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WU3UCKBAHUA HA H30K NMPU U3OABAHE HA NMPOTOKOJN 3A MPOBEXOAHE HA
WHTPABUTPEANHO NEYEHUE NPU NALUUEHTU C BONECTU HA PETUHATA
(Dexamethasone, Aflibercept)

MpoTokonbT ce u3gaBa OT cheuuManuaupaHa KOMMCUSA B nevyebHM 3aBepgeHus 3a GonHuuHa nomou,
cknioynnm gorosop ¢ H3O0K 3a uanbnHeHune Ha AmbBynatopHa npouegypa Ne38 or cnmeuwanuctu ¢ koA Ha
cneumanHocT 15 (oyHu Gonectu). CneuuanuaupaHuTe KOMUCUM Ce Cb3[aBaT CbC 3anoBed Ha AUpPEKTOpa B
cnepHute ne4ebhn sasepenus: YMBAJI “Anekcangposcka” - rp. Cocus, YMBAJ “Lapuua Moawna - UCYNT - rp.
Cochus, YMBAJ “CseTta AHHa” - rp. Cocousi, COBAI ,Akagemux MNawes” - rp. Codus, CBANIOB ,3opa” - rp. Cochus,
COBA ,MenTarpam” - rp. Cocousa, CBEANOB ,3penue” - rp. Cocus, Ouen nasepeH LeHTbP ,BuxbH" — rp. Codus, YMBAT
“Ce. Meoprut” - rp. Mnosaue, OuHa GonHuua — Jlykcop” - rp. Mnosaus, MBAN ,TpumoHumym* — rp. Mnosame, OuHa
GonHuua - CBOBAJ1 BapHa - rp. BapHa, OuHa knvnuka “Ceeta MeTka” - rp. Bapa, BMA — rp. Cocbus, ,Amkubanem Cutu
Knunnk MBAJ1 Tokyaa"“ — rp. Coconsa, CBANOB ,Jen" — rp. Cocous, MeanumHcku LueHTbp no odranmonorus ,Pecbuomen”
— rp. Cotpus, ,CneunanusnpaHa oyHa GonHuua 3a akTuBHO neuexve — rp. byprac, ,AMLICMIM — OMU Csetn Hukonai
l-lynomope;ﬁ EOOJJ - rp. Bapna, ,AMLICMIN — OuHa knuHuka A-p Xy6aHoa" EOO[ - rp. byprac, MU, ,Okcukom* — rp.
Byprac, [T ,/\,a MBAJ1 - rp. Cocpus ,Cs. Woan Kpwctuten* EAL

I. PEQ 3A'3ABEPFIBAHE HA NPOTOKOJNNUTE

MpoTokonu 3a 3anoyBaHe Ha neyeHue

. MMonbAHeHO U NoANMCAHO NPUNOXeHne 1 — nucT 3a onpeaensHe Ha KpuTepunuTe
. MeauunHcKa AOKYMEHTALMUA C NPUIOXKEHN BCUYKW HeobxoauMu uscneasaHua no

npunoxexue 2
CNEUNATTU3UPAHA » PeweHne Ha cneunann3upaHa KOMUCHUSI C SCHa MEAULMHCKA MOTUBALMS
KOoOMUcus (3aaBMKUTENHO Ce 0TOeNA3Ba NUNCa Ha M3KNIOYBALLWN KpUTEPUN)

= “flpoTokon 3a npeanucBaHe Ha nekapcrea, 3annawann or H3OK/P30K" -

/ 06p. M3-H30K

Komucus no un. 78, 1. 2 .| 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B8 P30K

MpoTokonu 3a NpoAbMkaBaHe Ha nevyeHve

" [MonbnHeHo 1 NoANMCaHO NpUNoXeHue 1 — NUCT 3a onpeaensHe Ha KpuTepunuTe
. MeauumnHcKka AOKYMEHTALIUA C NPUIOXEHN BCUYKK Heobxoaumu n3cneasaHus no

CNEUWATTUSUPAHA | npunoxexue 2
KOMUCUA * PelieHue Ha creuuanuaMpaHa KOMMCHUSI C fiCHA MeAWUWHCKA MOTWBALMS
(3apbnXUTENHO Ce 0TBENA3Ba NMNCA Ha M3KMIOYBALLMW KpUTEPUK)

*  ‘lpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawaxu ot H30OK/P3OK” — obp.
M3-H30K

Komucus no un. 78, 1. 2 ’ 3aBepka Ha npoTokona
ot 330 B LY Ha H30K 7| 8P30K

II. OBLLV NONOXEHNA

1. 3011 nopaBa noaroTBeHuTe AokymeHTM B P30K, Ha TepuTropusiTa Ha KOATO € Hanpasuno u3bop Ha OMNIL.
[lokyMeHTUTe BKNIOYBAT:

1.1 3asBneHue po Aupektopa Ha P30K

1.2 MonbnHeHo ¥ noanucaHo npunoxeHue 1. lNonbnea ce NO CLOTBETHATa TOYKa W Ce npunara oTpaseHarta B

LMCprB WUHAEeKC MeanumHcka [oKymMeHTauusa, yaoctoeepsBailla BCekun equH oT KputepuuTte

