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Bb3HUKBALLA B NEPUHATANHUA NEPUOL
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PALIVIZUMAB HA JELIA C EPOHXOMYNMOHAIHA AUCTINA3UA B U3BBHBEONHUYHATA nomoLy

npOTOKOJ’]bT ce u3gaesa ot crneuuanusvpaHa KomMucusi B neye6Ho 3aBegeHue 3a BornHuyHa nomMoLy, CKr4uno
AoroBop ¢ H30K. CneunanusmpaHute KOMUCHMM Ce Cb3AaBaT CbC 3arnoses Ha Avpektopa Ha J13: knuHuka/oTaenexve no
Heonatonorus Ha CBANIE — rp. Cocbusi, CBANAT ,MaitunH aom” — rp. Cocbusi, YMBAN ,Ca. Meoprir” — rp. Mnosaus, YMBAN ,Ce.
Mapuna” — rp. Bapra, CBATAN ,Mpod. a-p Aumutbp CTamaTos” — rp.BapHa, YMBAS sreopru Ctpancku” — rp. Mnesex, YMBAJT —
rp. Crapa 3aropa, MBAJ “Tipod. 4-p CtosiH Kupkosuy” — rp.Ctapa 3aropa.

I. PEQ 3A 3ABEPAIBAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoysaHe Ha TepanusaTa

= [MonbnHeHo 1 noanUcaHo npunoxetue 1A — NUCT 3a onpeaensHe Ha Kputepumte (nNo
T.A) C BCUYKM HEOBXOAUMM M3CTIeABaHMS.
L] EnuxpusaleTanHa €enuKpusa, BKMnYBalla AaHHW OT aHaMHesaTa, craTtyca un

CMELMANU3UPAHA p| TROAXOKAALIO nekenme
u EKCﬂepTHO CTaHOBMLUE C iCHAa MeAULIMHCKa MoTuBaLums (Saﬂbﬂ)KVITeJ'IHO ce

KOmMUcuUs
oTGenssBa nunca Ha U3KMIYBALLW KPUTEPUM (MOBMLUCAHO OM 8CUYKU YIEHOBE HA
crneyuanuaupaHama KOMUcusi)
= “lpoTokon 3a NpeanuceaHe Ha nekapcrea, sannawaxu ot H3OK/P30K” —
06p. M3-H30K (nodnucax om ecuyku yneHoee Ha crieuuanuaupaHama KOMUGUsi)
Komucus no un. 78, 1. 2 ot »| 3aBepka Ha npoTokona
330 B LY Ha H30K B P30K

MpoTokony 3a NnpoAbMKaBaHe Ha TepanuaTa

= [MonbnHeHo 1 noanucaHo Npunoxexue 16 — NUCT 3a onpeaensHe Ha kpuTepuuTe (NO
1.B)

= AMGynaTopeH NIUCT/ennKpK3a, BKITIOYBALLA BCUYKI HEOBXOAMMM JaHHN, OTHOCHO
anLlVlAﬂM3MPAHA ~ npoaneHo n'()-:qeume P

Komucua " EKcnepmo CTaHOBMLE C AICHa MeAULIMHCKa MoTuBaLums (3a,qbn>o<wrenuo ce
ot6ennsea nunca Ha U3KMIYBALLMN KPUTEPUK (TOONUCAHO OM 6CUYKU YIIeHO8e Ha
crieyuanuaupaHama Komucusi)

= “lpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annalanu ot H30K/P30K” — o6p. M3-
H3OK (modnucan om ecuyku YneHose Ha crieyuanuaupaHama KOMUcUsi)

Komucusi no un. 78, 1. 2 ot 3aBepka Ha npoTokona
330 B LY Ha H30K B P30K

A

II.  OBLUM NONMOXEHUSA
1. 3300 nopasa noaroTeeHuUTe AokymeHTM B P30K, Ha TepuTopusita Ha KOSITO € Hanpasuro usbop Ha OMJ. [lokyMeHTUTe
BKIIOYBAT:
1.1. 3asBnenue no [upektopa Ha P3OK.
1.2. MonbnHeHo 1 noanucaro npunoxexue 1. Monbnea ce No CLOTBETHATA TOYKA U Ce Mpurara oTpaseHaTa B UMdpoB
MHAEKC MeaULMHCKA JOKYMEHTaUWs, yA0CTOBEpsiBallia BCEKW €AuH OT KputepunTe.

