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[image: image2.jpg]N3UCKBAHUSA HA H30K NMPU U3AABAHE HA MPOTOKOSN 3A NPOBEXAAHE HA NEYEHWE C
PALIVIZUMAB HA OELIA C BPOHXONYNIMOHANHA AUCNNA3UA B U3BBHBEONTHUYHATA NOmMoLy

MpoTokonbT ce M3jasa OT cneuuanuavpaHa Komucusi B nieye6Ho 3aBeaeHve 3a GONHUYHA NOMOW, CKMIOYMNO
nporosop ¢ H30K. CneuvanuanpaHuTe KOMUCUM Ce Cb3faBaTt CbC 3anosea Ha avpektopa Ha J13: knuHuka/oTaenexue no
HeoHaTtonorus Ha CBANAB — rp. Codusa, CBANAI ,Mainunu aom” — rp. Cocpusa, YMBAJT ,Cs. leopru” — rp. MNnosaus, YMBAJ ,Cs.
MapuHa” — rp. BapHa, CBATAll ,Mpod. a-p Aumutep Ctamatos” — rp.Bapra, YMBAIN ,leopru CtpaHckn” — rp. Mnesex, YMBAJT —
rp. Crapa 3aropa, MBAJ “Mpod. a-p CTosH Kupkosuy” — rp.Ctapa 3aropa; knuHuka no neavaTtpus v AeTcka Kapawonorus Ha
MBAJ — HKB* — rp. Cochusi, YMBAI ,Cs. eopru” — rp. Mnoeave n YMBAJ1 ,Cs. Mapuna” — rp. BapHa .

I.  PE[ 3A 3ABEPABAHE HA MPOTOKOJUTE

MpoTokonu 3a 3ano4saHe Ha Tepanusita

= [lonbHEHO 1 NoANUCaHO NpUnoXxeHue 1 - nuer 3a onpegensiHe Ha KputepuuTe C
BCUYKMN HeOﬁXOAMMM nacneasaHus

» Enm(puaa, BKNiOYBaLLa AaHHM OT aHamHesarta, craTtyca v npeaxoxaaulo neyexHve
- EKcnepmo CTaHOBMULE C fiCHA MeauuuHCKa MoTuBauus (GBABH)KVITBJ'IHO ce
oTtbensssa NUNCca Ha M3KNKYBALUM KpUTEpUn (ModnucaHo om 6CUYKU YileHoee Ha
crneyuanusupaHama KOMUCUsi)

= ‘MpoTokon 3a npeanucBaHe Ha nekapcrtsa, 3annawanu ot H3OK/P30K" —
06p. M3-H3OK (nodnucax om ecuyku YneHose Ha crneyuanuaupaHama KOMUCUs)

CMNEUWATIUSUPAHA
KOMUCUsA z

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

MpoTokonu 3a npoAb/kKaBaHe Ha TepanusaTa

= MONbAHEHO W NOANUCAHO NPUMOXeHue 1 — NUCT 3a onpeaensHe Ha KpuTepunTe ¢
BCUYKN HEOBX0AUMN n3cneaBaHns

CnELlMAnM3MPAHA . AM6yna'ropeH nuc'rlenm(pma, BKNOYBaLWla BCUYKN HeOGXOlJVIMVI AaHHWU, OTHOCHO
KOMUCuUA | NpoBeaeHo neyeHne
L EKCI’lepTHD CTaHOBULUE C fAACHA MeauuMHCKa MOoTuBauusa (3anbnmmenuo ce

oTbenssea nunca Ha U3KINIOYBALLW KpUTEepun (ModnucaHo om 6CuYKU 4Y/ieHoee Ha
cneyuanu3upaHama KoMUucusi)

= “MpoTokon 3a npeanuceaHe Ha nekapcrsa, sannawaun ot H3OK/P3OK” — o6p.
M3-H30K (nodnucaH om 8cuyKku YneHose Ha crneyuanusupaqama KoMucusi)

Komucwusi no un. 78, 1. 2 ot | 3asepka Ha npoTokona
330 B LY Ha H30K "] B P30K

Il.  OBLUU NONOXEHUA

1. 3011 nopasa noaroTBeHuTe AokyMeHTH B P30OK, Ha TepuTOpUsiTa Ha KOSITO € Hanpasuno u3bop Ha OMJ1. [lokymeHTute
BKIMIOYBAT:

1.1. 3assnenue 70 [upekTtopa Ha P3OK.