1.3 NunHuaT Habop uscneaBaHus (huU3nKanHn, UHCTPyMeHTanHu u nabopaTopHu), OTpaseH B npunoxexue 2

1.4 ‘NMpoTokon 3a npeaAnucBaHe Ha nekapcTsBa, 3annawanHu or H3OK/P30OK" — o6p. M3-H3OK, uspaneH ot
cneuuanuaupaHa komucus. Mpunara ce opuriHan Ha NPOTOKON, a NPU KaHAWAATCTBAHE 3a NPoAbMKaBaHe Ha TepanuaTa
ce NpeACTaBs OpUrMHan Ha nNpeaxoAeH NPOTOKON C OTPa3eHN BCUYKWU Ha3HaYeHUs No Hero

1.5 PeweHue Ha cneumanuaMpaHa KOMMCHURA OT nevebHO 3aBeaeHue — nanbnHuten Ha AMbynaTtopHa npoueaypa Ne
38 ,OnpegensiHe Ha NNaH Ha neYeHWe W NpocneasiBaHe Ha TepaneBTUYHWUS OTrOBOP NPW MauveHTwn, nonyyasallu
CKbMNOCTpPYBaLLW NeKapCTBEHN NPOAYKTU No peaa Ha un. 78, an. 2 330" - 6n. M3-H30OK Ne 13

1.6 Oexknapauus 3a nucpopmupaHo cbriacue no obpasew (npunoxexue 3)
2. P30K npuema pokymeHTUTE NO TOYKa 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUrypuTenHusi ctatyc Ha 301
3. MbpBUAT NPOTOKON NpU 3aMo4YBaHe Ha NevYeHue U NPU CMsAHa ¢ APYr NeKapcTBEH NPOAYKT ce u3gasa 3a nepuoa
Ao 180 aHK, a BCcekn cneaBalw NPOTOKON MOXeE Aa ce n3aasa 3a CPok Ao 365 anu.
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OPUNOXEHUWE 1A

NIUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA KOPTUKOCTEPOURQHO NEYEHUE NPU
NAUUEHTU C PETUHANHA BEHO3HA OKNY3UA U AMABETHA PETUHONATUA C MAKYNEH EQEM
(Dexamethasone)

Nme: ErH

3abenexka: meduyuHckama OOKymeHmauusi, ydocmosepsieauja 6CeKU Om Kpumepuume e ocoYeHa C uugpa 6 UHOeKC u
3adbmkumenHo npudpyxaea HacCMoAWOMO NPUNOXKeEHUe.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHWE NPU NAUMEHTU C PETUHANMHA BEHO3HA OKIy3uA
(SAABMKUTENHN CA BCUYKWN KPUTEPUWN)

MKB H34.8

Knuummo onaaan MaKyneH OTOK, B pe3ynTaT Ha LeHTpanHa pe'rmma oknysusa (LIPBO) wnu xnoHosa
okny3us ( KPBO) '+%3

nOTBpreHa [varHosa c: '
.f_l ‘u3cnenBaHe Ha 3puTenHa ocTpoTa 3a 6nu3o u paneye: (201200-20’150 no Snellen unu ETDRS)

2 _ M3CneABaHe Ha NpefieH U 3afieH OMeH CEerMeHT '
3. dnyopecueunnosa aHrnorpacous (®A)
4

- omuqua KoxepeHTHa Tomorpadus (OCT)

r'lauuem'u KOUTO He Ce NOBNUABAT AOCTaTbYyHO OT Hexopmxocrepomna Tepanus (40 3 MHXeKLUUU aHTh —

3 | VEGF nexapcreeny npoayky)*

4 | llunca Ha usmmqaamu KpuTepum no touka b s

T MeaUUNHCKa AOKYMEHTAUUA C ONUCaHNE HAa AaHAMHBCTUYHUTE JaHHW, KITMHUYHATA CUMITTOMATHKa U eBOMIOTUBHUA XOA,
2 nonbnHesa Tabnuua 2 oT NPUNoXeHUe 2 - HeOGXOAUMNTE USCNEABAHNA U Npernean OT CNeLuanucT, NocodeHn B Tabnuua 2 Ha
npunoxexie 2 3aALIDKUTENHO Ce NPEACTABAT Ha OPUrUHANHK GnaHkyu (UNKU 3aBEpeHn ¥ MOANUCAHN KONNS) UAN Ca OTPa3eHU B enukpusa
¢ AaBHOCT A0 1 Mecey npeamn KaHAWAATCTBAHETO
pelueune Ha cneyuanuanpaHa komucus no AlMp Ne38 c acHa moTuBauus 3a HEO6XOANMOCTTA OT 3anoYBaHe Ha fleyeHNeTo
aM6yna1'opeu NIUCT OT NOCNeaHUA npernean npu Habnioaasawua cneunanucrt
f ynoctosepsaBa ce C NOANUCUTE Ha 4leHoBeTe Ha KOMUCUATA B NPUNOXeHNe 1A Ha HaCTOAWMUTE U3NCKBAHUA

