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M3NCKBAHWUA HA H30K NPU U3[ABAHE HA NMPOTOKONK 3A NPOBEXOAHE HA
WHTPABUTPEANHO NEYEHWME NPWU NALUWMEHTW C BOJNIECTU HA PETUHATA

MpoTokonbT ce u3aaBa OT cneuuanuaMpaHa KOMUCWUA B nedvebHW 3aBefeHMA 3a HONMHWYHA NOMOLY, CKMKOYMNK
porosop ¢ H30K 3a usnbnHeHme Ha AMBynaTtopHa npoueaypa Ne38 oT cneumanucTv ¢ KOA Ha cneuyuanHocT 15
(o4Hu GonecTtu). CneunanuaupaHuTe KOMUCUM Ce Cb3fdaBaT cbC 3anoBes Ha AUPEKTopa B creHUTe nevebHu
3aBeneHuns: YMBAI “Anekcangposcka’ - rp. Codmna, YMBAN “Llapuua WoanHa - UCYN" - rp. Codma, YMBAI “CeeTa
AHHa" - rp. Codpua, COBAIN ,Akagemuk Mawes” - rp. Cocdua, CBANOE ,3opa” - rp. Codua, COBAS [Mentarpam” - rp.
Codousi, CBANOB ,3penne” - rp. Cocous, OueH nasepeH LeHTbp BuwxbH' — rp. Codmna, YMBAT “Ce. leopru” - rp. Mnosaus,
QuHa 6onHuua — Jlykcop® - rp. Mnoeaue, MBAJ , TpumoHunym” — rp. Mnoeaus. OuHa BonHuua - CBEOBAI BapHa - mp.
BapHa, OuHa knuHuka “Ceeta MNeTka” - rp. Bapra, BMA — rp. Cocpua, Apxubanem Cutu Knunuk MBATT Tokyaa“ — rp.
Cocpun, CBAJNIOB ,Oew' — rp. Codwma, MeguumHcku uewTbp no odranmonorus Pecbuomen” — rp. Codws,
,Cneunanuaupana ouyHa GonHuLa 3a akTueHo nevexue — rp. byprac, AMUCMMM — OML Ceetu Hukonain Yyaotsopeu’
EOO/[ - rp. BapHa, ,AMLICMI — OuHa knuHuka a-p Xybanos” EOO/ - rp. byprac, ML ,Okcukom" — rp. byprac, MNbpsa
MBAIN — rp. Codusa, COBAN ,[O-p Tackoe* — rp. Teprosule, ,O4eH MEAWLMHCKM LEHTLP — XackoBo® — rp. Xackoso,
MeauumHckn ueHTep Bepes — rp. Ctapa 3aropa, YMBAN ,a-p I.CtpaHcku” — rp. Mnesen, YMBAT Meguka — Pyce" - rp.
Pyce, MLl ,Ceetnuna“ EOO[ — rp. Codma, MBAN Xapku JumuTep” - rp. Cnusen, COBAN Pandyoscku” — rp. Bpaua,
MBAN ,Moseneu"’ — rp. Cocoma, MBAS ,O-p Atanac Jacoeckn” — rp. Kbpaxanu, MU BU3WO NIM" —~ rp. bnaroesrpag,
YMBAN ,Mpod. a-p CtosH Kupkosuy" — rp. Ctapa 3aropa, MBAJ1 — Xackoso — rp. Xackoso, OML| , Tpowes" ~ rp. Ctapa
3aropa, YMBAT ,Kanes“ — rp. Pyce, CBAJIOB ,Mpocneputac” — rp. Codoma, ML ,EOC" - rp. Cochusa, MBAJT ,Ceeta Codus*
— rp. Codpus, MBAJ , Tpakua“ — rp. Ctapa 3aropa n YMBAJT Muporoe” — rp. Cocpus

I. PEQA 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a 3ano4YBaHe Ha neveHue npu 6onectu Ha petuHata H34.8, H35.3, H36.0
MpoTokonu Npu NopeaeH Kypc 3a neYyeHue Ha peTUHanHa BeHo3Ha okny3ua H34.8

*  MeguuuWHCKa OOKYMEHTAUUA, NOTELDHAABALLA KPUTEPUUTE N0 npunoxeHue 1 n
BCUYKN HEoBX0aAMMK M3cneaBaHnsa, CbobpasHo NpUNoXxeHue 2
CNEUUATNTUIUPAHA
KOMNCHS = PeweHue Ha cneunanuaMpaHa KOMWUCHMS C HcCHA Me[WUWHCKAE MOTMBALMA
(3agbmKUTENHO ce oTOenA3Ba NUNCa Ha U3KNIYBALLW KPUTEPUN)
/ = ‘Mpotokon 3a npeanuceaHe Ha nekapcTea, 3annawadu ot H3O0K/P30K" -