1.2. MONbAHEHO W NOANMCAHO Npunoxenue 1. Monbnea ce No CbOTBETHATA TOYKa M Ce Npunara oTpaseHaTa B LM(POB UHAEKC
MeAMLMHCKa AOKYMEHTaLMs!, yA0CTOBEpsiBaLLa BCEKWN €AUH OT Kputepuure.

1.3. .“MpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annawanm ot H30K/P30K” — o6p. M3-H30K, uapaaeH ot cneunanuavpaHa
komucus. Mpunara ce opurMHan Ha NPOTOKONa, a NpW kaHAWAATCTBaHe 3a NPoAbIXaBaHe Ha TepanuaTa ce NpeAcTaBs opuruHan
Ha NpeaXOAHWS NPOTOKOS C OTPA3eHN BCUMKM Ha3HaYeHWsi No Hero.

1.4. leknapaums 3a uHcopMUpPaHO cbrnacue no obpase (npunoxexue 3)

2. P3OK npuema fokymeHTUTe Mo T. 1 crnea cnpaBka OTHOCHO 3PaBHOOCUIYPUTESTHUA CTaTyC Ha 301.

3. NMbpBUAT U BCEKM NopeaeH NPOTOKON Ce u3faBa BeAHBLX roAvlWHO 3a nepuoa Ao 150 gHKU. 3asBUTENHU AOKYMEHTU B
P30K ce npuemart ot 1 centemepu o 30 HoemMBpM.

5 VBUCKBAHMA HA H30K NPU NIEYEHUE C PALIVIZUMAB HA IELIA C BPOHXOMYJIMOHANHA AUCMNA3USA, BL3HUKBALLA B NEPUHATANHWA
,.(q MEPWO/, HUCKO TEMNO NPW PAXXIAHETO U BPOAEHW CbPAEYHU MANIOOPMALINA — 8 cuna oT 1 tonu 2016 ropuHa
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TIUCT 3A ONPEOENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA JIEYEHUE C PALIVIZUMAB NPU AELIA C
BPOHXOMYNMOHANHA AUCIIA3UA, Bb3HUKBALLA B MEPUHATANHUA NEPUOA

Wwe: [er [ [ T T T T T T T 1

3abenexka: mMeduyuHckama okymeHmayusi, ydocmoeepsieauya 6ceKu Om Kpumepuume € rMocoyeHa C yugpa € UHOBKC U 3a0biDKUMeNnHo
npudpyxaea HaCMOSAWOMO NPUSTOKEHUE.

A. KPUTEPUMN 3A 3ANOYBAHE HA MbPBU KYPC (BAOBIDKUTENHU CA BCUYKU KPUTEPUN)

MKB P27.1

CurypHa guarHo3a 3a 6poHxonyriMoHanHa gucnnasusa* i
= He/OHOCEHM Aeua C . B. < 28 ceaMuum 1 GPOHXOMyNMOHanHa AvCNnasns Ha Bb3pacT 4o 12 meceua;
1 = HezloHOCEHM Aeua cr. B. 29 — 35 ceamuum 1 GPOHXOMNYNMOHaNHa Aucnnasns Ha Bb3pacT 4o 6 meceua;
= HeJOHOCEHM Aeua cr. B. < 35 ceAmMuUM M GPOHXONYNMOHANHA AUCNa3ns Ha Bb3pacT A0 2 roAMHU 1 npunaraHo
neyenune npes npeaxoaHn 6 meceua (KMcnopoa, GpoHxoaunaTaTopy, ANYPETULM, KOPTUKOCTEPOUAM)

2 | Nunca Ha n3knoyBawm kputepum no 7. 6 2

1 €enuKkpu3a OT HEeoHaTONOrMYHO OTAEeneHue, NoTBbpXAaBalla AuarHosa GpOHXOHYHMOHanHa AWCNNasus; enukpusa unu ambynatopeH nucT ot
npernea npu CNneynanucT 3a npunaraHo neveHune npes nocnejHure 6 meceua;

3aabnmKUTenHo B NpOTOKONa A0 Bb3pacTTa Ha AeTeTo Aa 6bae OTPa3eHOo aKTyanHoTo TenecHo Terno!