5. U3KNIOYBALLIY KPUTEPUM (MPU 3AMOYBAHE HA NNEYEHVE)

1. CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLIECTBO UNN KbM HSIKOE OT NMOMOLLH1TE BellecTBa

2. - AKTMBHA OYHa WNM NepuoKynapHa UHMEKLMA N CbMHEHWE 3a TaKkaBa, BKMIOYUTENHO

noBeueTo BUPYCHU 3a00NABaHWA Ha pOroBuLIATA W KOHIOHKTUBATA, KOETO BKNIOYBA aKTMBEH KepaTtuTt
BCHEAACTBUE HA €NnuUTeNneH Xeprnec CUMINEKC - (AeHAPUTEH KepaTuT), BaKCUHWA, Bapuuena,
mukoBakTepuanty nHdexumn n rsbuunu 3abonssaHus ,

HanpeaHana rnaykoma, KOATO He MOXe fa Gbae oBnaasHa B AOCTaTbYHA CTENEH CaMo C NeKapCTBEHM
npoaykTu ‘

AdpaknuHn oumn € paskbcaHa 3agHa Kancyna Ha newjara

Oum c BbTpeouHa newia B npeaHata kamepa (ACIOL), dmkcmpann kbM upuca unu npes cknepara
BLTPEOUHU Newy U paskscaHa sagHa xancyna Ha neu;a‘ra :

Neua v 1oHoWwK Ha BB3pacT noa 18 roaukn

BpeMeHHOCT ¥ nakTauusi — OTHOCUTENEH naKniousall kputepuid. MpeueHkaTa nonsa/puck oT NeYeHUeTo
Cce OCbuWeCTBABa OT cneuvanuaupaHaTta KOMMCUSl 3a BCEKM KOHKpPETEH cCrnyyal U ce nocovysa B
EKCNEPTHOTO pelueHue.

w

No oh

OTroBaps Ha KpUTEpUUTE 3a 3anoysaHe Ha B no3a
AEUYEHNETO C Aosa
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NPUNOXEHUE 1A

JINCT 3A ONPERENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA KOPTUKOCTEPOUOHO NEYEHUE NPU
NAUMEHTU C PETUHANHA BEHO3HA OKITY3UA U AUABETHA PETUHONATUA C MAKYNEH EQEM
(Dexamethasone)

Ume: ErH

3abenexka: meduyuHckama OokyMeHmauyusi, ydocmoeepsiealya 6ceku Om Kpumepuume e rfnocoyeHa ¢ yugpa 6 UHOeKC u
3a0BJIKUMENHO NPUOpPyXKaea HaCMOSUWLOMO MPUSIOXKeHUe.

B. KPUTEPUM 3A 3ANOYBAHE HA NEYEHWE MPU NAUUEHTU C QUABETHA PETUHONATUS C MAKYIEH
EAEM (SAABIDKUTENHN CA BCUYKN KPUTEPUN)

MKB H36.0

Hapymeune Ha 3Lpenue1'o nopaau anabeTteH OTOK Ha MaxynaTa‘?(DME) NPKU NaLMEHTU, KOUTO ca C

nceano&baxuﬂ

nora‘hmeua AnarHosac: '
1. u3cnensaHe Ha 3puTenHa ocTpora 3a 6nu3o u paneve (20[200-20150 no Snellen unu ETDRS)

;2."“;‘mcne.qaane Ha NPEACH 1 3a716H OUeH CerMeHT

nyopecueunosa anruorpadma (¢A)

4 ONTUYHA KOXEPEHTHa 'romorpacbun (OCT)

3 nuaGefrHa peTuHONaTusi ¢ KOHTponupaH auabet u HbA1c <8,5%*4

4 MauneHTn, KOUTO He Ce NOBNUABAT AOCTaTLYHO UMY Ca HENOAXOAALLM 33 HEKOpTUKOCTEPOUAHA Tepanusa (Ao

3 NHXeKLUUN aHTH — VEGF nekapctBeHu NpoayKTH 4
5 | Nunca Ha M3KMNIOYBALWM KPUTEPUM No Touka I °

Menuum-icﬁa mxyuetrrauun C ONUCaHMe Ha aHAMHECTUYHUTE AAHHU, KNUHUYHATa CMMNTOMATHKA U eBONIOTUBHUA XOA
2 nonbnxexa Tabnuua 2 or npunoxeHue 2 - HeoBXoAUMUTE N3CNEABAHUA U NPernesn OT Cheunanuct, nocoueHu B Tabnuua 2 Ha
NPUNOXEHNE 2 334 BIDKUTENHO Ce NPEACTABAT Ha OpUruHantu 6naHku (UNu 3aBepeHn U NOANUCAHU KOMUA) UK Ca OTPA3EHMN B eNNKPU3a
C AABHOCT A0 1 mecel NPeau KaHANAATCTBAHETO
* peweHue Ha cneuwanuaupana koMucus no AfNp Ne38 ¢ scHa MOTMBALMA 32 HEOBXOANMOCTTA OT 3anoJBaHe Ha NEYEHUETO
4 amGynaTtopeH FIKCT OT NOCNeAHUs NPEFmnex Npyu HabnioaaBalmun cneuuanmucT
® yaocToBepsiBa ce ¢ nognucuTe Ha YneHOBETe Ha KOMUCHUATA B NpUNoXeHue 1A Ha HaCTOSIUUTE U3UCKBAHUSA

r. MSKHIO‘IBAIHM KPUTEPUU (NP 3ANIOYBAHE HA NEYEHHUE)

