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M3NCKBAHWA HA H30K NPU U3ABAHE HA MPOTOKONN 3A MPOBEXOAHE HA
VHTPABUTPEANHO NEYEHUE NPK NALUMEHTW C BONECTU HA PETUHATA

poTokensT ce u3naBa OT CNEUMANM3MPaHa KOMUCUS B nevebHM 3aBeneHus 33 GonHuYHa MOMOWY, CKMOYUnY
aorosop ¢ H30K 2a nantnHexue Ha AmBynaropuHa npoueaypa Ne38 or cneuvanvcty ¢ KO/l Ha cneuwanHocT 15
(o4nn BonecTw). Cneunanuanpanute KOMMCUM Ce Ch3ZABAT ChE 3anosen Ha aupexTopa g cnepHuTte nevebuu
sasegenus: YMBATT "Anekcangpoecka” - rp. Codun, YMBAN "Uapuua Moawia WCYIT e Cochua, YMBAN "Ceerta
AHHE" - rp. Codma, COBAJT Akagemuk Mawes" - rp. Cochua. CBANOE Bopa’ - mp Cochun COBAN Mewrarpam” - rp
Codhua, CBANIOB ,3penue” - rp. Cochua, O4en NasepeH UeHTbP , BuksH' - rp Codhua, YMBAN "Cg leopri” - rp Mnoeaus
Ouna Gonnuua — Jlykcop” - rp. Mnoegus, MBADN yTpuMoKUMym' — rp. Mnosaue, Ouda Gonnuua - CEOBAN Bapua - rp
BapHa, OdHa knuHuka “Ceeta MeTka” - rp. BapHa, BMA — rp Cotus. Amwwbanem Cutv Knudik MEAJT Toxyna" ~ mp
Cotbua, CBANOE [Jew' - rp. Codbua, MeavuuHcku UewTsp no  odhTammonoris PecBuonmen” - o Codus,
.Cneuranuaupana ouna GonHuua 3a akTweHo nevewue — rp. Byprac. AMLICMIT - OML Ceeti Huxonait Yynoreopetl’
QO] - p. Bapha, ,AMUCMTN - Ouka knunuka 4-p XyBaros' EQOL - rp Byprac. MLl .Oxeukom™ - rp. Byprae, (Mupea
MBA - rp. Codma, COBAN [-p Tackos" — rp. Twprosuie, .OueH MeauUnHCKy UeHThp -~ XACKOBO — rp. XACKOBO,
MenuumHekn ueHTop Bepen ~ rp. Crapa 3aropa, YMBAST a-p T.Crpanciu’ - rp. Mnesen. YMBAII Meanka — Pyce' - .
Pyce, ML ,CeetnuHa® EOO/ ~ rp. Codus, MBAN Xapky Oumutip” — rp. Crvsen, COBAN | Panuoeckn — ro. Bpaua.
MBAJ Moseney" ~ rp. Cocoust, MBAN [1-p Atanac facioscku” — e Kepawanu, ML BU3KMO fIM° - rp. bnaroesrpan.
YMBAH fpod. a-p CrorH Kupkoewy® — rp. Crapa 3aropa, MBAN - Xackoso — rp. Xackoso, OMLU| . Tpowes" - rp. Ctapa
3aropa, YMBAI ,KaHes" —rp. Pyce, CBANOB Mpocneputac’ ~ rp. Codhus, MU EQC" —rp Codbun, MBAS Ceeta Cochua®
—1p. Cochun, MBAJT ,Tpakus™ — rp. Ctapa 3aropa n YMBAT Muporos” — rp. Cocbua

I. PE[] 3A BABEPABAHE HA NMPOTOKONMWTE

TIpoToKoNK 3a 3anoyBaHe Ha Nedenue npu BonecTy Ha petwHata H34.8, M35.3, H36.0
TpoTokonu npu NopeaeH Ky pe 3a NeYEHVE Ha PETUHANHA BEHOIHA DKMy 3us H34.8

= MERHLWIHCKE ,E.GI{VMQHT&LEMQ. noTEbHKAABALLA xpmepmwe no npunRoxeHne 1m
l BCHUKKM HeoBxoaumMU MacnedBanns, cbobpPaiHo NPUHONKeHWe 2

CMELMATIUIUPAHA

by Peuwienne Ha CHeUMannanpada KOMWUCUA ¢ acHa NMEOUUWMHCKEZ  MOTUBALWA
KOMWCHUA

(3apwrxuTenHa ce 0TOeNR3Ba NUNCA Ha UIKMHBATUN PPUTEDRRI)
/ *  ‘Tipotoxkon 3a NPeANMCBAHE HA RekapcTea, lannawaqi or HI0KIPI0K' —

06p. M3-H30K

Komucua no un, 78, 1. 2 .| 3aBepka Ha npoToKona
o7 330 B LIY Ha H30K B P30K

MpoToKONK 32 NPOALNXABAHE HA NEYEHWUeTO NN CMSHA Ha nekapcrTaeH npoaykt ¢ apyr INN