4 yAOCTOBEpsABa Ce C NOANUCUTE Ha YNIeHOBETE Ha KOMUCUATA B NPUNOXEHWe 1 Ha HaCTOALWMTE U3NCKBaHUA

3abenexka:

*

KpuTepum 3a noctaBsiHe Ha [WarHo3a GPOHXOMYNMOHaNHa AUCNNa3sus: KIMHWYHU NPOSIBU Ha AuxatenHa
HefOCTaTLYHOCT Mpe3 MbpBUTE [ABE CEeAMULM OT XMBOTa, M3UCKBallM NpoOBeXAaHe Ha KucropoporneveHue wunu
npunoxexue Ha HasaneH CPAP/ MexaHM4Ha BEHTWIALMA; KNUMHUYHKU Genesn 3a aGHOPMHA pecnMpaTopHa pyHKUMs Ha U
crien 28 AHeBHa Bb3pacT; KMCHOPOAHWM Hyxau > 21% 3a noaabpxaHe Ha PAO; > 50 mm Hg wnu TpaHckyTaHHa
KMcnopoaHa caTypaums Haa 90% Ha U criel 28 AHeBHA Bb3PacT; pe3ynTaT oT peHTreHorpadgus Ha 6sn Apo6; uscneasaqe
Ha KAC.

B. U3KIMIOYBALLW KPUTEPUW (NMPU 3ANOYBAHE HA NNEYEHUETO)

1. CprX“IyBCTBMTefIHOCT KbM aKTUBHOTO UM HAKOE OT NOMOLLHUTE BellecTea
2. TpoMGOLMTONEHUS UMK APYrO HapyLUEHWE B KPbBOCHCUPBAHETO - NO NMpeLeHka Ha NekyBalns exkvn

Orroaapﬂ Ha KpuTepuuTe 3a 3ano4ysaHe Ha
ne4yexHueTto c

-5 VBUCKBAHWA HA H30K MPW NEYEHWE C PALIVIZUMAB HA IELIA C EPOHXOMNYJIMOHANHA AUCMNNA3USA, Bb3HUKBALLA B NEPUHATANHNA
’,(q NEPUOA, HUCKO TEMO MNPU PAXXOAHETO U BPOAEHU CHbPAEYHN MANICOPMALINA — B cuna ot 1 toHn 2016 roauHa
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NUCT 3A ONPELENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA JIEYEHUETO C PALIVIZUMAB MPU OELA C
BPOHXOMYNIMOHAITHA ANCNNA3UA, Bb3HUKBALLA B NEPUHATAITHUA NEPUOA

Wme: [e] T T T T T T T [ T[]

3a6enexka: mMeduyuHckama AoKyMeHmayusi, yoocmoeepsiealya 6ceku Om Kpumepuume € rMocoyeHa C yugpa 6 UHOBKC U 3a0bIKUMENnHo
npudpyxaea HaCMOSAWOMO NPUSTOXEHUE.

B. KPUTEPUU 3A MPOABINKABAHE HA NEYEHUETO (BAABIMKUTENHU CA BCUYKU KPUTEPUN)

MKB P27.1

4 | Curypra avaroza 3a GPOHXONYNIMOHANHA AMCNNA3NSA HA BB3IPACT A0 2 roA. ¥ NpunaraHo neyYeHne npes npeaxoaHu
6 mec. /kucnopog, 6poHxoaunaTaTopu, AMYpeTULM, KopTUKoCcTepouan/*