1. CBPBLXYYBCTBUTENHOCT.KbM aKTUBHOTO BELLECTBO WK KbM HAKOE OT NOMOLLIHUTE BewlecTsa

2. AxTMBHA O4HA UMK NEPUOKYNapHa MHMEKLUS UNK CbMHEHWE 3a TaKkasa, BKIIOUYUTENHO

noBevyeTo BUPYCHU 3aBONABaHNA Ha POrOBULIATA U KOHIOHKTVBATA, KOETO BK/IOYBA aKTUBEH KepaTuTt
BCMeAACTBUME Ha e€enuTeneH Xepnec CUMNAEKC (OEHAPUTEH KepaTuT), BaKCWHWS, Bapuuena,
MukoGaKkTepuantn uumemm 1 rs6uunn 3aGonssaxmns

HanpeaHana rnaykoma, KOSTO He Moxe Aa GbJe 0BnaasHa B A0CTaTbLUHA CTENEH CaMO C NIeKapCTBEHM
npoayKTK .

Adpaknuru ouy C pasKbcaHa 3agHa Kancyna Ha neulata

Oun ¢ sbTpeouHa neia B npepHata kamepa (ACIOL), dwmkcupann kbm upuca unu npes ckrepata
BBLTPEOYHU NELLM U pa3KkbcaHa 3aaHa Kancyna Ha newara

[eua 1 oHoww Ha Bb3pacT nog 18 rognHu

BpeMeHHOCT 1 nakrauus — OTHOCUTENEH u3knioysaly kputepui. MNpelieHkaTa Non3a/puck OT NEYEHNETo
Ce OCbleCTBSiBA OT cChneuvanusupaHata KOMUCUS 3a BCEKW KOHKpPETEH Cryyail W ce nocodBa B
€KCNEPTHOTO peLleHune.

ad

o

No

OTrosaps Ha KPUTEPUUT fouBaH
p pUTEepUKUTE 3a 3anoyBaHe Ha 8 go3a

JIeYeHUneToC s T
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NPUNOXEHWE 1A

JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA KOPTUKOCTEPOUAQHO NEYEHUE
NPU NAUMEHTU C PETUHANHA BEHO3HA OKIY3UA U AUABETHA PETUHONATUA C MAKYJTIEH EQEM
(Dexamethasone)

Ume: ErH

3abenexka: meduyuHckama OoKymeHmauusi, ydocmoeepsiealia 6CeKU Om Kpumepuume € nocoyeHa C yugpa 8 uHlekc u
3a0BIKUMENHO NPudpykaea HaCMOSU,OMO NPUSIOKEHUe.

o. KPUTEPUM 3A NMPOABLMKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUH)

MKB H34.8, H36.0

1 | OueHka Ha TepaneBTMYHa echeKTUBHOCT OT NPOBEACHOTO neveHne 3

nonxonwmu 32 NOBTOPHO fieYeHWe Ca NALMeHTH, NPU KOUTO CrieA MbpBaTa anfuKauua ca umanu
MUHUMYM 50 ym peaykuma Ha ueHTpanHaTa croBeiHa nebenuxa, uauepeua ¢ OCT u Iunn nopo6petue
Ha 30 ¢ noHe eauH pea, uamepeHo no Snellen unu 5 Gyksu no ETDRS 2

3 ﬂuéﬁema peTMHONaTHs ¢ KOHTponupaH auaber u HbA1c <8,5%*

4 | Nunca Ha uéumouaamu KpuTepum no Touka E ¢

Menuuuucxa noxymewrauuﬁ ¢ oTpa3nBaHe Ha edheKTa Ha OCHOBHaTa Teparius, KOATO @ npoeexaaHa 40 MOMEHTa

2 nonbnHeda Tabnuua 2 OT Npunoxexne 2 - HeoBXoANMUTE MICNEABaHWA U NPEIMeAN OT CneLmManuct, nocodyenn B Tabnuua 2 Ha
NpUNOXeHWe 2 3aAbMKUTENHO Ce NPEACTABAT Ha OPUrMHANHU GnaHku (MUNK 3aBepeHn U NOANKUCAHN KONUS) NN Ca OTPa3eH B envkpusa
¢ AasHoct A0 1 mMecel, npeau KaHAUAaTCTBaHETO

* peweHue Ha cneuuanusnpaHa koMucusa no ANp N238 ¢ oTpaseHa eheKTUBHOCT OT NPOBEXAAHOTO neyeHue n HeobxoaumocTTa ot
npoAbnmaaaHe Ha TepanusTa .

 ynocroBepsaBa ce ¢ NOANUCUTE Ha YreHOBETE Ha KOMUCHATA B NPUINOXeHHUe 1A Ha HACTOSIMTE N3NCKBaAHNA