1.3. .“MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanmn ot H30K/P3OK” — 06p. M3-H30K, usaaaeH ot
cneumanuanpana komucus. Mpunara ce opurMHan Ha NPoToKora, a Npu KaHAMAATCTBaHe 3a NPoAbIKaBaHE Ha
TepanusTa ce NPeACcTaBss OpUriHan Ha NpeaxXoAHWs MPOTOKON C OTPA3EHN BCUYKM HA3HAYEHNs MO HEro.

1.4. fleknapaums 3a MHHOPMMPaHO cbrracue no obpasell (npunoxexue 3)

2. P30K npuema nokymeHTuTe Mo T. 1 Criel cNpaBka OTHOCHO 3APaBHOOCUTYPUTENHUA cTaTyc Ha 330]1.
3. MbpBMAT 1 BCeKU NopeaeH NPOTOKON Ce U3faBa BeAHBX rOAMILHO 3a Nepuod oT 5 Meceua. 3asiBUTENHU AOKYMEHTU B
P30K ce npuemar ot 1 centemspu Ao 30 HoeMBpHU.

2

WBWUCKBAHWUA HA H30K NMPW U3LABAHE HA NMPOTOKOJIN 3A NPOBEXIAHE HA NNEYEHWE C PALIVIZUMAB HA [IELIA C BPOHXOMYNIMOHANHA
ANCNIIA3NA B U3BBHBONHUYHATA MOMOLL
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA NIEYEHUETO C PALIVIZUMAB MPU OELAC
BEPOHXONYNMOHATHA IMCIMIA3UA, Bb3HWUKBALLIA B MEPUHATAIHUSA NEPUO

Ume: l ErH | | I I | i | ’ I J

3aGenexka: meduyuHckama OOKyMeHmauusi, yOoCmosepsisaLa 6ceKu Om KpUMepUUme e 0CoYeHa C Uupa & UHOBKC U 3a0LmKUMenHo
npudpyxaea HaCMOoSU,OMO MPUSIOKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA MbPBU KYPC (SAOBIDKUTENTHU CA BCUYKU KPUTEPUM)

MKB P27.1

CurypHa anarHosa 3a 6poHXONyNMoHanHa Aucnnasms™ '
®  HeJoHOCeHu feua C . B. < 28 ceamuum 1 6poHxonynMoHanHa AUCnnasus Ha Bb3pacT Ao 12 mec.;
1 *  HejoHoceHu feua cr. B. 29 — 35 ceamuum 1 GpoHXONYNIMOHanHa AUCTIIasus Ha Bb3PacT 10 6 MeceLa;
"  He[oHOCeHW feua c r. B. < 35 ceammnum n GpOHXONYyNMoHanHa AUCANasus Ha Bb3pacT A0 2 rof. W NpunaraHo
neyeHve Npes NpeAxoaHN 6 Mec. /kUCnopoa, GpoHXoAMNaTaTopu, ANYPeTULM, KopTUKocTepouan/ |

2 | INlunca Ha U3KMOYBalUM KpuTepumn no 1. B 3

1 EnnKpu3a oT HeOHaTONOrMYHO OTAENeHWe, NoTBbPXKAaBalla AuarHosa GPONXOnynMOHaﬂHa Aucnnasus; enukpusa unu aMSynaTopEH nuct ot
npernea npu cneyuanuct 3a npunaraHo neveHue npes nocnegHute 6 meceua;

3agbmkuTenHo B NpoTOKona A0 Bb3pacTTa Ha AeTeTo Aa 6bae OTpPa3eHo aKTyanHoTOo TerecHo Termno!

ZYAOCTOBepEEa Ce C NOANUCUTE Ha YNIEHOBETE Ha KOMUCUATA B NPUNOXEHNe 1 Ha HaCTOSILLMTE U3NCKBAHUSA

3abenexka:

* Kputepumu 3a noctaBsiHe Ha AuarHosa GPOHXOMYNMOHAnHa AMUCTNA3WUs: BEHTUMAUMA C MO3UTUBHO HansraHe npes
AbPBUTE 2 CEAMMULM OT XMBOTA 32 MUHUMYM 3 AHU; KIIWHUYHU Gene3un 3a aBHOPMHA pecnupaTopHa (hyHKUMSI Ha U crieq
28 pHeBHa BBL3PACT; KUCIIOPOAHM HyXau > 21% 3a noaabpxaHe Ha PAO; > 50 mm Hg unu TpaHCcKyTaHHa KucropogHa
catypauusi Hag 90% Ha 1 cneq 28 AHeBHa BB3PAcT; pe3ynTaT OT peHTreHorpadus Ha 6sn Apo6; nscneasaHe Ha KAC.