CNELUUANUIUPAHA ) “MpoTokon 33 NPeANUCBaHE Ha nexapcTsa. 3agepxa Ha npoTokona
KOMUCHA sannatany ot H3OK/P3OK' - o6p M3-H30K "] B P30K

. OBUIM NONOXEHKA

1. E-npoTtokon ce u3pnasa OT YreHOBe Ha crieunHanusKpasn Kommcru B nevebHu 3asenenmnn, oxalgawm HonNHWYNA
MeguuMHcKa nomouy (N3BIM) Ha ocHoBakve Pelwenre na creuranuampana komwcus' no Aflp Mo 33 LOnpepenane Ha
Mnax Ha NeYeHne U NPOCeARBAHE Ha TPANEBTUYHUSA OTICBOP MNPU NAUMEHTI, NOMYYABALM CKBNOCTPYBALMN nekapcraeHn
NPOAYKTA No peda Ha yn. 78, 7. 2 330" B CbOTBETCTBME € yTBbPASHWUTE Manckeanus Ha HA0K nn 3abonasauus Mupauat
NPOTOKON NPy 3anNo4YBaHe Ha Nevenne ce M3nana 3a nepuog 4o 180 avv. a scexn CNeARaLl NReTOKON MOXe A3 Ce $winasa
3a cpok no 365 gru.

2. 30N 3aABABa cbrnacve ¢ noanuca cv 8, PelweHue Ha cneunannaMpana komucks' no Allp Ne 38 3a cnepuorto Menasa
fa My Bbae 0ao6peHe neveHne ¢ nekapcTeeHUs NPOAYKT, KaTQ Aeknapupam. Ye Chbm yBEeAOMEN 38 NeRCTBUeTO Ha
Ha3HaveHaTa NexapcTBeHa Tepanus 1 AaBaM UHDOPMUPAHO CLINacHe ChLLATA AA Mt Buae npunarana’,  Chrnacen/a gem
98 M3NON3ABAHEe Ha [MMHATE MW AaHHM 38 LenuTe Ha ekcneptmsata’; Menas na Bwaa yeenomen/a 3a pesynrara ot
ekcnepTusata o1 P30K o enuH OT cregHuTe HauuHu: no e-mail, Téenedod unu Ha MAcTo B P30K" Paspewasau nocTtsn
A0 efieKTPOHHOTO MW 38PABHO AocKe”
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‘:@* MBWUCKBAHWUA HA H3OK NPU NEYEHWE HA BONECTU HA PETHHA TA B UAREHEGITHUUHEATA NOMOY



3. flo nonyyasaHe Ha MHthopMaLMs 3a 3anousaHe wnu npoAbMmKasade Ha 3asBeHoTO nevenne, 301 npoaLnxasa
TEPANMATA C NEKAPCTBEH/N NPOAYKTIM, C KOUTO © NPoBEXAAN NeYeHneTo A0 MOMEeHTA.

4. Mpean cTapTMpaKe Ha NPoUEca fo uinasaHe Ha E-npovokon va 30N CneumranuInpaHaTa KOMUCHS Npasu Crpaexa no
ENEKTPOHEH NbT 3a M3naneHn Ha 30J1 npeaxonHu NPoToKomX, no Chluma rpobun Ha sabonsisade [poueckT no wagasane
Ha E-npoTokon ce peanusvpa B MeaMUMHCKA codityep. B HAacTOSIWMTE WIMCKBAHMA Ca NMOGOMEHM HeoBxoaumure
HACKYMEHTYW 3a n3nasaHe Ha E-npovokon Ha 3071,

5. fokymeHTure (amBynatopHute nuctose, ETMKPU3N, WICNSABARNA). KOMTO CellecTeyaaT B H3UC/uHopMauyonnaTa
cucrema Ha H30K, ce neknapupar s E-npotokona ¢ TexHure YHUKANHW Homepa (HPH)

WHthopmaumnsTa, oTHOCUME KbM nifasaHe Ha E-nportokona, kosTo e B AOKYMEHT. KOUTO HAMAE ENEKTPOHEH hopMaT 1 Ke ce
ChAbpia B H3NC, ce nogaesa xato ce nonwnea s Pewednero Ha cneynannanpaHa KOMUCUs — OCHOBAHUE 33 W3AaBaHe Ha
E-npoTokona uiv AokyMeHTET ce CKarupa 1 npukada keM E-npotokona

6. Mpu uzgasave Ha E-npoTokon no PEAa Ha ekcneprusaTa no un.78, T2 or 330 otnaga veobxogumocrTa aa ce
MPEAOCTaBAT U CbXPaHABAT npunoxeHue Not u npunomeHne Ned oT HactoswumTe Manckeanns Ha H30K", npu cnepHuTe
ycnosus:

- 3a npunoxenue Net, nognucana or CneuranieT/cneunanisinpanarta KOMMCUs, NP HanuuueTo Ha TeKeT B Pewenue Ha
chednanusvpana komucus” no Allp Ne 38:  Jlunceat waknousalm KPUTEPUN 3a 3an0o4BaHe/MpobIKasaHe Ha neveHme ¢

- 33 npunoxerue Ned, nognucado ot 301, NpU HARWYUETO HA TeKCT B Pellenne na cneuwanusupana KOMUCUS® No Allp
Ne 38: enas aa mu 6uge 0A0BPEHO NEeYeHWE C REeKapcTBEHWN BROAYKT, KaTO Leknapupam, Ye CbM yBeaoMmeH 3a
AEACTBUETO HA HA3HAYeHaTa NekapcTeeHa TEPanuA U AasamM MHCHOPMUPARO CHINACHE ChaTa A3 MU BLae npunaraHa’.
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NPUNOXEHWUE 1A

TIUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWE NPU NALMEHTH
C PETUHANHA BEHO3HA QKNY3WA
(Aflibercept. Faricimab)

A. KPUTEPUM 3A NEYEHUE HA PETUHAIIHA BEHO3HA OKNY3UA (3AOABIMKMTENHW CA BCUYKKM KPUTEPUW)

< SRR i S e

MKB H34.8

KNWHAYHO [OKa3aH MAKYMEH OTOK, B Pe3yNnTar Ha U@HTPAn:{a peTuHanHa seHodna oknyaua (LIPBO) unu
knoHorpa oknyans ( KPBO) 1,23

|
e

|

i

I

MorekpaeHa anarHoaa c: 43 !
. Hai-pobpe KopWUrupaHa apurenHsa oerporta 3a 6nuzo u ganeye (0.05-0.5)
ueMTpanHa gebenuna Ha choresTa He No-manko ot 250 MukpoHa
WicresBaHe Ha NpeneH M 3a0eH O4EH CeTMEHT

chnyopecuenHosa anrnorpadgus (©A)

ONTHUYHA KOXepeHTHa Tomorpadua (OCT)
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Mpwu Hanuuue Ha MCXxemuyHa opmMa 4a ce MIBBLPWY NPeaBapUTENHO UNKM eAHOBPEMEHHO 1 nasepHa ;
KOAryNaLMA B UCXeMUUHUTE 30HK ¢ ‘

Al Rt A ST A AR S B e _+

4 | Nunca Ha MIKNIOYBALM KPUTEPUK NO To4Ka B 1 |

T MeovUMHCKA AOKY MEHTALMS, MESULWHCKE AOKYMEHTALINA, NOTEHLRKAARALLA HANMUNG HA BCeK OT KpuTepuiTe (amBynaropHn nucToRe
oT npernean NpK cneunanuer)

2 acneARanna v Nperneam oT cneunanuct, Noco4eHy B Tabnuua Z Ha npunoxeHne 2

2 pelleHye Ha cnelywannaupana komucua no Alp Ne38 c acha MoTueayuna 33 HEOBXOAUMOCTTE OT 33N0UEAHE HA NeYBHUETO

* amBynaropeH NUCT OT NOCNenHUs Npernen Npy Habnoaasawmrs cnegnanncT

B. U3KNIOYBALLW KPUTEPUM (NPU 3ANOYBAHE HA NEYEHUE)

Hanwuue Ha TpakunoHeH enem

CBpbXHYBCTEUTENMHOCT KbM SKTUBHOTO 8ELLECTRD UMW KbM HAKOE 0T NOMOLLUHKUTE BELeCTsa

AKTMBHa OMHA UNW NEPUOKYNApHa UHMEKLIKA MNY CbMHEHWE 38 Takasa, BKIICUUTENHO

MOBEYETO BUPYCHW 3200NMABaHMA Ha POrCBULIATA W KOHICHKTWBATA, KOETO BKMIOYBA AKTUBEH KepaTwT
BCABACTBUE HA enUTeneH Xeprnec CHUMNAexc (ASHAPWTEM KepaTHT), Bapuuena, mukobakTepwantu
uHcpekLm 1 gp.

4. [eua u oHowm Ha BbapacT nog 18 roanHn

5. DpPEeMEHHOCT W NaKTauus — OTHOCUTENEeH M3KMNoMBaLL KpuTepuid. MNpeuexkaTa non3a/puck oT NeYeHueTo
CB OCBLLIECTBABA OT CNeLManuiaupaHaTa KOMWCMR 33 BCEKW KOHKpeTeM CNyuysi u ce nocovsa B
EKCNEPTHOTO peLieHne.

