM nNpoBeXaaHe Ha Kucrnopopone4vyeHue wnu
npurioxeHue Ha HasaneH CPAP/ MexaHWuYHa BeHTMNaums; knuHnyHu Geneau 3a abHopmHa pecnupaTopHa (YHKUMS Ha U
crieq 28 AHeBHa BbL3PacT; KUCNOPOAHW Hyxau > 21% 3a nogabpxaHe Ha PAO; > 50 mm Hg wnu TpaHckyTaHHa
KMcriopogHa caTypaums Haa 90% Ha 1 crief 28 AHeBHA BL3PacT; Pe3ynTarT oT peHTreHorpacusi Ha 6sn Apo6; uscneasaxe
Ha KAC.

B. U3KMIOYBALLW KPUTEPWUU (NPU 3ANOYBAHE HA NNEYEHUETO)

1. CBpbX4yBCTBUTEMHOCT KbM aKTMBHOTO UMM HAKOE OT NOMOLLHWUTE BeLecTsa
2. ®eBpunHo CbCTosIHUE /yMEpPEHO 0 TEXKO/ - Mo NpeLeHka Ha NekyBaLys ekun
3.  TpoMBOLMTOMEHUS UMK APYrO HapyLUeHWe B KPbBOCECMPBAHETO - MO NPeLeHKa Ha NekyBaLiua exun

OTrOBapﬂ Ha KpuTepuuTe 3a 3anoyvsBaHe Ha
JieyeHueTo c

b —n_ M3MCKBAHMSA HA H30K NPU NIEYEHWE C PALIVIZUMAB HA [IELIA C BPOHXOMY/IMOHAMNHA INCMNA3NA, Bb3HUKBALLA B NEPUHATANHUA
k MEPWNOA — B cuna ot 1 centemspy 2014 roauHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA NEYEHUETO C PALIVIZUMAB NPU ELA C
BPOHXOMNYNMOHANHA AUCNNA3UA, Bb3HUKBALLA B MEPUHATAINHUA NEPUOL
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3abenexka: MeduyuHckama AoKymeHmauyusi, ydocmosepsisala eceKu om Kpumepuume e focodeHa C yugppa 6 UHOBKC U 3a0b/LKUMENHO
npudpyxasa HacCMoAW,0MO NMPUITOXEHUE.

B. KPUTEPUU 3A NPOOBLIMKABAHE HA NEYEHUETO (SAQBIDKUTENHU CA BCUYKN KPUTEPUN)

MKB P27.1

1 CurypHa AuMarHo3a 3a GpoHxonyriMoHasnHa Aucnnasus Ha BbapacT Ao 2 rog. 1 npunaraHo neveHve npes nNpeaxoaHu
6 mec. /kucriopoa, GpoHxoaunaTaTopu, AuypeTuum, KopTukocTeponau/*

2 | Nlunca Ha u3knouBawWm kputepun no T. I 7

' enukpusa, amBynaTopeH NUCT OT MpPernieAun NpU CNELWanucTu ¢ OTpa3eHo NpUNaraHo nevexve npes npeaxoaHn 6 mec. /kucnopopg,
6poHxogunaTaTopu, AypeTuLM, KopTukocTeponamn/
2ynocToBepsBa Ce C NOANUCUTE Ha YNEHOBETE HA KOMUCUATA B NPUNOXKEHNE 1 Ha HACTORLLMTE U3NCKBAHUR

3abenexka:

*Mpu peuarta ¢ recTauMoHHa Bb3pacT 28 cegmuum M noa 28 ceamuum ¢ AvarHosa GpoHXonynMOHanHa gucnnasusi ce
npunara Palivizumab go 12 mece4Ha Bb3pacT, He3aBUCUMO OT He06X0AUMOCTTA OT NeyeHmne npes nocriegHuTe 6 meceua.

. U3KIMIOYBALLU KPUTEPUU (MPU NPOOBINKABAHE HA NEYEHUETO)

CBPBbX4YBCTBUTENHOCT KbM aKTUBHOTO MMM HAKOE OT NOMOLLHUTE BeLiecTea

®ebpuiHO CbCTOSIHUE /YMEPEHO A0 TEXKO/ - NO NPeLieHKa Ha NeKyBaLLus ekun

TpoMBOLMTONEHUS! UMW APYTO HAPYLIEHUE B KPbBOCHCUPBAHETO - M0 NPELEHKa Ha NeKyBaLus exuvn
BkrouBaHe Ha 6ONHWS B KNMHWYHO NpoyyBaHe*

P00 T,

* KoMUCHATa, KOATO € Ha3Hauura nevyeHmeTo u Habnogasa 30J1, e AnbXHa Heza6aBHO Aa yBeaoMu KoMucusTa 3a ekcnepTvau no un. 78
T. 2 B LY Ha H3OK. Tean 6onHu ce 3anucBaT B OTAENEeH pPerucTbp U He rybsT NpaBoOTO CM 3a NpoAL/NXaBaHe Ha rieyeHWeTo creg
NPUKIOYBaHE Ha KMTMHUYHOTO NPOyYBaHe.