E. M3KﬂlO‘lBAI.|.lM KPUTEPHM (ﬂPM NMPOABLMKABAHE HA NIEYEHUETO)

‘I ﬂauueum ﬁea nonoﬁperme Ha 30 u ueHTpanHa coseitHa AebenuHa

2. CBPBXUYBCTBATENHOCT KbM aKTUBHOTO BELLIECTBO MMM KbM HSAIKO@ OT NOMOLLHUTE BeujecTsa

3. AKTMBHa OYHa WNM NEpUOKynapHa MH(MEKUMA VMK CbMHEHWe 3a TakaBa, BK/IOYUTENHO MOBEYETO
BUPYCHY ‘3abonsisanns Ha porosuuata u KOHIOHKTMBATA, KOETO BKITIO4BA aKTUBEH KepaTuT BCreaacTene
Ha enuTeneH Xepriec CUMMNEKC (aeHppwTeH xepamr) BaKCUHMA, Bapuuena, mukobakTepwanHu
vHbekumn n rebuunn 3abonssaxna

. HanpenHana rnaykoma, KOATO He MOxXe .qa 6bae oana.qnua B JOCTaTbyHa CTENEH CaMO C NEKapCTBEHU
npoAyKTv e

. AdbakuuHu oum ¢ pasxbcaﬂa 3a,qHa xancyna Ha nemaTa

. Oun c BbTPeouHa fnewa B npepHata kamepa (ACIOL), dukcnpaHn kbM mpuca unu npes cknepara
BbTPEOYHM Nelm U paskbcaHa 3aAHa Kancyna Ha newara

. Aeua v 1oHoLWK Ha Bb3pacT noa 18 roanHu

. BpemeHHOCT 1 nakTauus — OTHOCUTENeH uakniousauy kpurepuin. MNpeueHkaTta nonsa/puck oT neYeHneTo
ce OCbliECTBSBA OT chneuvanuaMpaHata KOMWUCHUA 3a BCEKM KOHKpPETEH crny4aW W ce nocodsa B
©KCNEPTHOTO peLleHne.

o0

o ~

OtroBapsi Ha KpuTepunuTe 3a NPoAbLIXaBaHe 8 no3a
HaMEYEHNETO C Ao3a

G
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NPUNOXEHWE 16

JNINCT 3A ONPEQENAHE HA KPUTEPUUTE NPU SANOYBAHE HA AHTUHEOBACKYNAPU3UPALLO
NEYEHUE NPU NALUMEHTU C BNAXHA ®OPMA HA MAKYNHA OEFEHEPALIUA, CBBbP3AHA C Bb3PACTTA
(Aflibercept)

Wwe: [erw] [ [ [ [ [ 1 [ [ [ |

3abenexka: meduyuHckama OokymeHmauusi, ydocmosepsisaula 6CeKU OmM Kpumepuume € MnocoyeHa C yugpa e uHOeKc u
3a0bJKUMENTHO NPUApPYXKaea HaCMOAUW,OMO NPUSIOXKEHUE.

A. KPUTEPUM 3A 3AMNOYBAHE HA NEYEHWUE NPU NAUMEHTU C BNAXHA ®OPMA HA MAKYINTHA
, CBbP3AHA C BLb3PACTTA (SAABITKUTENHU CA BCUYKU KPUTEPUMN)

MKB H35.3

J akmaua (})opma Ha HeoBackKysnapu3auus, m;mxéuaa ce Ha MaKynHa pereHepaums
cBbp3aH ¢ Bb3pacTTa’

e&é AvarHosac: " >°
neABaHe Ha 3puTenHa ocTpoTa 3a 6nu3o u aaneve (201200-20/30 no Snellen unu ETDRS)

CT Ha AMSLER 3a Hanuuue na Merauop(boncuu

:mepaaue Ha BbLTPEOYHO Hamm

2 gﬁcnensane Ha NpeaeH U 3aneH oqen cerr;lem‘
, ¢nyopecuenHosa aHruorpacous (PA)
| 6. a ltbiépenma Tomorpamﬁ(:éé‘i‘)‘
3 nau,uéu'm, Komo “MMaT  HapylweHue B§ “3peHueTo Bcnemmue Ha akTuBHa ¢opma Ha
Heoaﬁcxynapmauuﬂ, Abmkawa ce Ha MACB .

4 nuriea Ha Mammwaamu KPUTEPUM MO TouKa B*

E———

Menuuumzx AOKYMEHTaUMA C ONUCAHUE HA AHAMHECTUYHNTE AaHHM, KNTMHUYHATA CUMITTOMATHKa U eBOMNIOTUBHUA XOA
? nonbnHeHa Tabnuua 2 OT NPUIoK fﬁa . HeoBXOAUMUTE V3CNEABAHUS W APErnean OT Ceunanuct, nocodyeHn B Tabnuua 2 Ha
npunoxeHie 2. aanwmmTeﬂHo ce NpeAcTas ‘a OpUrMHanHn GnaHku (UM 3aBepeHu ¥ NOANUCAHU KONUS) MU Ca OTPA3eHn B eNuKpuaa

C AaBHOCT Ao 1 mecseu npe,qu xaununvi

, Ta ﬁ mmoﬂmaara KoeTo BKMIOYBA aKTUBEH KepaTuT
acnep.u.cmme Ha nnexb (.nennpmen ‘KepaTuT), BaKCWHKS, Bapuvuena,

MUKOBaKTEpUanHMA | n ‘

3. AKTUBHO BBTPEOYHO Bb3NaneHue - ST

4. Hanuuve Ha TpailHO yBpeXaaHe Hi maxynafa - d)u6p03a atpochusi, aomuHuMpalla reorpadcka
atpogus

5. [leua v 10HOWM Ha Bb3pacT nog 18 roanHn

6. BpemMeHHOCT 1 nakTauust — OTHOCUTENEH U3kniouBaLl kputepuii. MpeuexkaTta nonsa/puck oT NeYeHneTo
ce OoCblIecTBABa OT CheuuanuauMpaHaTta KOMUCUSi 32 BCEeKM KOHKPETEH cnyyan u ce nocoysa B
eKCNepTHOTO peLleHune.