0bp. M3-H30K
Komucusa no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B P30K

lNpoTokonu 3a npoabMKaBaHe Ha NevYeHUeTo UK CMAHa Ha nekapcTeeH npoaykT ¢ apyr INN

CNEUMATIUSNPAHA .| = ‘Mpotokon 3a npeanuceaHe Ha nekapcrea, .| 3aBepka Ha npoTokona
KOMUCHA sannawanmn ot H30K/P30K™ — 06p. M3-H30K B P30K

Il. OBLK NMONOXEHUA

1. E-npoTokon ce u3gaea OT YMEHOBE Ha cneunanuInpaHn KOMMcUM B nevyebHun 3aBefeHUA, okalBalwm bonHuYHa
MeauuuHcka nomouwy (JI3BM) Ha ocHoeaHue Pewenune Ha cneumanuaupana komucus® no Allp Ne 38  OnpeaensHe Ha
nnaH Ha NeYyeHue 1 NpocneanBaHe Ha TEPaNeBTUYHUS OTTOBOP NPY NALMEHTU, NoNy4asally cKbNnocTpyBalLy NekapcTBEHN
NpoayKkTW No peaa Ha yn. 78, 1. 2 330" B cvoTeeTcTBUE C yTBbpAEeHUTE M3uckBaHna Ha H30K no 3abonseanus. Mbpeuat
NPOTOKON NpW 3ano4YBaHe Ha neveHue ce uagaea 3a nepuwod 4o 180 AHW, a Bcekw crneaealy NPOTOKON MOXe Aa ce uigasa
3a Cpok a0 365 gHun.

2. 3011 zaaBABa ckrnacue ¢ nognuca cu B ,PeweHne Ha cneynanmamnpaxa komucusa” no AlNp Ne 38 3a cnegHoTto: JKenas
ha mu 6bae ofoBpeHo NeYeHue C NEekapcTBEHUS NPOAYKT, KaTo AeKknapupam, 4e CbM yBe[OMeH 3a [JeNCTBUEeTO Ha
HasHa4veHaTa nekapcTBeHa Tepanvsa U gaeam UHhopMUpaHo cernacue cbluata aa mu 6bae npunarada“;  Cbrnacex/a cem
3a M3NON3BaHe Ha NUYHUTE MU OAHHW 33 LUENUTe Ha ekcneptusaTa’; JKenas pga Obaa yeBeaomed/a 3a pesynraTta oT
ekcneptusata ot P30OK no eavH oT cneaHuTe HauyvHu: no e-mail, Tenedon unu Ha macto 8 P30OK";  Paspewasam goctsn
[0 eNeKTPOHHOTO MU 34paBHO gocue”.
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3. lo nony4yaBaHe Ha MHcopMaUKA 3a 3ano4yBaHe UNK NpoabikaBaHe Ha 3asnseHoTo nedvenue, 30J1 npogbnxkasa
TepanuATa ¢ nekapcTBeH/M NPoAyKT/W, C KOUTO e NPOoBeXaarn NevYeHmMeTo OO MOMEHTA.

4. [peaun ctapTupaHe Ha npoueca no usgasade Ha E-npotokon Ha 30J1, cneunanusnpaHata KOMUCUSA NpaBu cnpaeka no
€NeKTPOHEeH MbT 3a n3gageHn Ha 30J1 npeaxoaHW NPOTOKONK, No Cblymns npodun Ha 3abonssaxe. [pouechT No U3nasaHe
Ha E-npoTokon ce peanusvpa B MeauuuHcku coTyep. B HacToslMTE M3MCKBAHUS ca NOCOYEHU Heobxoaumwure
AOKYMEHTH 3a usgasaHe Ha E-npoTtokon Ha 30/1.

5. [okymeHTute (ambynaTopHWTE NUCTOBE, ENWKPU3WN, nacneasaHus), kouto culiecteyeat B H3UC/mHopmaumorHaTta
cuctema Ha H30K, ce aeknapupar B E-npoTokona ¢ TexHuTe yHukanHu Homepa (HPH).

MHdopmaumaTa, oTHOCUMMa KbM U3AaBaHe Ha E-npoTokona, KoATo e B IOKYMEHT, KONTO HAMA eneKkTPOHEeH hOPMAT W He ce
cbabpxa B H3WC, ce nogasa kaTo ce nonbnea B PELWEHWETO Ha cneuraninanpasa KOMUCHs — OCHOBaHUWE 3a u3jasaHe Ha
E-npoTokona nnu AOKyMEHTBT Ce CKaHupa v npukada kem E-npoTokona.