2 | Nunca Ha M3kMoYBawWwm Kputepun no 7. I E

' enukpusa, amBynatopeH NUCT OT MPErneAn Mpu CMeLManucTin C oTpaseHo NpUNaraHo neyeHne npes NpeaxoAHn 6 Mec. /KUCNOpoA,
6poHXxoANUNaTaTopu, AUypeTULM, KopTukocTepouan/
2ypocToBepsBa Ce C NOANUCUTE Ha YNEHOBETE HAa KOMUCUATA B NPUNOXKeHUe 1 Ha HACTOALUUTE UUCKBAHMA

3abenexka:

*lMpu Aeuata ¢ recTauMoHHa Bb3PacT 28 ceamuuM W noj 28 ceamuuM C AnarHosa GpoHxonynMoHanHa aucnnasusi ce
npunara Palivizumab o 12 MeceyHa Bb3pacT, He3aBMCUMO OT HeO6XOAMMOCTTa OT fieveHune npes nocneaxure 6 meceua.

I. U3KIMIOYBALLM KPUTEPUM (MPU NPOABLIMKABAHE HA NEYEHUETO)

1. CBp'bXHyBCTBVITenHOCT KbM aKTUBHOTO UIK HAKOE OT NOMOLLHUTE BellecTBa
2. TpomGOUMTONEHUS UMK APYTO HapyLUEHWe B KPBBOCHLCUPBAHETO - MO NPeueHka Ha NekyBaluns exun
3. BkniouBaHe Ha BONHUSA B KIMHUYHO Npoy4BaHe*

* KoMuCHsITa, KOSITO @ Ha3Hauuna rieveHneTo n Hadnionasa 3001, e AnbxHa He3abaBHO Aa yBeaomu KomucusiTa 3a ekcnepTuam no un. 78
1. 2 B LIY Ha H3OK. Tean GonHu ce 3anucBaT B OTAENeH PerucTbp U He ryGsT NpaBoToO CW 3a NPOALITKABAHE HA neveHneTo cnea
NPUKNIOYBaHe Ha KNTMHUYHOTO NpoyYBaHe.

OTroBaps Ha KpUTEepUUTE 3a NPoAbIKaBaHe

.................................... B Ao3a
Ha neYyeHueTo C

NOANUCU HA YNTEHOBETE Ha KOMMCMATA . .......oooiiiiiiiii

W3UCKBAHWS HA H30K MNPV NEYEHVE C PALIVIZUMAB HA AELIA C BPOHXOMY/IMOHANHA IVCMNA3UA, Bb3HUKBALLA B NEPUHATANHUA
NEPWO/IL, HUCKO TEMNO NPU PAXIAHETO W BPOAEHU CHPAEYHN MANIGOPMALINM — B cuna oT 1 1ok 2016 ropuna
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JINCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU 3AMNOYBAHE HA NEYEHME C PALIVIZUMAB
NPU HEQOHOCEHW AELA C U3KITKOYUTEITHO HACKO TEMNO UMK C HUCKO TEMNMO MPU PAXXOAHETO

Wme: [ern] T T T T T T T T 1

3abenexka: mMeduyuHckama 00OKymMeHmauusi, ydocmosepsigala 6CeKu Om Kpumepuume € rocoyeHa ¢ yugpa 6 UHOBKC U 3a0b/KUMesnHo
npudpyxaea HaCMoAW0MO NPUSTOKEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (SAABINKUTENHU CA BCUYKU KPUTEPUN)

MKB P07.0, P07.1

HepoHocenu aeua ¢ r. B. S 30 recTauMOHHN CEeAMULM C M3KIIOUYMUTENTHO HUCKO (S 999 rp.) unu ¢ Hucko (1000 —
2499 rp.) Terno npu paxaaHeTo Ha Bb3pacT A0 12 meceua ?