OtroBapst Ha KpuTepuMTe 3a 3anoysaHe Ha B fo3a

JIGHEHUECTO C e e
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NPUNOXEHUE 16

NNCT 3A ONPEOENAHE HA KPUTEPUATE NPU NPOOBIMKABAHE HA AHTUHEOBACKYNAPU3UPALLO
JNEMEHUE NPU NAUMEHTU C BNTAXXHA ®OPMA HA MAKYINHA OEFEHEPALNSA, CBBP3AHA C BB3PACTTA
(Aflibercept)

Uwme: ErH

3abenexka: meduyuHckama AoKymeHmayus, ydocmoeepsiealya 6CeKu Om Kpumepuume e rocoyeHa C yughpa e uHOeKc u
3adbmxumenHo npudpykasa HacCMoAWOMO NPUIOKEHUE.

' PN 3A NPOOBIMKABAHE HA NIEYEHUETO (3AABIMKUTENHN CA BCUYKU KPUTEPUW)

MKB H35.3

panes’mqua e(PeKTUBHOCT OT NPOBEAEHOTO neqéuue 1' 2‘

m‘mxauua M nocTurHar 'repaneBTuqu edekt (MuHumym 50
6enuna usmepera ¢ OCT u /unu nodobperue Ha 30 ¢ noke

noﬁn‘épmau.lo Nie4yeHue C ornen 3am=p>xaue Ha nocTUrHaTHs pesym'aT wnu peungms

3 ﬂuhca;na uzxmoqsaum KpUTepum no Touka, I" * ,

npOA‘bn)KABaHe Ha 'repanmrra
y.nocTosepapa ce C NOMHCMTG Ha YNeHoBeTe Ha KOMUCUATA B NpunoxexHue 1B Ha nacronuxwre U3UCKBaHUA

r. N3Kr _}iBAmuxPMT;E” PY NPOABIKABAHE HA NIEYEHUETO)

Ha' 30 v ueHTpanHa doseitHa Aebenuna

_ a‘“ wnm nepuoxynapua MHGEKLMA MMM CbMHeHne 3a TakaBa, BK/IOYMTENHO NOBEYETO
6 B&HMR Ha POrOBWLIATA 1 KOHIOHKTMBATA, Koe'ro BKIIouBA anrmseﬂ KepaTuT BcneaacTeve

npeAmeCTBam,a ‘rawaaa i

7. Oeua v 10HoWM Ha Bbspam' no.q 18 TOAUHY -

8. BpeMEeHHOCT 1 naKkTauust — OTHOCUTENEH: ummsam «pmepum MpeueHkaTa nonsa/puck oT neyeHneTo
ce OCblIECTBSIBA OT chneuuanusdpaHaTta KOMWCUS 32 BCEKM KOHKpPEeTeH Crnyyad W ce nocoysa B
eKCNepTHOTO peLueHune.

OTroBapsi Ha KpuTepuuTe 3a NpoAbKaBaHe B no3a

Ha fleYeHUETO C e e
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NPUNOXEHWE 1B

NUCT 3A ONPERENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA AHTUHEOBACKYNAPU3UPALLO
NEYEHUE NPU NALMUEHTU C QUABETHA PETUHONATUA C MAKYINEH EQOEM
(Aflibercept)

Mve: lerw| | | [ [ [ [ | | |

3abenexka: meduyuHckama OokymeHmauusi, ydocmoeepsisalya eCexu Om Kpumepuume e rocoyeHa C uupa 6 UHOeKC Uu
3ad0bsKumenHo npudpyxaea HaCMOSIWOMO NPUSIOKEHUE.

A.KPUTEPUU 3A 3ANMOYBAHE HA NEYEHUE NPU NAUMEHTU C AUABETHA PETUHONATUA C MAKYNEH
EOEM ( WUTENHU CA BCUYKN KPUTEPUN)

| MKB H36.0

;ﬁéfpakuuoueu auabeteH makyneH egem " 2>

AunarHosa c: '

Mo eHa
3ch 3crieaBaHe Ha 3puTeniHa ocTpoTa 3a 6nu3o u paneve:’ (20/200-20[30 no Snellen unu ETDRS)

epBaHe Ha BLTPEOYHO HandraHe -

4 Hunéa Ha nsmrot‘ta‘amu KpUTEpUM Nno TouKa B®

Mep,uuuncxa OKYMEHTaLMA C ONUCaHNe Ha aHAMHECTUYHUTE AaHHW, KTMHWU4HATa cuumomamxa ¥ eBONIOTUBHUA XOA,
? nonbnHexa Tabnuua 2 OT NpUNOXeHWe 2 - HEOGXOAMMUTE M3CEABAHUS W NPerneAn OT CMeLManucT, Nocoyenm B Tabnuua 2 Ha
HUE 2 3aLIMKATENHO Ce NPEACTABAT Ha OPUrMHAIIHM GnaHKu (MW 3aBEPeHN U NOANNCAHN KOMWA) UMW Ca OTPA3EHN B eNNKPU3a