L. A

‘3 VIUCKBAHKWA HA H30K MPU IEYEHWE HA BONECTW HA PETUHATA B WABLHBONHUYHATA TTOMOLY



MPUNOXEHVE 16

TNUCT 3A ONPEQENAHE HA KPUTEPUATE MNP 3ANOYBAHE HA AHTUHEOBACKYNAPU3SUPALLO
JNEYEHWE NPKU NALUMEHTU C BNAXHA DOPMA HA MAKYINHA OETEHEPAUNWA, CBBLP3AHA C BBL3PACTTA
(Aflibercept. Brolucizumab. Faricimah)

A. KPUTEPUW 3A 3ANOYBAHE HA NEYEHWUE TPU MNALMEHTA C BNAMHA ®OPMA HA MAKYNHA
AETEHEPALIMA, CBBP3AHA C BB3PACTTA (BALBIMKUTENHK CA BCUYKK KPUTEPMMK)

MKB H35.3

Hanuuue Ha akTMBHa hopMa Ha HeoBaCKyNapU3aumus, ALNXAILA Ce Ha MaKynHa fereHepauun CBbpaaHa
1 ¢ Bbapactrah 2?2

{ Morswppena Auarkozac: H23

W3cneliBade Ha 3purenHa ocTpoTa 3a 6nuio u paneve (20/200-20/30 no Snellen unu ETDRS)
TecT Ha AMSLER 3a Hanuuue #a meTamopdioncuu

M3MEPBAHE Ha BLTPEOUNO HansAraHe

H3CNeABane Ha NPeaeH W 3a8eH O4eH CerMeHT

¢nyopecuenHoBa aHruorpadun (DA}

ONTUNHA KOXepeHTHa Tomorpadua (OCT)

R

3 | Nwnca Ha nzknoYBaWM KPUTEPUA NO ToYKa B

! MeAMUMHCKE JOKYMEHTALIUS, MEARLHCKa ACkyMeHTauuna, NoTBbpKAaBalLa Hanu4ue Ha BCEKW OT KpUTEPUUTE (aMBynaTopHu nucTose
OT Npernean Npy Creunanucr)

* u3cneABaHUR U MPEFNSAN OT CELMANUET, NOCOYEHY B Tabnkle 2 Ha npunoxenne 2

¥ pelweHne Ha CNeLHantanpana KOMUGCHRA No ATllp Ne38 ¢ sicha MOTHBAUMA 38 HeOBXOAMMOCTTA OT 3anouBaHe Ha neueHUeTo

B. UBKMOYBALLK KPUTEPUK (NMPU SANOYBAHE HA NEYEHHWE)

ok

CBpbXUYYBCTBMTEMHOCT KbM KTUBHOTC BELIECTBO UMM KbM HAKOE OT NOMOLLHUTE BEUIECTBE

2. AKTWUBHA OYHE WNKM NEPUOKYNIEPHE WHBKLMS MY CEMHEHWME 33 TaKaBa, BKIHOUUTENHO

fI0BEYETO BUPYCHW 3aC0NABaHWA HA DOrOBULIATA M KOHIOHKTWBATA, KOETO BKIDUBA AKTUBEH KepaTuTt
BCNEACTBYE HA ENWTENed xepnec CUMNNEKC (AEHAPWTEH KepaTtuT), Bapuuena. MUKOBaKTepUanHu
MHDEKLMK U ap.

Hanwue Ha Tpaiino yspexaaHe Ha makynaTta — thubposa, atpocng, AormuHupaila reorpacbeka atpodus
MakyrniHv fynkv B cragui 3/4

Heua v loHowwM Ha BB3pacT nog 18 roamHu

BpemeHHOCT 1 NaKkTauus — OTHOCUTENEH WIKIIOMBALL KPUTEPUIA. MPEeLIEHKATA AON3A/PUCK OT NeUeHnaTo
Ce OChbLeCTBABA OT CneuyuanvavpaHaTa KOMUCHAR 33 BCEKM KOHKPETEH Clydaidr 1M ce noco4ea B
EKCNIEPTHOTO pelueHue.

ShEh e

oy .
F 7 MBNCKBAHNA HA HIOK NPW IEHEHKE HA BONECTU HA PETUHATA B 3R bHEOMHWHHATA NOMOLL
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NPUNOXEHWE 16

NUCT 3A ONPEQENAHE HA KPUTEPVUWTE NPYU NPOOB/MKABAHE HA AHTUHEOBACKYTIAPU3UPALLO
MEYEHWE MPU NALMEHTY C BNAYHA ®OPMA HA MAKYNHA AEFEHEPALINA, CBBLP3AHA C BBL3PACTTA
(Aflibercept. Brolucizumab. Faricimah)

8. KPUTEPWN 3A NMPOOBIMKABAHE HA TEMEHUETO (BAOBIMKUTENHA CA BCUMKKA KPUTEPWM)

MKB H35.3

1 | OueHKa Ha TepaneRTYHA ePEKTUBHOCT OT NPOBLAEHOTO NeYeHne [

|
Mpogbm¥aBaHe Ha MeyYeHwe NpW AOCTUrHAT TepanemTuueH ediewT (MuHumym 50 pm pedyryua Ha |
2 ueHmpannama hoaeiina debenuna, uamepena ¢ OCT u /unu nodebpente Ha 30 ¢ nore edud ped, uamepeno |

no Snellen unu 5 6yxeu no ETDRS unu namanesue ka memamopghoricuume} uni NOANLPHALI0 nevexne ¢ |
ornea 3aaLPXaHe Ha NOCTUrHATUS PEIYNTAT NNy peunaus