O'rrosapﬂ Ha KpuTepuuTe 3a NnpoabImKaBaHe

.................................... B Aosa
Ha neyeHuweTo C A

r‘ -8 UBUCKBAHUA HA H3OK MPU NIEYEHWE C PALIVIZUMAB HA [IEUA C BPOHXONYNMOHANHA ANCNNA3UA, Bb3HUKBALLA B MEPUHATANHUA
‘ l(‘ NEPWO[ - B cuna ot 1 centemspu 2014 rognHa
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I NEYEBHO-OWATHOCTUYEH ANTOPUTBM

1. TNEKAPCTBEHW NPOOYKTW, sknioueHn B [lpunoxenue 1 Ha TIC, kouto H3OK szannawa B CcbOTBETCTBUE C
LenCcTBaLLNTE HOPMATUBHU AOKYMEHTU.

INN MKB OO3A

= 15 mg/kg TEriecHo TEerfio MHTPaMyCKyNHO eJHOKPaTHO MeceyHo 3a 5

PALIVIZUMAB P27.1 Mecelia Ha Ce30H

I OBLLUY U3BUCKBAHUA

1. Bb3pacToBaTa rpaHuLa ce onpepens KM Hayanoro Ha RSV cesoHa.

2. Mpu HasHayaBaHe Ha Tepanus Mo MPOTOKON 3aAbLITKUTENIHO Ce CbobpassiBaT BbL3PACTOBUTE OrpaHUYEHWUsi CbrmacHo
KpaTKaTa XapakTepucTUKa Ha CbOTBETHUS! JiekapcTBEH NPOAYKT, yTebpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annalua nedYeHune U3BbH ykazaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa XxapakTepucTuka Ha npoaykra.

4. H30K He 3annalua neveHue ¢ 403U Haj, MakCUMaIrlHO paspeLLeHUTe Mo KpaTka XxapakTepucTuka Ha NpoaykTa.

5. KOMUCUATA, nspgana npotokona Ha 30J1, cbxpaHsBa BTOPU €K3EMMISIP Ha NMPOTOKONa U BCUYKU Heobxoaumu
AOKYMEHTM 3a U3aaBaHeTo My.

Hacmosiwume U3UCKeaHUsi ca paspabomeHu Ha OcHosaHue 4. 56 om HauyuoHaneH pamkos 002080p 3a MeOUUUHCKUME
dediHocmu 3a 2014 200uHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 cenmemepu 2014 2., cwenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 . 3a ycrnosusima u peda 3a 3annawjaHe Ha iekapcmeru npodykmu 1o 4. 262, an. 6, m. 1. om
3akoHa 3a nexkapcmeeHume npodykmu e XxymaHHama MeduuyuHa, Ha MeOUUUHCKU u3destus U OuemuyHU XpaHu 3a crieyuasHu
meduyuHeku yenu (06H., B, 6p. 31 om 2007 2.).

W3NCKBAHWUS HA H30OK NMPU NIEYEHUE C PALIVIZUMAB HA JELIA C BPOHXOMYJIMOHANHA ANCMNA3USA, BE3HUKBALLA B MEPUHATANIHNA
‘ (4 MEPWO[ - B cuna ot 1 centemspn 2014 roanHa
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LOEKNAPALINSA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOOABLINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

Cref KkaTto Ce 3anosHax C Lsnata MU npefoctaBeHa  MHgopMauus M UenTa Ha JeYEHUETO C feKapCTBeHus
APOAYKT...
NOCTaBeHUTE OT MEH BLMNPOCH, AeKnapupam ye:

WM cnej KaTo nosiydux usdepnartenHu OTroBopu Ha

1. lle cnaseam npernopbYaHaTa My CXeMa Ha riedeHre W NepuoniHOCT Ha KOHTPOHUTE nperrean.

2. PenoBHO lie Ce SBSIBAM HA KOHTPOMHM Mperneau M HAMa Aa MPOMEHSM CamOBOMHO WM MNOA APYro BHylleHue
HasHayeHaTa My Tepanusi.

3. T[lpu npeycTaHOBsIBAHE Ha NEYEHNETO MO NPUUMHM, HEMPOUITUYALLM OT pelLIeHUeTo Ha KomucusTa 3a ekcrnieptusu B P3OK
i Komucusita no url. 78, T.2 oT 330, we yBeaomsi HesaBaBHO Nv4Husi cu nekap n P3OK u e BbpHa B P30K
niocreAHUst NPOTOKOJT, MO KOWTO CbM ronyyaBarn/a JIekapCTBeHNUst IPOAYKT.

4. Tlpu HecriaseaHe Ha MOCOYEHUTE YCTIOBUSI NIEYEHMETO MU C YNOMEHATUS NekapcTBeH NpoaykT e Gbae npekpaTeHo u

HAMa aa umam npeTeHuun kem H30K.

b -5 N3UCKBAHUA HA H3OK MPW NIEYEHUE C PALIVIZUMAB HA AELIA C BPOHXOMNYJIMOHANHA JUCTNA3USA, Bb3HMKBALLA B MEPUHATANHUA
(¢ MEPWO/ — 8 cvna oT 1 centemspy 2014 roauHa