6. MNpu napaesaHe Ha E-npoTtokon no peaa Ha ekcneptusata no 4n.78, 1.2 ot 330, otnana HeobxoAuMmoOCTTa aa ce
NpeaocTaBAT U CbxpaHaeat npunoxernve Nel u npunoxeHue Ne3 ot HacToswmTe WM3auckBanus Ha H30K", npu cnegHute
YCNoBUS:

- 3a npunoxenue Ne1, nognucaHo OT cneuvanucT/cneunanuanpaHaTa KOMUCKSA, NPY HanNnU4YMeTo Ha TexkcT B ,PeleHune Ha
cneuvanuanpana kommncusa“ no Allp Ne 38:  JlunceaT u3knoYBallm KpUTEPUW 3@ 3anoyYBaHe/NpPoAbMmKkaBaHe Ha NevYeHue ¢
nn«

- 3a npunoxexune Ne3, nognucaro ot 30J1, npu HanuumeTo Ha TekcT B PelweHne Ha crieupannaupaHa komucms” no Allp
Ne 38: JKenas aa mu 6bae opobpeHo nevyeHwe C NekapcTBEHUS NMPOAYKT, KATe AeKnapupam, Ye CbM yBeAOMEeH 3a
[EeUCTBUETO Ha HasHauyeHaTa NekapcTBeHa Tepanusa 1 fasam WHOopPMUpaHo ckriacue chiuata aa mu 6bae npunaraHa”,
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NPUNOXEHWE 1A

JIUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWE NPU NALUUEHTH
C PETUHANHA BEHO3HA OKNy3uA
(Aflibercept, Faricimab)

A. KPUTEPWUX 3A NEYEHWE HA PETUHAJNTHA BEHO3HA OKNY3WA (SAOBIMKUTENHN CA BCUYKWU KPUTEPUM)

MKB H34.8

KAWHUYHO A0Ka3aH MaKymeH OTOK, B Pe3ynTart Ha LieHTpanHa peTuHanHa BeHo3Ha oknyaus (LUIPBO) unu
knoHoBsa oknyaus ( KPBO) +23

MoTeLpaeHa anarHoszac: 28

Hau-gobpe kopurupaHa 3puTenHa octporta 3a 6nu3so n paneve (0.05-0.5)
LUeHTpanHa aebenuHa Ha poBeATa He no-manko ot 250 MukpoHa
nacnepBaHe Ha NpeaeH U 3afeH O4YeH CermeHT

dnyopecuenHoBa aHruorpadpus (PA)

onTUYHa KoxepeHTHa Tomorpadpusa (OCT)

(%]
e

I'I'pn HanuyMe Ha UcxemMuyHa copma Aa ce U3BBLPLUX NpeaBapuUTenHo WM eQHOBPEMEHHO W Nna3sepHa
Koarynauua B MCXeMUYHUTE 30HWU 4

4 | Jlunca Ha U3KITIOYBALLM KPUTEPUK No Touka b

T MeauUMHCKa OOKYMEHTaUMNA, MEANLMHCKA JOKYMEHTALMS, NOTBBLPXKAABALLA Hanu4ne Ha BCEKN OT kpuTepuuTe (ambynatopHu nucTose
OT Nperneaun npu cneuwanucr)

2 n3cnenBaHnUs ¥ NPErNeAN OT CNeUMannucT, NocoYern B Tabnuua 2 Ha npunoxenve 2

’ peweHue Ha crieunanuampana kommucusi no AlMp Ne38 c acHa moTuBaums 3a HeoBxX0AUMOCTTa OT 3anoYysaHe Ha NeYeHNeTo

* amBynaTopeH NUCT OT NOcneaHWA Npernes nNpu HabnaaBaWmaA cneuuanucT

B. U3KNIOYBALLY KPUTEPUK (NMPU 3ANMOYBAHE HA NEYEHUE)

Hanuuue Ha TpakuvoHeH enem
CBpbX4yBCTBUTENHOCT KbM aKTMBHOTO BELECTBO UMW KbM HAKOE OT NOMOLIHWUTE BELLECTBA
~ AKTUBHAa O4Ha UMK NepuokynapHa WHekUMa N CbMHEHUe 3a TakaBa, BKITIOYUTENHO
NMOBEYETO BUPYCHW 3ab0nsBaHWA Ha poroBULATa W KOHIOHKTMBATA, KOETO BKMKOYBa aKTUBEH KepatuT
BCNEACTBME HA enuTeneH Xeprnec CHUMNNEeKc (QEHAPWTEH KepaTtwT), Bapwuena, mukobaktepwanHu
UHCeKLMK 1 ap.
4. [eua v KOHOLWM Ha Bb3pacT nod 18 roavHw
5. BpemeHHOCT U nakTauusa — OTHOCUTENeH U3KnYBaLy kputepuit. Mpeuexkarta non3a/puck oT NeYeHneTo
Ce OCbLUECTBABA OT chneuuanvaupaHaTa KOMWCKUS 33 BCEKW KOHKPEeTEH cny4an u ce nocovsa B
EeKCNEPTHOTO peLleHue.
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NPUNOXEHWE 16