3 | 'nca Ha Makn4BalWy Kputepun no Touka I i

I U3KNHOYBALLA KPUTEPUM (MPY NPOABLIDKABAHE HA NEYMEHWETO)

MaunenTy Gez nopobperue Ha 30 W UeHTpanHa doeeira nebenuya

MLAHE UUKaTPU3aLmnA B 30HATA HA 3aCAraHe U NUNCAa HA akTUAEHA HeUBAaCcKy1apu3aLmns

MakynHu aynkun B ctagui 3/4

CBPLXYYBCTRUTENHOCT KBM 2KTUBHOTO BELLECTBO UNK KBM HAKOE OT NOMOLLHITE BellecTsa

AKTUBHA 0YHA UMW NEPVIOKYNapHa UHGEKUWA WY CHLMHEHWE 33 Takasa BRIMOYUTENHO

NoBeJveTo BUpYCHA aabonasavua Ha porosulaTa v KOHIOHKTURBATA, KOBTO BKNIOMBa aKTUBEH KepaTuTt

BCNEACTBUE HA ENWTENeH Xepnec CUMNIIeKC (OeHOPUTEH KepaTwT), Bapwuena, mukoBaktepnanHi

uHGEKUVKA 1 Ap.

6. HEM&HBHI&E Ha EPMTB]'IHaTa OCTpOTa B CpaBHeHue C Taan npean 3AaN0YBAHE Ha NeYEHWETO, KOATO He ¢e
AbIKA HE Apyri dhakTopu

7. Hoea cyBpetmHanHa xemMoparvs, BkniouBaLia UEHTbPa Ha hosesta Wnh  paslimprRade Ha
npeglecTsalla Takasa

8. [eua u oHowK Ha BB3pacT nog 18 roampn

9. BpPEeMEHHOCT ¥ NaKTaLWs — OTHOCUTENEH W3KNIo4BAaLW KpuTepui. MNpeueHkaTa NoN2a/pruek 0T NeHEHUeTo

ce OChLIECTBABA OT CcneuuannivpaHara KOMWCUA 38 BCEKW KOHKpETEH Chyyd4awn ¥ Ce noco4dsa B

eKCNepTHOTD peluenne.

Ol baish

o | B
lé{a M3UCKBAHWA HA H3OK MPW AEMEHWUE HA BONECTU HA PETUHATA B NARBHRONHAUHATA NMOMOLL
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NPUROMEHWE 1B

NACT 3A ONPENENAHE HA KPUTEPUMUTE NPy 3ANOYBAHE HA AHTUHEOBACKYNAPU3UPALLO

NEYEHUE NPYU NALIMEHTU C AUABETHA PETUHONATHS C MAKYNEH EOEM
(Aflibercept. Brolucizumab, Faricimah)

A. KPUTEPUKN 3A 3ANOYBAHE HA NEYEHUE NPY NMALMEHTH C OUABETHA PETUHOMATUS C MAKYIEH
ELEM (BAABIDKUTENHM CA BCUYKK KPUTEPUIA)

MKBE H36.0

Hanuumne Ha nerpakunoHen quaberen makynen egem ! 2.3

MNorewpaeHa guarkosza c: 123

Ll Bl

M3CNenBsaHe Ha IPUTENHE OCTPOTA 3a Bnuzo u ganede (20/200-20/30 ro Snellen unu ETDRS)
uamepsaHe Ha BLTPEOMHO HaNsIraHe

U3cnenBaHe Ha NMPpedeH ¥ 3al1eH OYeH CerMeNT

dnyopecueuHosa axrvorpadma (GA)

ONTUYHA KOXepeHTHa ToMorpadgus (OCT)

HAuaGerHa peTuHONaTUA ¢ KOHTpONMpaH auaGer u HbA1c <8,5% 2

Tlvnca Ha naknoYBawy kpurepwuy no Touka B

" MeANUMHCKA AOKYMEHTALMSA, MELULMHCKS AOKYMEHTALMA, NOTBLPKAABALIE HANWIIUE HA BCRKY OT KpuTepuuTe (amBynaropHu nucToBe
OT Npernesu npy cneuuanuer)

? M3CNeABaHNA U NPerneay OT CNEUManUCT, nocodenn s Tabrkua 2 Ha npunoxexune 2

¥ pewerus Ha cneuuanusupana xomucus no Allp Ne38 ¢ scHa moTusauws 3a HeaBxoanMOCTTa OT 3aN0Y8aHE HE NEYEHNETO

i

®

B. U3KNMIOYBALLY KPUTEPUM (IMTPU 3ANOYBAHE HA NEYEHUE)

it

@b

CBPBLXYYBCTBUTENHOCT KbM BKTUBHOTO BELUECTEO UAK KbM HFKOE OT NOMOLUHUTE BelyecTsa
AKTUBHE O4HE UMW NEPKOKYNEPHA MHEKLUS UNK CHMHEHUE 33 TAKABa, BKIIOUATENHD

roBedeTd BHUpYCHN aabornasadua Ha porasyuara v KOHIOHi(TMB&iTa, KOETO BRIOYBa aKTWBEH KEpaTwuT
BCNEACTBUE HA ENUTENEH Xepnec CHUMNNEKC (ASHAPUTEH KepaTWht), sapuuens, Muxobakrepuaniu
WHexUA 1 ap.