2 | Nunca Ha uakno4Bawm kputepun no 7. 6 3

i €enukpn3a OT HEOHaTONOrMYHO oTAeneHue, noTBbPXKAABaLA recTaynoHHa Bb3pacT U USKIIOYUTENHO HUCKO unn HUCKO Terno npu paxaaHeTo;
3aaLMmKUTENHO B NPOTOKONa A0 Bb3pacTTa Ha AeTeTo Aa BbAe oTpaseHo akTyariHoTo TenecHo Terno!
2 yAOCTOBEPsiBA Ce C NoANUCUTE Ha YneHoBeTe Ha KOMUCUATA B NPUNoXeHue 1 Ha HaCTOALWUTE U3NCKBAHUA

B. U3KMIOYBALLY KPUTEPUM (MPU 3ANOYBAHE HA NIEYEHUETO)

1. CBpPbX4yBCTBUTENHOCT KbM aKTUBHOTO WM HAKOE OT NOMOLLHWTE BeujecTsa
2. TpombouuTONeHWs Unu Apyro HapylieHue B KPbBOCHCUPBAHETO - M0 NpeLeHka Ha nekyBalms ekvn

OTroBaps Ha KpUTEpUUTE 3a 3anoyBaHe Ha
rleYeHneTo ¢

NOANUCU HA YNEHOBETE HAa KOMMCMUATA ...

5 V3WUCKBAHWSA HA H30K NPU NEYEHME C PALIVIZUMAB HA ELIA C EPOHXOMY/IMOHATHA [UCNNA3UA, Bb3HUKBALLA B NEPUHATANHUA
.(( NEPWUO, HUCKO TEFNO NPU PAXIAHETO U BPOAEHN CBPAEYHN MANIOOPMALNU — & cuna ot 1 10Hn 2016 roguHa

<
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TIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE C PALIVIZUMAB NPU ELA C
BPOOEHU CbPOEYHU MANT®OPMALIUK

Wwe: [er] T T T T T T T T 1T

3abenexka: meduyuHckama OOKyMeHmauyusi, ydocmosepsieausa 6CeKu Om Kpumepuume e rocoyeHa C yugpa 6 UHOBKC U 3a0bIDKUMenHo
npudpyxaea HaCMOAUW0MO NPUITOXKEHUE.

- A gPVITEPMM 3A 3AMOYBAHE HA MbPBU KYPC (3AILIMKUTENTHN CA BCUYKN KPUTEPUN 3A CbOTBETHATA
A BCM)

BCM c nABO-AECeH WHHT

KomnnekcHn BCM O6¢TpykTMBHM BCM
MKB Q20.0, Q20.1, Q 21.0, Q21.2,
Q21.4. Q25.0. Q26.2, 026.3 MKB Q20.3, Q20.4, Q22.6, Q25.5 MKB Q23.0, Q25.1
= CbpaeyHa nenoc‘ra}'gqnom -1v = CbpaeyHa HepocTaTbuHocT -1V = CwbpaeyHa HegocTaTbuHocT -1V
hyHKLMOHaneH knac '’ hyHKumoHaneH knac hyHKumMoHaneH knac '

= HeonepupaHu, nokasaHu 3a
onepaTvMBHa KOpekuusi nnn onepupasun
C XeMOAMHAMUYHO 3Ha4YMMn
"ocTaTbuu", Hanarawm
MeAWKaMEHTO3HO nevyeHne 1

= HeonepupaHu, nokasaHu 3a = Heonepupanu, nokasaxu 3a
onepaTvBHa KOPEKLWS Unu onepupaHn | onepaTusHa KOPEKLUs Unn onepupanqn ¢
C XeMOANHAMWYHO 3HA4YUMM "oCTaTbUM", | XEMOAUHAMUYHO 3HAYNMKN "octatbumn",

4 |Hanarawy mMeankameHTo3HO neuenme Hanaraly MeaVKaMeHTO3HO fedeHme '

" Me,unameHToaHa Tepanus ! L MeAMKaMeHTOSHa Tepanusa ! = MeaukameHTO3Ha Tepanusa 1

= Exo/MKW - 6enoapobHa xunepToHus -
= Exo/MKW - 3Hauum NsiBO-AeCeH WHHT | cpeaHo HansraHe B GenogpobHarta
(Hap1,5:1)° apTepus Hag 25 mm Hg
(He3agbmKUTENeH KpuTepuin) ¢

= Exo/MKW - MpaaueHT Hap 50 mm .