NUCT 3A ONPEOENAHE HA KPUTEPUWUTE NPU 3ANOYBAHE HA AHTUHEOBACKYNAPU3UPALLO
NEYEHWE NPU NALUMEHTU C BINNAXXHA ®OPMA HA MAKYITHA OEFEHEPALINA, CBBEP3AHA C B3PACTTA
(Aflibercept, Brolucizumab. Faricimab)

A. KPUTEPWUM 3A 3AMNOYBAHE HA NEYEHWE NMPWU NMALMEHTW C BNAXHA ®OPMA HA MAKYINHA
AEFEHEPALIUA, CBBLP3AHA C Bb3PACTTA (SAOB/MKUTENHU CA BCUYKKU KPUTEPUMN)

MKB H35.3

Hanuuue Ha akTuBHa hopMa Ha HeoBacKynapv3auus, AbIKALLA Ce Ha MaKynHa AereHepaunsa cBbp3aHa
1 Y
c Bb3pactra 2 ?

MoTebpaeHa avarHosa c: 23
u3cnenBaHe Ha 3pWTernHa ocTpoTa 3a 6nuso u ganeye (20/200-20/30 no Snellen unu ETDRS)
Tect Ha AMSLER 3a Hanuumne Ha meTamopdponcumn
' M3MepBaHe Ha BLTPEOYHO HansiraHe
u3cneaBaHe Ha NpeaeH U 3afeH OYeH CerMeHT
chnyopecuenHoBa aHruorpadcus (PA)
ONTUYHA KoxepeHTHa Tomorpacpus (OCT)

cuRLN =

3 | Nunca Ha u3knKYBalM KpUTEpUK no Touka b

T MEeaNLNHCKA AOKYMEHTALMSA, MEANLNHCKA AOKYMEHTALNS, NOTELOXAABALLA HANKUNE HA BCEKN OT KpUTEpUUTE (aMBynaTopHu NUCToBe
OT Npernean npu cneunanucr)

2 nacneABaHWs W Nperneau oT cneuuanucT, nocodeHu B Tabnuua 2 Ha npunoxexue 2
* peweHune Ha cneuunanuanpada komucus no Alp Ne38 ¢ AcHa MoTMBaumMA 3a HeoDX0ANMOCTTa OT 3ano4BaHe Ha NevYeHneTo

B. U3KNHYBALLW KPUTEPWUU (MPU 3ANOYBAHE HA NEYEHUE)

-
.

CBpPBXYYBCTBUTENHOCT KbM aKTMBHOTO BELLECTBO MW KbM HAKOE OT MOMOLLHWTE BellecTsa

2. AKTMBHA OYHA UNK NEpUoKynapHa MHMEKUMA NN CbMHEHWEe 3a Takaea, BKIIOYUTENHO

NOBEUYETO BUPYCHW 3abOMsABaHWS Ha POroBMLATA W KOHIOHKTUBATA, KOETO BKMKUYBA aKTUBEH KepaTwT
BCNEACTBUE Ha enuTesieH Xxeprec CUMMMekc (AeHApWTeH kepatuT), Bapwuuena, mukobakTepwanHu
VHEeKUMn 1 ap.

Hanuume Ha TpaiiHo yBpexaaHe Ha makynarta — ¢ubpoaa, aTpodua, AomuHupalua reorpadcka aTpotuns
MakyrnHu gynku B ctaguin 3/4

[eua 1 1HoWW Ha BbapacT nog 18 roguHu

BpeMeHHOCT ¥ NakTauusa — OTHOCUTENEH Makmniousaly Kputepwid. MNpeuexkaTa nonaa/puck oT neYeHneTo
ce OCbIIECTBABa OT CreuuanusupaHaTa KOMWCMA 3a BCEKW KOHKPeTeH cnyyail W ce noco4ea B
EKCNEPTHOTO pelleHune.
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NPUNOXEHWE 16

JNIUCT 3A ONPEJENAHE HA KPUTEPUUTE NPU NPOABLINABAHE HA AHTUHEOBACKYINAPU3UPALLO

NEYEHWE NPU NALUMEHTU C BNIAXXHA ®OPMA HA MAKYINHA OETEHEPALIMA, CBBP3AHA C Bb3PACTTA

(Aflibercept, Brolucizumab, Faricimab)