Hamvuue Ha TpakumorHo yepexaaHe Ha Makynara

Heua v oHoWW Ha BbapacT noa 18 roaunu

BPEMEHHOCT U NAKTALMUSA — OTHOCUTErIeH HAKIMOUBALL, kpuTepui. MpeLieHkara nonas/puck oT NeUeHUeTo
Ce OCbllecTBABA OT cneunanv3npaxaTta KOMWUCWSA 3a BCEKW KOHKDETEH crniyyaw M ce focodBa B
EKCepTHOTO Pelenmne,

VBUCKBAHNA HA H3OK MPWY NIEYEHWE HA BONECTH HA PETUHATA B M3BLHBONHVIUHATA MOMOLL




NPUNOXEHWE 1B

NACT 3A OMPERENAHE HA KPUTEPUUTE NPU NPOOBLIMKABAHE HA AHTUHEOBACKYNAPUINUPALLIO
MEYEHME NPU NALUMEHTU C QAMABETHA PETUHONATHA C MAKYNEH EAEM
(Aflibercept, Brolucizumab. Faricimab)

B. KPUTEPWUU 3A NPOOBIKABAHE HA NEMEHWETO {3A0BMKUTENHA CA BCUYKW KPUTEPUA)

MKB H36.C0
1 | Ouexka HA TepaneBTUYHA eheKTUBHOCT OT NPOBEASHOTO NeYeHne
NpoabnkaBaxe Ha feYeHMe MpWA MOCTHIHAT TepaneBTMYeH ediexkm (Munumym 50 pm pedykuyus Ha
g | UeHmpanrama toselina debernuna, usmepena ¢ OCT u funu nodobpenue 1a 30 ¢ noxe ediid ped. uamMepeHno
no Snellen unu 5 6ykau no ETDRS) nnv NognspKailio NEeJYeHUe ¢ ormes 3aAbpKaHe Ha NOCTUrHaTug
PeIYNTAT ¥NU PEYMANE
——
3 | AnabeTHa peTUHONATHA ¢ KOHTpONMPaH auabeTt n HbA1c <8,5% l ‘
4 | Nlunca Ha M3KNIOYBaWM KpUTEpUK no Touka I 1 i
. UBKNKDYBALW KPUTEPUM (TMTPU MPOOBIMKABAHE HA NEYEHWETO)
1. TlaumexTv 6ea nopobpenve va 3C v uenTpanka dogeita aebenuna
2. CapbX4yBCTBMTEMHOCT KbM AKTUBHOTO BELLECTBO MNK KbM HSIKOE OT NTOMALUHUTE BEUIECTRA
3. AxTvBHa OYHA UNK NEpHOKyNapHa MHEKLINA WM CBMHEHVE 3a TaKaRa, BINIOYMTENHD
noBeueTo BUPYCHKU 3a60MRBaHKMs HA POTOBULATE W KOHIOHKTMBATA, KOETD BKIMBA AKTUBEH Kepartut
BCAGACTENE HA EMUTENEH Xepnec cumnnexe (AeHAPWTEH kepatwut), Bapuuena, mukobakTepnanHi
MHEKLIMW 1 ap.
4, HamaneHue Ha 3pUTENHATA OCTPOTA B CPABHEHWE C TA3W NPEAM 3aMOUBAHE Ha MEUEHUETO, KORATO HE Ce
OBIKU HA APy hakToph
5. ‘Haawuue Ha TPAKUWOHHO YBPEeXIAHS Ha MakynaTa
6. [eua v 10HOWY Ha BbIpacT Nog 18 roaunn
7. DBpeMeHHOCT ¥ NakTauWsa — QTHOCKTENEH KaKIoYBaL KprTepui. NpeueHkara nonaa/pmnck 0T NeYeHUeTo
e OCBLUIECTBABA OT CNeUNanu3IupavaTa KOMWCWA 33 BCEKM KOHKDETEH Criyuan v Ce nocousa 8
EKCEPTHOTO pellenne.
,' "
¥

VBHCKBAHNUA HA H3OK MPU NEYEHWUE HA BONECTH HA PETUHATA B U3BBLEEOMHUMHATA NOMOIL|



NPUMNOXEHME 2
L NEYEBHO-AMATHOCTUYEH AlIFOPUTBLM

1. NEKAPCTBEHMW MPONYKTH, sxnoueHn s Mpunoxkenne 1 Ha TINC, kowto H3OK iannaua B8
CBOTBETCTBHME C AENCTBALLNTE HOPMITUBHY ROKYMEHTI