= Exo/MIKW - 6enoapobHa xunepToHus -
CpefHo HansraHe B GEnodu.poéHaTa
aprepus Haa 25 mm Hg

2 | Nlunca Ha M3KNKYBaWMW KPUTEPUM NO T. B*

npunara ce 3aBepeHo konue Ha enukpusa, noTebpPXKAaBalla XeMOAWHAMUYHO 3HaYuma BCM, HEoBXOAMMOCT OT CbpAeYHa onepauus wnu
XEMOANHAMUYHO 3HAYUMK “ocranum" cnej CbpaedHa onepauyus; enukpusa unu aMGynaTopen NACT OT npernea npu cneuuanucr 3a npunaraso
nevyexue npes nocneaHuTe 6 meceua

npunara ce konue Ha uw ot ExoKr/npotokon ot VKN

npunara ce oueHka Ha CH no ckana Ha POC
3aaQbIKMTENHO B NPOTOKONA A0 BL3PacTTa Ha AeTeTo Aa 6b/Ae OTPa3eHOo aKTyarnHoTo TenecHo Terno!
Ayaocrosepaea ce C NoANUCUTE Ha YneHoBeTe Ha KOMUCHATA B NPUNOXEHne 1 Ha HaCTOALMTE N3NCKBAHWUA

CKAJTA HA POC 3A OLIEHKA HA TEXXECTTA CbPAEYHA HEQOCTATBYHOCT NPU KbPMAYETA U MAJTKW OELIA

KINAC WHTEPNPETALUUA

| e AcumnTOMaTU4HU

e YMepeHo u3paseHa TaxurHesi Mnu u3noTsisaHe npu XpaHeHe Ha KbpMaieTa

L « [lucnHes npu ycurnve Ha no-ronemu geua

«  W3paseHa TaxunHesi U U3NOTSIBaHe NPU XpaHeHe Npy Kbpmayeta
L] e YABL/mKeHO BpeMme 3a XpaHeHe U 3aApbKKa Ha TerfioBeH npupact
Mpwu no-ronemu Aeua u3paseHa AUCNHes npu ycunue

v e CuUMNTOMM, BKNIOYBALLM TaXUMNHeEs, NbliKaHe 1 ymopa B nokown

5. U3KIMIOYBALLM KPUTEPUM (MPU 3ANOYBAHE HA NEYEHUETO)

1. CBPBLXUYBCTBUTENHOCT KbM aKTUBHOTO MNN HAKOE OT NOMOLLHNTE BeLlecTsa
2. TPOMBOUMTONEHINS! NN APYFO HapyLIeHWe B KpbBOCLCUPBAHETO - NO NPELEHKa Ha nekysalms ekun

O'rroaapﬂ Ha KpuTepuuTe 3a 3anoysaHe Ha B no3a
FGUOHMETO 0 e i Ty [ | eeseesiechssspent i Rsane

NoANUCK Ha YNeHoBeTe Ha KoMucuaTa:.

V3VUCKBAHMS HA H30K MNPV NEYEHVE C PALIVIZUMAB HA [IELIA C BPOHXONYNMOHANHA AANCTNA3NA, Bb3HUKBALLA B NEPUHATANHUA
NEPWOZ, HUCKO TEFNO NPU PAXIAHETO U BPOAEHW CbPAEYHU MANIOOPMALIUM — & cuna ot 1 1oHn 2016 ropuHa





[image: image7.jpg]NPUNOXEHVE 1B

NIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU MPOABIMKABAHE HA NIEYEHUETO C PALIVIZUMAB MPU [IELIA C
BPOJEHW CbPAEYHU MANT®OPMALINK

Ume: ErH

3abenexka: meduyuHckama OOKyMeHmauus, yoocmoeepsieausa 6CeKu Om KpUMepuume e rocoyYeHa ¢ Yupa € UHOBKC U 3a0bIKUMENHO
npudpyxaea HacCMoAULOMO NPUSTOKEHUe.