Mp Ne38 ¢ acHa MoTuBaumsa 3a HeOOGXOAUMOCTTA OT 3anoYBaHe Ha NeveHneTo
M HabnioaaBalus cneuuanuct
8 Ha komucusITa B npunoxetine 16 Ha HacToRLUTE U3UCKBAHUA

BaKCUHUA,

Bapuuena,

Hanwuue Ha Tpakumﬁm%yapemaﬂe
[Oeua v toHoWW HA m:apacr nop 18 rc 2 aE e

BpeMeHHOCT U nakTauusi — OTHC ’ KroUBatL kputepuid. NpeueHkaTa Non3a/puck oT NeYEHUeTo
ce OCbLECTBABA OT cneuuanuaMpaHaTa KOMUCUA 3a BCEKW KOHKpETEeH criyyan M ce noco4sa B
€KCNepTHOTO peLLeHue.

I ol o

OTroaapa Ha KputepuuTte 3a 3ano4yBaHe Ha

JFIGYEHUETO C e B po3a

s N 8
'@ M3NCKBAHUA HA H30K NMPU NEYEHUE HA BONECTU HA PETUHATA B U3BBbHBONHUYHATA NOMOLL, - B cuna ot 15 anpun 2020 ropuHa




NPUNOXEHWE 1B

NUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA AHTUHEOBACKYNAPU3UPALLIO
NEYEHUE NPU NALUUEHTU C AUABETHA PETUHONATUA C MAKYNEH EQEM
(Aflibercept)

Nme: ErH

3abenexka: meduyuHckama OokymMeHmauyusi, ydocmoeepsiealya 6CeKU Om Kpumepuume € rocoyeHa C yughpa 6 UuHOeKC U
3adbIIKUMENTHO NPUdpy)aea HACMOAUW,OMO NPUIOXeHUe,

PWVI3A NPOABLINKABAHE HA NIEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUN)

MKB H36.0

TepanesTM4Ha echeKTUBHOCT OT NPOBeAEHOTO nevékne >

anmlxauun M MOCTUFHAT TépaneBTUYeH ehexm (MuHUMym 50
uHa, usmepera ¢ OCT u./unu nodobperue Ha 30 ¢ noHe

K6U 110 ETDRS) wnu nopaLpXailo neveHue ¢ ornea 3aabpxae

3 ﬂuaG Ha pe'ruuonama C KOHTPONUPaH nuaﬁeT " HbA1c <8, 5% 7 e

3

2 :’.4

NpUNoXeHe ‘éanwmenuo Ce NPEACTABST Ha OPUTHANHY GNaHKW (MK 3aBEPEHM U NOANMCAHN KONUS) v ca OTpa3seHn B envkpu3a
¢ AaBHOCT A0 1 Mecgu NPeAV KaHANAATCTBaHETO

ne_puoxynapHa MHQ)eKLlMSI uwnun C‘bMHSHHe 33 TakaBa, BKIOYUTENHO NOBEYETO
: VporosuuaTa n Komouxmaara koerto. meousa ameen Kepatut scnegacresue

. BpeMeHHoCT 1 nakTatins ”eemem mmﬂaam xpm'epvm MpeueHkaTa nonsa/puck ot neyeHneTo
ce OCbLECTBABA OT CheLpanisupaHaTa KOMWUCUS 3a BCEKM KOHKpeTeH crnyyad W ce nocoysa B
€KCNEPTHOTO peLleHue.

OTroBapsi Ha KpUTepUKUTE 3a NpoabIHKaBaHe

Ha neYyeHneTo C B fo3a
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NPUNOXEHWE 2
. NEYEBHO-ANATHOCTUYEH ANIFOPUTBM

1. NEKAPCTBEHW NPOAOYKTW, Bknioyewn B Mpunoxexune 1 Ha MNINC, kouto H3OK 3annawa B
CbOTBETCTBUE C AEeWCTBALUTE HOPMATUBHU [OKYMEHTH.
Tabnuuya 1

INN DDD/TepaneBTuy4eH Kypc

DEXAMETHASONE e eHOKpaTHO UHTPaBUTPeanHo B €AHOTO OKO 3a 6 MeceyeH CpoK

®  VWHTPaBUTPEanHo B €AHOTO OKO Ha 28 AW, nocneasaHn ot
i annukauwm no cxema
30K sannawa no aBa TepaneBTUYHM Kypca ¢ flekcameTasoH 700 g 3a eaHOroAuMIIeH nepuoa.