Tabnuua 1
INN ... ._DDDITepanestiyen kype
AFLIBERCEPT (MKB H34.8)* . EAHOKpaTeH kype A0 150 AHN (ReveNueTo A2 BRAKYBAE A0 3 annuxauum
.—.[P83 NLpauTe TpU Meceua) S f
AFLIBERCEPT {MKE H35.3 1 HSS.D) - WHTDBBUTDEANHD B BAHOTD OKO Ha 28 AHY. NOCNEeABaHK OT annukauuy no
L cxema
BROLUCIZUMAB (MKE H35-3 " H36.0) * VHTPABUTPEATIHO B €3HOTO OX0 Ha 28 AHW ﬂDCJ’leﬂ;g;ﬂ:D‘T ;H}IM_K-?{Li;;IFIBi
) CXema
FARICIMAB {MKB Haa_gi) . EAHOKpaTed kype 4o 150 ghv (neyeHUeTo 4a BKNIOYSA 40 3 annukayumn
__ MRes nupeure Tpmeceya) 0
FARICIMAB (MKE H35.3 u H36.0) » UHTPABUTPEAITHO HA BCeKM 4 CEAMULN (BEAHBLY MECEYHO) 33 NbpBUTE
3 poau nocnegeaqi oT annukayum no cxema

*3a6enexxa: MNpu neoGxogumocT ce AONYCKA NPOBEXAAHE HA SONLAHUTENEH TEPAneBYHYeH KypC.

2 NMPOCNENABAHE:
Tabnuua 2

Mepuon Ha neuenue
Mokazatenu ¥ nacnegBaHuA

Tlpu 3anoepave " Hat.wmmeceu |

e e i ""Jf“‘

poBepka Ha suayca®

Bnrpeouso sansrave (BOH)

CucTosiHue Ha upue

CocTogHue Ha newa

CBCTORAHMUE Ha 3a7eH none

CueToaHmMe Ha nepudepus Ha peTuHaTa
OnTuYHa KoOXepeHTHa Tomorpacusa (OCT)™
DryopecUenHoBa axruorpachus (GA)*

T nukUpaH xemoraobuH (camo sa MKE H36.0)
KOHCYNTALMA € EHAOKPUHONON = N0 NPELIEHKA

KoHeynrauus ¢ xapamorior - no npeueHka (camo aa | i
| MKB H34.8) ) N 1
MacnensanunaTa;

TPy ¢AKHCTEEHO IPAWID OKO CLC IPUTENHA OCTpoTa noa 0,1, KPHUTEPMAT 32 JanouBaHe He cnensa A8 Duue 3aguriMnTeneH.
*0BpazHuTe M3CAEABAHUH ¢ OTPAIeHM UMEHa Ha 300 ¥ JaTa €a JaabnkuTenHu!

Mpy Hanu4Ke Ha NPCTHBONOKA3AHKUA 33 NpoBeXaaHe Ha DA ce npunara OCT-A.

Heobxoauma e aprymesTauns or CNeUNanuInpaHara KoMucus!

|
!
|
|
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Il. OBILK USHUCKBAHKA

1. BbapacroBara rpaHula ce MIUUCNABA B HABLPLUEHU FOAUHY - T.8. BKNIOYMTENHO KbM AATaTa Ha u3fasaue Ha e-
fIPOTOKONA OT CRELMEIMCT/CNEUMANN3MpaHaTa KOMUCHA.

2. [lpw Ha3Ha4aBaHE Ha TEPanuA C e-NPOTOKON 3aNLIKUTENHD ce CholpaInBaT BLIpacToRUTS OrPaHUYMEHNSA, CBIMAEcHO
KpaTkarad XapakTepucTiika Ha CLOTBETHNS NEKApCTBeH NPOAYKT, YTELPAEHA NO peaa Ha 3MMXM.

3. H30K He 3annalua nevenne WIBLH KDATKATA XaPaKTEPUCTIKA Ha NeKapCTBEHUA NPoOOYKT,

4. H30K He sannauwja neveHue ¢ 103U HaJ MEKCHMEIHO PA3PELUBHUTE NO KPATKA X3PaKTepucTuka Ha NeKkapcTBeHus
NPOAYKT.

5. B cnyyail Ha HACTBNMNG NOACIYPAHA HEKENAHA NEKapCTBEHA peaKLMA, NeKapsaT ysepgomasa WAI no pepa wa un. 184
oT 3NNXM. Konve 0T cboGLIEHWETO Ca NPUNara/onucea KuM/B MeaULIMHCKATS AoKyMeRTauns na 301 NpW KaHAWAaTCTBaHE
3a neveHue.