B. U3KITIOYBALLIN KPUTEPUM (MPU 3AMOYBAHE HA NEYEHUETO)

1. CBpPBbXUYYBCTBUTENHOCT KbM aKTUBHOTO WU HSIKOE OT MOMOLLHUTE BELecTBa

2. ®ebpunHo cbCTosiHME /yMEPEHO A0 TEXKO/ - MO MPELeHKa Ha NeKyBaLLus exun

3. Tpom6oLuToneHus Unu Apyro HapylieHUe B KPbBOCLCUPBAHETO - MO NPEeLeHKa Ha NeKyBalums ekvn

O'rroaapﬂ Ha KpuTepuuTe 3a 3ano4YBaHe Ha

B AHEBHAa go3a  ...................
ne4yeHueTo ¢ H 8
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JICT 3A OMPELENAHE HA KPUTEPUUTE MPU NMPOLBLIHKABAHE HA NNEYEHUETO C PALIVIZUMAB MPU OELAC
BPOHXOMYIIMOHAITHA AUCMIA3USA, Bb3HUKBALLA B MEPUHATATNHUS NEPUMOL

Ywe: [erh [ T T T T T T [T

3aBenexka: meouyuHckama G0KyMeHMayusi, yoocmoeepsieaua 6ceKy om KpUMepUUMe € MoCOYeHa C YUPa & UHOKC U 3adLKUMENnHO
npudpyxasa HaCMOSIULOMO NPUIOKEHUE.

B. KPUTEPUM 3A NMPOABINKABAHE HA NIEYEHUETO (SAILIDKUTENTHN CA BCUYKN KPUTEPUMN)

MKB P27.1

1 CurypHa AuarHosa 3a 6pOHXONYNIMOHaNHa ANCMa3Ms Ha Bb3PACT [0 2 FOA. W NPUNaraHo NeYeHIe Npes NpeaxoaH
6 mec. /kucnopog, 6poHxoAUnaTaTopy, AUYPETULM, KOPTUKOCTEPOUAN/* !

2 | Nlunca Ha U3KNIOYBaLWM KpuTepumu no T. I 3

' enukpu3a, amMBynaTopeH NUCT OT MPErfieAu MPU CNEUUAnUCTU C oTpaseHo MPUITAraHo NeueHue npes npeaxoaHu 6 mec. /kucnopog,

GpoHxoaunaraTopu, 4uypeTuum, KopTukocTeponam/
ZyAOCTOEepﬁBa Ce C NOAMUCUTE Ha YNeHOBEeTe Ha KOMUCUsTa B NpUnoXeHue 1 Ha HacToALWUTEe U3NCKBaHuA

3abenexka:

*Mpn feuata ¢ rectauMoHHa Bb3pacT 28 ceaMuuM U nod 28 ceaMMUM C AMArHo3a OpoHxonynMoHanHa gucnnasus ce
npunara Palivizumab Ao 12 Mece4Ha Bb3pacT, He3aBMCMMO OT HeO6XOAMMOCTTa OT NeyYeHue npes nocriegHuTe 6 Meceua.

. USKITIOYBALLW KPUTEPUU (NMPU MPOOBLIMKABAHE HA NEYEHUETO)

CBPbX4yBCTBUTENHOCT KbM aKTUBHOTO MMM HSKOE OT NOMOLLHWTE BellecTBa

®eBpunHO CLCTOSIHUE /yMEPEHO 0 TEXKO/ - MO NPELeHKa Ha NeKyBaLns ekun

TpomMboLMTONeHNA NNk ApYro HapylleHne B KpbBOCLCUPBAHETO - M0 NPELEHKa Ha NeKyBaLums ekun
BkniousaHe Ha 60MHUA B KITMHUYHO Npoy4YBaHe*

i

* KomucusiTa, KOSITO @ Ha3HauMna neveHueTo u Habnoaasa 330J1, e ANLXHA He3a6aBHO Aa yBeaomn KoMUcHsTa 3a eKCrepTUaM No un.
78 1. 2 B LIY Ha H3OK. Te3u GonHu ce 3anucBaT B OTAENEH PErucTLP U He TyBAT NPaBoTo CW 3a NpoAbIDKaBaHe Ha NEYEHUeTOo crief
NPUKIIOYBaHE Ha KITMHWUYHOTO NPOYYBaHe.