B. KPUTEPWUU 3A NPOOBIMKABAHE HA NEYEHMETO (SAOBIMKWUTENHW CA BCUYKW KPUTEPWUW)

MKB H35.3
1 | OueHka Ha TepaneBTUYHA e(heKTUBHOCT OT NPOBEAEHOTO NeYeHune
nponyj'ijkaaaue Ha ne4YyeHWe NpWM MNOCTUrHAT TepaneBTUYeH edekT (MuHumMym 50 pm pedykuyus Ha
o | ueHmpanvama ¢hoseiina OebenunHa, usmepeHa ¢ OCT u /unu nodobperHue Ha 30 ¢ noHe eduH peod. U3MepeHo
no Snellen unu 5 6ykeu no ETDRS unu HamaneHue Ha memamopchoncuume) wn NoaALPKalo nevyeHne c
ornen 3aabpkaHe Ha NOCTUIHATMA pe3ynTaT unu peuuams
3 | Nunca Ha u3knNoYBaWm KpUTepun no Toyka I
r. U3KNKYBALLW KPUTEPWUK (MPU NPOABIMKABAHE HA NEYEHUETO)
1. NauwenTtn 6e3 nogobpexue Ha 30 n ueHTpanHa doeerHa aebenuHa
2. [TbnHa uMkaTpW3auus B 30HATa Ha 3acAraHe W NUNca Ha akTUBHa HeoBackynapusaums
3. MakynHu nynkv B cTagui 3/4
4. CepbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HAKOE OT MOMOLLHWTE BellecTsa
5. AKTMBHa O4YHa UMK NEPUOKYNapHa UHDEKLWA N CbMHEHWE 3a Takasa, BKIIOYNTENHO
NnoBeYeTO BMPYCHN 3a00MNABaHMA HA POrOBMUATA M KOHIOHKTUBATA, KOETO BKNIOYBA aKTUBEH kepaTuT
BCNEACTBUE HA EMUTENEeH Xeprnec CUMNNeKc (AeHApUTeH KepaTuT), Bapuuena, mukobakTepwanHu
MHEKLUNA 1 Ap.
6. HamaneHue Ha 3pUTeSIHaTa OCTPOTA B CPABHEHWE C Ta3N NPe/iun 3ano4YBaHe Ha NeYeHneTo, KoATo He ce
OBMKN Ha apyrin hakTopu
7. HoBa cyGpeTvHanHa xemoparus, BKMOYBAllA UEHTbpa Ha oBeATa wnu paswmpsieale Ha
npegliecTealla Takasa
8. [eua v OHOLWM Ha Bb3pacT noj 18 rogukmn
9. DBpeMEeHHOCT 1 NaKTaLUWA — OTHOCUTENEH U3KNYBaLL KpuTepuia. NpeueHkaTa nonsa/puck ot neYeHneTo
ce OCbLUeCTBABA OT CreuuanusupaHata KOMUCWS 33 BCEKW KOHKPETEeH criy4ail u ce nocodsa B
EKCNepTHOTO peLleHue.
Kt 6
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NPUNOXEHWE 1B

NACT 3A ONPEQENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA AHTUHEOBACKYNMAPU3WUPALLIO
NEYEHWE NPU NALUMEHTW C AMABETHA PETUHOMNATUA C MAKYNEH EQEM
(Aflibercept, Brolucizumab, Faricimab)

A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE NPU NMALMEHTU C OUABETHA PETUHOMNATUA C MAKYIEH
EOEM (SAOBIMKUTENHW CA BCUYKKU KPUTEPUMW)

MKB H36.0

1 | Hanuuwe Ha HeTpakuuoHeH avabeTeH makyneH egem " 2

MoTebpaeHa avarHoszac: %3
- M3crnepBaHe Ha 3puTenHa ocTpoTa 3a 6nuso u naneve (20/200-20/30 no Snellen unu ETDRS)
W3MepBaHe Ha BLTPEOYHO HansAraHe
u3crnefBaHe Ha NpeaeH U 3aAeH OYeH CermeHT
chnyopecuenHosa aHrnorpadms (PA)
onTUYHa KoxepeHTHa Tomorpadusa (OCT)

[ %]
O

3 | OuabetHa PETMHONATUA C KOHTPONUPaH nunaber n HbA1c <8,5% 2

4 | Nunca Ha U3KNMIOYBALLM KPUTEPUM No Touka B

! MeAWLMHCKa AOKYMEHTALMA, MEANLMHCKA AOKYMEHTALWS, NOTBbPXAABALLE HAaNuYMe Ha BCEKW OT kpUTepuuTe (ambynatopHi NUCToBe
OT Nperneaun npu cneuuanucr)

2 acneABaKuaA W Nperneamn OT cneunanucT, NocodeHu B Tabnuua 2 Ha npunoxexve 2
} peweHue Ha crieyuanuanpaHa kKoMmucusa no AlNp Ne38 c acHa MoTUBaUWUS 32 HEOBXOAMMOCTTA OT 3aN0YBaHe Ha NeYeHUeTo

B. USKNKOYBALLW KPUTEPUUK (NMPU 3ATIOYBAHE HA NNEYEHMUE)

.