TIPOCNEAABAHE:

[lepnon Ha neyenune
Mpwu 3anouBaxe Ha 1-un mecey Ha 4-us mecey Ha 6-ua meceyn

X X X X

X X X X

e X X X

CbCToa@g Ha nelua X X X X

CbCTOsHME HA 3a4€H NOMIoC X X X X

ChcTosiHe Ha nepucepust Ha peTuHaTa X X X X

Ontuuxa K@_xgpemﬂa vomorpacus (OCT) X X X X
danyopecuewaééa aﬁmcrpaq)uﬂ (DA) X
MKK + .ElKK X
¥ /aa 03aMKBH360) X

nukupax xenom uH (camo 3a MKB H36.0) X X

KOHCY.H% e&nanpmhor no npeueHka

4 H30K He 3annau.|,a neq» Hite ¢ Ao3n Ha.& Mammanu, Ya3peLeHIT no kparka xapanepucmxa Ha npo,quTa
5. B cnyuail Ha HaCTbNWNG NOAO3NPAHA HeXenana newpmeﬂa peaxuuﬂ, nekapsT ysefiomasa UAJI no peaa Ha un. 184
ot 3/INXM. Konue ot 0bo6|neuue‘ro cenpufnara/ MenmuHCKa‘ra AO‘KyMQHTaLMﬂ Ha 30J1 npu kaHaupaTcTBaHe 3a
neuexwue. Wi
6. CNELUMAITIUSUPAHATA KOMMC‘W?I, Pememe cnea nposanena AMGynaTopHa npoueaypa Ne 38 ,OnpeaensiHe
Ha NNaH Ha nedYeHne U npocrneassaHe Ha Tepaneamum OTrOBOP NpW NauueHTH, nonyvyasaly CKbMOCTPYyBaLLn
nekapcTBeHn NPoAyKTU No peaa Ha un. 78, T. 2 330" Ha ocHoeaHue un. 53 1 un. 309 ot HaunoHaneH pamkos AOTOBOP 3a
MeauUMHCKUTe AeiiHoCcTV mexay HauvonanHaTta 3gpaBHoocurypuTtenHa kaca v bbnrapcku nekapcku cbios 3a 2020-2022r.
(o6H., OB, 6p. 7 ot 24.01.2020 r.) u npepgocraseHa ot 30J1 MeauunHcKa AoKymeHTaumsa. CneuvanusupaHaTta KoMucus
CbXpaHsiBa eauH ek3eMnnsp oT PelleHMeTo, CbxpaHsiBa BTOPM €K3eMnnsp Ha npoTokona/M, BCUYKM Heobxoaumu
[OKYMEHTM 33 M3aaBaHeTo My U KOnue OT NPUNoXeHue 1 Ha HaCTOALWMTE M3UCKBAHUSA, MOMbLITHEHO NO CLOTBETHATA TOUKa W
NOAMMCaHO OT YNEHOBETE Ha CneumanusnpaHaTa KOMMCUS.

Hacmoswume u3uckeaHusi ca pazpabomeHu Ha ocHogaHue 4. 58 om HayuoHaneH pamkoe 002060p 3a MeGUUUHCKUME
OeliHocmu mexdy HauuonanHama 30pasHoocuzypumesHa kaca u bbnezapcku nekapceku cbio3 3a 2020-2022r. (o6H., 1B,
6p. 7 ot 24.01.2020 r.), enuzam e cuna om 15 anpun 20202. Ha ocHogaHue peweHue Ne P[]-HC-04-36/06.04.20202. u
ommeHsim delicmeawjume u3uckeaHusi, 8 cuna om 15 mali 2019z. Ha ocHoeaHue peweHue Ne PL]-HC-04-38/08.05.2019e.
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NPUNOXEHUE 3

DEKNAPALUSA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3ANOYBAHE / NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOLYKT

cnen Karo. ce 3ano3Hax C uanara Mu npeaocraBeHa nHdopmauus W Lenta Ha NeYeHUeTo C NeKapcTBeHus
‘ n cneg Karto nonaydux us4yepnarvenHu

oTroBOpM Ha NoCTaBeHNTE OT MeH BLNPOCH, AeKnapupam ye:

1. _ﬂ;{evcnaaaaM npenopbyYaHarTa Mn CXema Ha neveHve u nepuo,qmnocr Ha KOHTPONHUTE Nperneau.

OSHO e ce ABsABaM Ha KOHTPONHW nperneau v HAMa aa npomenm CaMOoBOSIHO UNKU NoA Apyro BHylLUueHue

VﬁaénaqeuaTa MU Tepanus.
3. ﬂpm NPeyCcTaHOBABAHE Ha NEYEHVETO NO MPUYMHW, HENpOU3TUuYAlLM OT pelweHneTo Ha Komucuata 3a
euenepmsw B P3OK w/unu KomucusTa no un. 78, 1.2 ot 330, wwe yeeaoms HesabaBHO nuuHus cn nekap 1 P3OK
" e BbpHa B P30K nocnegHus npomkbn, Mo KOMTO CbM Nony4asasa nekapCTBEHWs NPOAYKT.
4. ‘Tlpn HecnasBaHe Ha MOCOYEHUTE YCNOBUA fIEYEHUETO MKW < ynoMeHaTus nekapcTBeH NpoAaykT we 6bae
npekpaTeHo W HAMa Aa umam npeTeHumn kem-H30K.

LeKNAPATOP: ....ceeerieiiteeciee et

TOANNC: .. SR ST
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