B. KPUTEPWUM 3A MPOABINKABAHE HA NEYEHUETO (BAABIMKUTENHU CA BCUYKU KPUTEPUN)

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

. nposeheu npeaxopeH Kypc Ha neyenue ¢ palivizumab
1 = Bb3pacT Ao 2 roauHn
= MpunaraHo MeAMKaMEHTO3HO feYyeHne npes npeaxoaxu 6 meceua !

2 Nunca Ha u3KniouBalwy KpuTepnn no 7. T 2

! enukpuan, amBynaTopHu NUCTOBE OT NPErNeAN NP1 CNELNanUCTi C OTPA3EeHO NPUNAraHo NeyeHue Npes NpeaxoAHn 6 meceua
2ypocToBepsBa ce € NOANUCUTE Ha YNEHOBETE Ha KOMUCUSATA B NPUNOXKEHUE 1 Ha HACTOALLMTE MINCKBAHUS

. U3KITOYBALLM KPUTEPUU (NPU NPOABIMKABAHE HA NNEYEHUETO)

14 CEp'bX‘-lyBCTBVITeﬂHOC’T KbM aKTUBHOTO UNKX HAKOE OT NOMOLLHUTE BeulecTsa

2. TpoMBOLMTONEHNA UMW APYrO HApYLUEHWE B KPbBOCHCUPBAHETO - NO NpEeLieHka Ha nekyBallus ekun
3. BknioyBaHe Ha 60NHMSA B KMMHUYHO NpoyyBaHe™

* KomucusiTa, KOSITO @ HasHauuna neveHmeTo u Habnioaasa 30J1, e AnbXHa He3abaBHO Aa yBeaoMu KomucusTa 3a ekcnepTvam no un. 78
1.2 o1 330 B LIY Ha H3OK. Te3an GonHu ce 3anucBaT B OTAENEH PErucTbp U He ryGAT NpaBoTo CU 3a NpoABLINKaBaHe Ha NnevyeHneTo cnea
NpUKIIOYBaHe Ha KINWHUYHOTO NpoyYBaHe.

OTroBaps Ha KpUTEpPUMTE 3a NPOAbLIKaBaHe -
HAaNEYEHUETO C s

W3NUCKBAHUA HA H30OK MNPU NNEYEHWE C PALIVIZUMAB HA IELIA C BPOHXOMY/IMOHANIHA ANCTNIA3UA, Bb3HUKBALLA B NEPUHATANHUA
NEPUOA, HUCKO TEMO NPU PAXXAAHETO U BPOAEHW CHPAEYHN MANIGOPMALIUW — B cuna oT 1 1oHn 2016 roguHa
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1. JNEYEBHO-AWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHM NMPOAYKTW, sknioveHn B Mpunoxenne 1 Ha MMJIC, kouto H3OK 3annawja B CboTBETCTBME C
pencreawmre HOPMaTUBHU AOKYMEHTU.

INN MKB AO03A

P07.0, PO7.1,
P27.1,
Q20.0, Q20.1, Q20.3, Q20.4, = 15 mg/kg TenecHo Terno MWHTPaAMyCKYNHO €4HOKPaTHO
PALIVIEEISE Q21.0, Q21.2, Q21.4, Q22.6, MeceuHo 3a 5 MeceLia Ha ceson
Q23.0, Q25.0, Q25.1, Q25.5,
Q26.2, Q26.3

. OBLUU UBUCKBAHUA

1. Bwb3pacroBarta rpaHuua ce onpeaensi KbM Hayanorto Ha RSV ce3oHa.

2. [pu HasHayaBaHe Ha Tepanusi NO NPOTOKON 3a4bIDKUTENHO ce CbobpassiBaT BL3PACTOBUTE OrPaHUYEHUS!, CbINACHO
KpaTkaTa xapakTepucTika Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3/1MXM.