CBpPBbXYYBCTBUTENHOCT KbM SKTUBHOTO BELLECTBO UM KbM HAKOE OT MOMOLUHUTE BelecTBa

2. AKTMBHA 04HA UNW NepuokynapHa MHMEKUMs UM CbMHeHWe 3a Takaea, BKITIYUTENHO

nqsetiem BUPYCHM 3afonaBaHus Ha poroBMUAaTa W KOHIOHKTWBATA, KOBTO BKMIOYBA aKTWBEH KepaTuT
BCMeACTBME Ha enuTeneH Xepnec CUMNMEKC (AeHAPUTEH KepaTuT), Bapuuena, mukoBakTepwantm
WHEKLUMN 1 Ap.

Hanuune Ha TpPakUMOHHO yBpexaaHe Ha makynaTa

[eua v 1oHoLWLKM Ha Bb3pacT noa 18 roguHu

BpemMeHHOCT 1 nakTauyus — OTHOCUTENEH M3KNKYBaLl kpuTepuid. MNpeuexkarta non3a/pyck OoT NeYeHneTo
Ce OCbLUeCTBABA OT cCheuuanu3npaHaTa KOMWCWS 33 BCEKW KOHKpPeTeH cnyyal W ce rnoco4ysa B
EKCNepTHOTO peLleHne.
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NPUNOXEHWE 1B

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBLIMKABAHE HA AHTUHEOBACKYINAPU3UPALLIO
NEYEHUE NPU NALUMEHTW C AWABETHA PETUHOMATUA C MAKYINEH EJEM
(Aflibercept, Brolucizumabh, Faricimabh)

B. KPUTEPUW 3A NPOOB/MKABAHE HA NEYEHWUETO (SAABMKUTENHU CA BCUYKU KPUTEPWUW)

MKB H36.0

OueHKa Ha TepaneBTU4YHA e(PeKTUBHOCT OT NPOBEAEHOTO NnevYeHune

MpoabnkaBaHe Ha neyeHWe NpPU MOCTUrHAT TepaneBTUYeH egekm (muxHumym 50 pm pedykyud Ha
ueHmpanHama ¢poseliHa debenura, uamepera ¢ OCT u /unu nodobperue Ha 30 c noHe eduH ped, UIMEPeHo
no Snellen unu 5 6ykeu no ETDRS) unu nopAbpxawo neyeHwe ¢ orneq 3agbpXaHe HA NOCTUrHATUA
pe3ynTar unv peungus

[uaberHa peTuHonaTtus ¢ KoHTponupaH auaber n HbA1c <8,5%

Nunca Ha M3KNKYBalWM KpuTepuu no To4ka I

s
&S

¢

r. U3KINKYBALLW KPUTEPUW (MPU NPOOBMKABAHE HA NEYEHUETO)

MaumeHTn 6e3 nogobpenune Ha 30 n ueHTpanHa doeeniHa aebenunHa

CBpPBbXYYBCTBUTENHOCT KbM AKTMBHOTO BELLECTBO UMM KbM HAKOE OT NOMOLLHWTE BELLECTBa

AKTUBHA 04YHa VNV NEepPUOKynapHa MHAEKLWA UM CbMHEHVE 33 Takasa, BKYUTENHO

MOBEYETO BUPYCHWU 3a60NABaHUS Ha POroBMLATa W KOHIOHKTUBATA, KOBTO BKMIOUBA aKTUBEH KepaTuT
BCNEACTBME HA EenuTENeH Xeprnec CUMMMeKc (OAeHApUTEH KepaTwT), Bapuuena. MukobakTepuanHu
MHeKUnK 1 ap.

4. HamaneHue Ha 3puTenHarTa ocTpoTa B CpaBHEHWE C Ta3u Npeau 3anoyBaHe Ha NeyYeHneTo, KOSTO He ce
AbIKK Ha Apyrv chakTopu

Hanuuue Ha TpakUMOHHO yBpeXaaHe Ha makynaTta

[eua 1 10HOWKM Ha Bb3pacT nog 18 roankn

BpemMeHHOCT W NakTaumsa — 0THOCUTENEH U3KNIOYBALL, KpUTepuid. MNpeueHkaTta nonaa/puck OT NEYEHNEeTo
ce OCblLUIEeCTBABA OT CleuManusnpaHata KOMWCUS 338 BCEKU KOHKpPEeTeH criy4an v ce noco4sa B
EKCNepTHOTO peLLeHKe.
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NPUNOXEHWE 2

1. NEYEBHO-OUMATHOCTUYEH ANNFOPUTBM

1. JNIEKAPCTBEHW NPOOYKTW, BrknioueHnn B Mpunoxenune 1 Ha MNNC, kouto H30K 3annawa B
CBbOTBETCTBUE C AeNCTBaLUTEe HOPMAaTUBHU OOKY MEHTH.