OTFOBapﬂ Ha KpuTepuuTe 3a npoabinkaBaHe

.................................... B AiHEBHA
Ha ne4yeHueTo ¢ A Aosa
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l. JIEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHWU MPOAYKTW, BkntoueHn B Mpunoxenne 1 Ha [JIC, kouto H3OK 3annawa B CbOTBETCTBUE C
AeicTBaLLMTE HOPMATUBHW AOKYMEHTU.

INN PALIVIZUMAB

L. OBLLUM U3NCKBAHUSA

1. Be3pacToBata rpaHuua ce onpeaens KbM Hayanoto Ha RSV ce3oHa.

2. lpn HasHauaBaHe Ha Tepanus MO MPOTOKOM 3aLIKUTENHO Ce CbOBPA3sBAT BL3PACTOBUTE OrPaHUYEHMS CBITIACHO
KpaTkaTa XapakTepucTuKka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa Mo peaa Ha 3/MXM.

3. H3OK He 3annalua nevenne U3BLH ykasaHaTa Bb3pacToBa rpaHMLa B KpaTkaTa XapakTepucTiika Ha npoaykra.

4. H30K He 3annalya ne4yexne ¢ 4031 Haz, MakCUMarHO PaspeLLeHNTE Mo KpaTka xapakTepucTuka Ha npoayKTa.

5. KOMUCUATA, uspana npotokona Ha 330J1, cbxpaHsiBa BTOPU €K3EMNMSIP Ha NPOTOKONA U BCUYKM HEOBXOAMMMU
AOKYMEHTM 32 U3/1aBaHETO My.

Hacmoswume u3auckeaHus ca paspabomeHu Ha ocHosaHue yn. 55 om HP/ 3a meduyuHckume dediHocmu 2012 20duHa (0bH. 8
[IB 6p. 3/10.01.2012 2.). u enuzam € cuna om 15 okmomepu 2013 . cbenacHo 4. 10 Ha Hapedba Ne 10 om 24 mapm 2009 z.
3a ycrnogsusma u peda 3a 3annawjaHe Ha nekapcmeeHu mpodykmu no ya. 262, an. 5, m. 1 om 3akoHa 3a neKkapcmeeHume
npodyKmu e XymaHHama meduyuHa, Ha MeOUUUHCKU U30enusi U Ha QuemuYyHU XpaHu 3a crieuuanHu MeAUUUHCKU uenu (obH. B,
6p. 31 om 2007 2.).
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OEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSATA 3A 3ATIOYBAHE/ MPOOBMKABAHE HA
JIEYEHUETO C NIEKAPCTBEHUSA NPOAYKT

cnej Kato Cce 3ano3Hax Cc  uanata  mu npeagocrtaBeHa I/IHd)OpMaLWIﬂ W uenta Ha TnevyeHueTo cC nexkapcTBeHus
MPOAYKT.
NOCTaBEHUTE OT MEH BBIMPOCH, AeKnapupam ye:

. W Cnej Kato nonyyux usdepnaTtenHu OTroBOpu Ha

1. e cnassam npenopbyaHaTa M1 CXema Ha NeyeHne 1 NepoANYHOCT Ha KOHTPOSTHUTE MPErneay.

2. PenoBHO e Ce fiBABAM Ha KOHTPOMHM MPEerneav W HAMa Aa MPOMEHSIM CaMOBOMHO WAM MOA ApYro BHyLLeHWe
HasHayeHaTa My Tepanusi.

3. Tlpn npeycTaHoBsIBaHE Ha NEYEHUETO MO NPUYNHIA, HENPOUSTUYALLM OT PeLLEHUETO Ha KomucusiTa 3a ekcnepTtuan B P3OK
vy KomucunsaTa no un. 78, 1.2 ot 330, wWe yBefoms He3abaBHO NMUYHUS Cv nekap n P30OK n we BbpHa B P3OK
nocrneHusi NPOTOKOST, MO KOWTO CbM nonyyaBarn/a nekapcTBEHNs NpoayKT.

4. Tlpu HecnassaHe Ha MOCOYEHUTE YCOBUS MEYEHUETO MU C YIOMEHATUS JIeKapcTBEH MPOAYKT e Gbae npekpaTeHo u
HAMa Aa umam npeteHuun kem H3OK.

[exnapatop:
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