3. H3OK He 3annauya neyeHne W3BbH ykasaHaTa Bb3pacToBa rpaHuLIa B KpaTkaTa xapakTepucTuka Ha npoaykTa.

4. H3OK He 3annauia neyeHue C 1031 Haa MakCUManHo paspeLueHnuTe Mo KpaTka XxapakTepucTuka Ha npoayKTa.

5. CMNEUMANTUSUPAHATA KOMMUCUA wuspasa Pewenue crnen nposeaeHa AmGynatopHa npoueaypa Ne 38
~AMBynaTopHo HabniogeHue U npocrefsiBaHe Ha TepaneBTUYHWSI OTrOBOP MPU NAaUMEHTH, MonyyYaBalm
CKBLMOCTPYBaLUM NIEKapCTBEHM NPOAYKTH MO peAa Ha un. 78, 1. 2 ot 330* Ha ocHoBaHue Y. 29 u un. 171 ot PeweHune
Ne PA-HC-04-24-1 ot 29 mapt 2016 r. Ha Hap3opHus cbBeT Ha H30K u npepocraseHa or 30J1 meauumHcka
AOKYMeHTauus. Cneuuanusupana‘ra KOMUCUA CbXpaHsaBa eAunH ek3emnnsap ot PeweHwveTo. ”pVI n3gaeaHe Ha NpoOTOKON Ha
30J1, cbxpaHsiBa BTOPW €K3EMNNAP Ha NPOTOKONA, BCUYKW HEOOXOAUMW AOKYMEHTW 3a W3[aBaHETO My W Konue OT
npunoxexue 1 Ha HaCTOSIUUTE M3UCKBAHMS, MOMBIIHEHO MO CLOTBETHATA TOYKA M MOANUCAHO OT YrieHoBeTe Ha
cneuuanuapasaTa KoMucusi.

Hacmosuwjume u3uckeaHus ca paspabomeHu Ha ocHosaHue 4n. 56 om HayuoHaneH pamkoe 002080p 3a MeAUYUHCKUME
delHocmu 3a 2015 200uHa (06H., B, 6p. 6 om 23.01.2015 2.) u Pewenue Ne P-HC-04-24-1om 29 mapm 2016 2. no yn.
54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 30paeHomo ocuzypsieaHe Ha HC na H3OK (06H. AB 6p. 25 om 31.03.20162.) u
enusam 6 cuna om 1 ioHu 2016 2.

= W3NCKBAHUSA HA H30K MPWU NEYEHUE C PALIVIZUMAB HA IELIA C BPOHXOMYIMOHANHA AUCTNA3UA, Bb3HUKBALLA B NEPUHATASNHUA
% NEPUOA, HUCKO TEMO MNPU PAXXOAHETO U BPOAEHU CHPAEYHWU MANI®OPMALIUW — 8 cuna ot 1 toHn 2016 roauHa
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NEKNAPALMA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ MPOABLINKABAHE HA
JNEYEHUETO C NEKAPCTBEHWUA NPOAYKT

crnej kato ce 3ano3Hax C usnata Mu npejoctaBeHa  MHdopmauus W uenta Ha JneYeHneTo C nekapcTBeHus

NpoAyKT. . U cnej kaTo nonyyux uayepnaTtenHu oTroBopu Ha
nocTaseHnTe OT MEH BbNPOCH, Aeknapupam ye:

1. LUle cnaseam npenopbyaHaTa My CXema Ha NeyeHue N NepPMoANYHOCT Ha KOHTPONHUTE nperneau.

2. PepoBHO We Ce siBABAM Ha KOHTPOSHW Mperneau v HsMa Aa NPOMEHSAM CaMOBOSIHO WNW MOA APYro BHyLUEeHue
HasHayeHaTa My Tepanus.

3. [pu npeycraHoBsiBaHe Ha NEYEHWETO MO NPUYUHU, HENPOU3TUYALLM OT pelueHneTo Ha Komucusita 3a ekcneptuan 8 P3OK
w/mnu Komucusata no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuyHusi cu nekap u P3OK u we BbpHa B P30K
NOCNeAHNUs NPOTOKO, MO KOUTO CbM Nonyyasarn/a nekapcTBeHNA NPOAYKT.

4. [lpw HecnasBaHe Ha NOCOYEHUTE YCNOBUA NEYEHWETO MU C YNOMEHaTUs NekapcTBEeH NPOAYKT we Gbae npekpaTeHo n
HsiMa Aa umam npeteHumn kbm H30K.

(ume, npeaume n hamunus)
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