Tabnuua 1 e
INN DDD/TepaneBTU4eH Kypc
” e UHTPaBWUTPEanHo B £4HOTO OKO Ha 28 AHW, NOCNEABAHW OT annukauuu no
AFLIBERCEPT (MKE H34.8) EGR T
¢ WHTPaBUTPEanHo B €4HOTO OKO HA 28 AHW, NocneBaHu OT annukauum no
AFLIBERCEPT (MKE H35.3 u H36.0) R e
i e VHTPaBUTPEAnHo B €4HOTO OKO Ha 28 AHW, NocneasaHy OT annukauum no
BROLUCIZUMAB (MKB H35.3 n H36.0) cxema T
. WHTPaBWTPEanHo Ha BCEKN 4 CeAMUUN (BEAHBX MECEYHO) 3a NbpeuTe 3

FARICIMAB (MKE H34.8%) WM NOBEYE MOCNEOBATENHM MECEUHW WHXEKUWW, NOCNesBaHu oT
: annukauum no cxema

s WHTPaBUTPEarHo Ha BCEKM 4 ceamuum (BEAHBX MECeuHo) 3a nbpeuTte 3
A03W, NOCNeABaHK OT annNUKaLUMK No CXema

FARICIMAB (MKBE H35.3)

e VHTPaBUTPEANHO Ha BCEKM 4 ceamuum (BEAHBX MECEUHO) 3a NbpBUTE 3
FARICIMAB (MKB H36.0) WNW NOBEYe NOCAEAOBATENHA MECEUHW MHXEKUWM, NOCnesBaHn oOT
¥ o annuKkaumm no cxema

P NPOCNEOABAHE:

Tabnwuua 2 o )
Mepuon Ha neuyeHue
Moka3arenu U nscneaBaHusa ] -

Mpwu 3anoyBaHe Ha 6-ua mecey
MNpoBepka Ha Bu3yca* X N X
BuTpeoyHo HansraHe (BOH) X o X
CueTosHMe Ha upuc X X
CobeTosHue Ha newa o X B X
CbCTOAHME Ha 33JeH nonwc X X
CoeTosiHue Ha nepudepus Ha peTuHaTta % X
OnTuyHa KoxepeHTHa Tomorpadgus (OCT)** X X
dnyopecuenHoBa aHruorpacua (PA)* X
InukupaH xemornobu (camo 3a MKB H36.0) o i X i X
KoHCcynTauua ¢ eHpokpuHonor - nonpeyeqka |
KoHcynTauua ¢ kapguonor - no npeuexka (camo za MKB
H34.8) e

WacnegeanuaTa;

*Mpv eAVHCTBEHO 3PALLO OKO CBC 3pUTenHa ocTpoTa nop 0,1, kpUTepuaT 3a 3anouBaxe He cneasa fa Hbae 33abKuTeneH
**OB6paaHuTe 3cneaBaHus c oTpaseHu umena Ha 301 u gata ca 3agbmkuTentn!

Mpwn Hanu4ne Ha NPOTUBONOKA3aHUA 3a npoBexaaxe Ha DA ce npunara OCT-A.

Heobxoavma e aprymeHTauns ot cneuwanusnpaHara komucus!

Il. OBLN N3UCKBAHWUA

1. Bb3pacToBaTta rpaHMua Ce W34YNCNABa B HABLPLUEHU FOAUHW - T.€. BKMIOYWTENHO KbM faTaTa Ha M3gaBaHe Ha e-npotokona oT
cneunanucT/cneynananpaHara KoMucns.

2. Mpu HasHayaBaHe Ha Tepanus C e-NPOTOKON 3aAbMKWUTENHO ce cbobpasseaT BLIPACTOBUTE OrPaHWYEHWS. CLIMAcHO KpaTkaTa
XapaKTepuCTUKa Ha CbOTBETHURA NEKapCTBEH NPOAYKT, YTBBpAEHa no peaa Ha 3MMXM.

3. H30K He 3annawa neyYeHue N3BLH KpaTkata XxapakTepucTuka Ha NekapCcTBeHNA NPoAYKT.

4. H30K He 3annawa nevyeHve ¢ 403v Haa MaKCUMANHO Pa3peLleHnTe No KpaTka xapakTepnucTuka Ha NekapcTBeHns NPOAYKT.

5. B criy4ait Ha HaCTBNUNA NOA03NPAHA HEXENaHa NekapCTBeHa peakums, nexkapat ysegomssa VAT no pega Ha un. 184 ot 3JINXM. Konwe
oT cbobLWeHneTo ce npunara/onucea kbM/B MeagUUMHCKaTa AokyMeHTaumns Ha 30J1 npy kaHAWAAaTCTBAHE 3a NeYeHve.