6. Bceku e-NpOTOKON CE M3A3BA Bb3 OCHORA KA MIAAAEH MeOHUMHCKY AOKYMEHT 01 cnevivann3npada komucks s N3BN
Ha ocHoBakue Aflp Ne 38 .OnpeaenaHe Ha nnau Ha NedeHue U NPOCIeASBaHE Ha TEPANERTUHHIR OTrOBOP NPYU NAaLUVEHTH,
nony4yasaliy CKbLNOCTPYBALUW eKapCTBEHW NPOAYKTY No peaa ka un, 78, 1 2 330

Exaemnnap va xapruex socuten oT Alp Ne 38 ,Onpeaensse Ha nNaH Ha NEYeHKe n NPOCNeAnABaHe HA TepaneBTU4HKA
OTFOBOP NPU MALIMEHTH, NONYYaBalliy CKBbNOCTPYBALN NEKapCTBEHNU NPOJYKTH No peda Ha 4n 78, 7. 2 330" koiro e
OCHOBAHWE 3a U3aasaHe Ha NpoToKon, NoAMUCaH oY creunanuaupada komucus v 301, ce sogn no pen, onpedeneH ort
nevebHOTO 3aBEABHKE 1 C& CbXPaHABa B KOMUCHATA.

7. Mpu nwapasaxe xa E-npoTokon rno pena Ha excneprusara no un.78. v 2 o1 330. omana HeobxoauMocTra aa ce
NPefoCcTaBAT U ChXpaHasaT npunoxeHue Nel u npunoxedne Ne3 oT choTtaeTHUTe WauckearnuaTa Ha H30K",

8. NapasaweTo Ha E-NpoTokon ce oCbLUECTBABA B CHLOTBETCTEME CLEC CLEMECTHW  Yealamus 3a pabota ¢ nogagex no
ENEKTPOHEN MbT npoTekon IAAB/IC (e-npotokon)’. Mexay HalWoHanHata 3ApaRHOOCUTYPHTENHa kaca v Buirapcku
NEeKapcky ChLIo3 3a npuraraHe Ha HauﬂOHaﬂHmﬁ PamMKoB AOroBop 3a MegHUWHCKMTES AeWHOCTK

Hacmoswume uguckganus ca ymebpdenu om ynpasumens va H30K cned Fewenus Ne PI-HC-04-, ./ . .20252
Ha Hadaoprus coeem Ha H3OK u npedeapumento ceenacysare ¢ 61C  Ha ocrosaxue 4 57, an 10 abe ap. ¢ an.8 om
lpaesunHuka 3a yempolicmeomo u delivoemma na HayuouanHama sdpagHoocuypUmenna kaca FauckeaHusuma anu3am
& cuna om damama Ha ofHapodeaHemo UM 6 .dLPXABEH BECMHUK ™ I OMMEHRIN JeIMRatUme UIUCKEAHUS 8 Cima om
31.05.20242. na ocrosanue petierue Ne PI-HC-04-54/25.04.20242.
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NPUNOXEHWE 3

DEKNAPALIMA 3A NHOOPMUPAHO CLIMACUE C U3UCKBAHWATA 3A 3AMNOYBAHE / NPOABIMKABAHE HA
NEMEHWETO C NEKAPCTBEHWA NPOOYKT

D e e R R AR R T

A3 BONYIORINCABMBTIRITE oo uvoiswmisariss s oo bississ i i s s 5 (65 givss

crieq Kato Ce 3ano3Hax ¢ UAnaTta MU NpeaocTaBesa uHopMauMst M UENTa Ha fIEYEHPETD C NeKapCTBeHus
R RTS8 KB WM Cneg Kato NOMNyYyux  U3HEPNATENHA
OTrOBOPY HA NOCTABEHUTE OT MEH BBLINPOCK, Aeknapupam Je.
1. lle cnaapaM NpenopLUaHATA MU OXEMA Ha NeusHUe ¥ Nepruoan4HOCT H2 KOHTPONKUTE npernean
2. PepaoBHO L Ce SBABAM Ha KOHTPONHYU MPEernean v HAMa 43 NPOMEHAM CAMOBOMHO UK NOA APYID BHYILEHUE
HazHaYeHaTa M Tepanua,
3. [lpv npeycTakoBSBAHE Ha NEYSGHUETO MO NPUUWUKY, HENPOM3TUYALLK OT peLeHveTo Ha Komicunta 3a ekcnepriau
8 P30OK u/unu KomucusaTta no 4n. 78, 7.2 ot 330, we ysepgoMn HezabasBHo NuuHUR oy nekap
4. [lpw HecnasBaHe Ha MOCOMEHWTE YCMOBWS NEWEHWETO MU € YNOMEHATUR NeKapcTsen npoaykt we Owbae

fPeKpaTeHo U HAMA [13 UMaM npeTeHLM KbM H3O0K.
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f’f‘é UBVNCKBAHUA HA H30K MPW NEYEHUE HA BONECTU HA PETUHATA 8 UAREHEONHIUHATA NOMOLL