6. Bcekun e-nNpoOTOKON ce M3aaBa Bb3 OCHOBA HA U3AaA4EeH MEAULIMHCKA AOKYMEHT: OT cneuwanuavpada komucus g JI3BIN Ha ocHoBakwe
AlNp Ne 38 ,OnpeaensiHe Ha nnaH Ha NeYeHne 1 NPOCNeAABaHe Ha TEPANEeBTUYHNA OTTOBOP NPU NALKMEHTU, NONyYasally CKbLNOCTPYBaLUM
nekapcTeeHU NPOAYKTW NO peaa Ha un. 78, 1. 2 330"

Eksemnnap Ha xapTueH Hocuten oT Allp Ne 38 ,Onpegenane Ha nnaH Ha neyeHue v npocnejfABade Ha TepaneBTUYHWS OTrOBOP Npu
nayueHTH, Nony4yasaln CKbMNOCTPYBALLM NeKapcTBEHW NPOAYKTU no pesa Ha 4n. 78, 7. 2 330", koWTO e OCHOBaHWE 33 u3jaBaHe Ha
NPOTOKON, NOANWCaH OT crneuuanuavpaHa komucus u 30J1, ce Bogu no pes. onpegeneH oT nevyebHOTO 3aBefleHUE W Ce CLXPaHABa B
KOMMUCHATA.

7. MNpw nspaesaHe Ha E-npoTokon no peaa Ha ekcneptusata no 4n.78, 1.2 ot 330. otnasga HeobxoaumocTTa Aa ce NPeaocTaBAT W
cbxpaHsBat npunoxeHue Net1 u npunoxeHne Ne3 ot cwoTteeTHUTe JMaucksanuaTta Ha H30K'.

8. Ma.u.aaaue'ro Ha E-npo*roxon Ce OCHhLecTBABA B CLOTBETCTBUE CbC CHLBMECTHW YkaszaHus 3a paﬁom C nogaaeH no enekTpoHeH NbLT
npotokon IA/IB/IC (e-npoTokon)”, mexay HauwowanHata sapasHoocuryputenHa kaca n bwnrapckw nekapckn Cbl3 3a npunaraHe Ha
HauwoHanHua pamkoB AOroBOp 32 MEAWLMHCKUTE AENHOCTH.

Hacmoswume uauckeaHus ca ymebpdeHu om ynpasumensa Ha H30K cred Pewenue Ne PL-HC-04-38/22.05.2025 2. Ha HadaopHus
cbeem Ha H30K u npedsapumern+Ho cbenacyeare ¢ 6/1C.. Ha ocHosaHue yn.51, an. 10 exe ep. ¢ an 8 om lpasurnHuka 3a ycmpoicmsomo
u deliHocmma Ha HayuoHanHama 30pagHoocuaypumenHa kaca. Mauckeanusma enuiam e cuna om damama Ha obHapodsaHemo uM 8
LbpxaseH ecmHuK.” u ommeHsm Odelicmesawume u3uckeaHus e cuna om 31.052024z2 wa ocHosaHue pewerue Ne PA-HC-04-
54/25.04.2024e.
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MPUNOXEHVE 3

OEKNAPALMSA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3ANOYBAHE / NPOABMKABAHE HA
NEYEHWETO C NEKAPCTBEHUA NPOAYKT
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A3 AONYTIOAMBCAHMAT/ATA .....ocoooomi i e e .

cnesj Kato Ce 3anosHax ¢ usnata My npeaoctaBeHa vHdopmauua v LenTa Ha feYeHueTo C NekapcTBeHus
NPOAYKT. ...cvrernne. R SR U N NSRS W crnej KkaTto Nonydux  u3depnaTtenHu
OTTOBOPYM Ha MOCTABEHWUTE OT MEH BBNPOCH, A€KNapupam Ye:
1 'Ille cnasBam npenopbyaHaTa M1 CXeMa Ha NeYeHune 1 NepPUOANYHOCT Ha KOHTPOMHUTE nperneau.
2. PepoeHO e ce sABABaM Ha KOHTPOMHM NPerneau v HAMa Aa NpoMeHsiM CaMOBOMHO UMW MOA APYTO BHYLWEHWE
HasHayeHaTa Mu Tepanus.
3. [lpu npeycTaHoBsBaHe Ha MEYEHWETO MO NPUHUHU, HEMPOM3TUYALLIM OT PeLleHneTo Ha KomucusaTa 3a exkcrepTvam
8 P30K w/unu KomucusaTa no un. 78, 7.2 o1 330, we yBesoms He3abaBHO NUYHUS CU nekap.
4. Tpn HecnaseaHe Ha MOCOYEHWUTE YCIIOBWS fIEYEHMETD MW C YNOMEHATWUs nekapcTeeH NpoaykT we 6Bbae
NPeKpaTeHOo U HAMA Aa UMam npeTeHumun kem H30K.
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