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MPUMOXEHME 1A

NINCT 3A ONPELENAHE HA KPUTEPUUTE NPU NPOABLMKABAHE HA KOPTUKOCTEPOUAHO NEYEHUE
MPU NALUMEHTU C PETUHATTHA BEHO3HA OKNY3Usi U AMABETHA PETUHOMNATUA C MAKYINEH EQEM
(Dexamethasone)

Ume: ErMH

3a6enexka: meduyuHckama OoKymeHmayus, ydocmoeepsieawa 6CeKu Om Kpumepuume e rocoyeHa C uugpa € UHOeKC U
3a0BIIKUMENHO NPUOPYXasa HaCMOAWOMO NMPUIIOXeHUE.

I. KPUTEPUM 3A NPOOABIMKABAHE HA NNEYEHUETO (BA0BIMKUTENHU CA BCUYKU KPUTEPUN)

MKB H34.8, H36.0

1 | OueHKa Ha TepaneBTMYHa eheKTUBHOCT OT NPOBEAEHOTO nevenue >3

MoaxoAsiwm 3a NOBTOPHO NeYeHune ca NauueHT, MpU KOMTO crep NspBaTta annuMkauus ca uManu
MUHUMYM 50 pm peaykuus Ha LieHTpanHata ¢oBeriHa nebenuna, u3mepena c OCT u /unu noaobpexne
Ha 30 c noHe eavH pea, uamepeHo no Snellen unu 5 6yksu no ETDRS

3 | Nunca Ha nskniousawm kputepum no Touka E ¢

T MeanUMHCKa AOKYMEHTaUMSA C OTpa3siBaHe Ha e)eKTa Ha OCHOBHaTa Tepanus, KOSITO e NPoBeXAaHa A0 MOMeHTa

? nonbnHeHa Tabnuua 2 ot npunoxexue 2 - HEOBXOAUMUTE M3CNEABaHNSA W NPEreAn OT Cneunanuct, nocoyenu B Tabnuua 2 Ha
NpUNOXeHUe 2 3abIMKUTENHO Ce NPEACTABAT Ha OPUrVHANHN GnaHku (UM 3aBEPEHI U NOAMMCAHN KONWUSA) UK Ca OTPa3eH! B enukpusa
C AaBHOCT 10 1 Mecel NpeAy KaHAMAaTCTBaHETO

° peweHue Ha cneuuanuaupana komucus no Alp Ne38 ¢ oTpaseHa edeKTUBHOCT OT NPOBEXAAHOTO NeYeHne U HeobxoanmocTTa ot
npoAbIXaBaHe Ha TepanusTa

* ynocToBepsiBa ce C NOANUCHTE Ha YNeHOBETe Ha KOMUCHUATA B NpUNoxXeHne 1A Ha HaCTOSIMUTE UIUCKBAHNS

E. USKINIOYBALLW KPUTEPUU (MPU NPOOBMKABAHE HA NIEYEHUETO)

. NauuenTn 6e3 nopobpenne Ha 30 u LeHTpanHa oeenHa aebenuHa
. CBPbX4YBCTBUTENHOCT KbM @KTUBHOTO BELLIECTBO UNU KbM HSKOE OT MOMOLLHUTE BELLECTBa
. AKTUBHa O4YHa UNU nepuokynapHa WHMEKUMs UNu CbMHEHWE 3a Takasa, BKIIOYWTENHO MNOBEYETO
BUPYCHU 3a60NABaHNA Ha POroBMLIATa U KOHIOHKTUBATA, KOETO BKITIOYBA aKTUBEH KepaTuT BCrieaacTBue
Ha enuTeneH Xepnec CUMMNIEKC (AeHAPUTEH KepaTuT), BakCUHWS, Bapuuena, MmukobakTepuanHu
vHdekuumn u rbbuyHu 3abonsisanus
4. HanpeaHana rnaykoma, kosaTo He MoXe Aa 6b/e oBnajasHa B A0CTaTb4YHa CTeneH CaMo C NekapcTBEHN
npoayKT!
5. AdaknuHn 04m C paskbcaHa 3agHa Kancyna Ha newiara
6. Oun c BbTpeoyHa rneuwla B npepHata kamepa (ACIOL), dMKCMpaHu KbM Mpuca Wnv npes ckneparta
BbTPEOYHU NeLM 1 paskbecaHa 3aaHa kancyna Ha newara
7. [eua v oHOLWM Ha Bb3pacT noa 18 roguxn
8. BpemMeHHOCT U nakTaLms — OTHOCUTENEH U3KNIoYBaLY KpUTepuit. MpeLeHkaTa nonaa/puck oT NeYeHneTo
Ce OCblecTBsBa OT CrneunanuavpaHata KOMUCUS 3a BCEKW KOHKPETEH Cryyail M ce nocouysa B
€KCNepTHOTO peLUeHme.

LN -

OTroBaps Ha KpUTepUMUTe 3a NpoALIHKaBaHe

Ha neyeHueTo c B Ao3a

Kot
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NPUNOXEHWE 16

NUCT 3A OMPEJENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA AHTUHEOBACKY/TAPU3UPALLO

NEYEHUE MPU NALMEHTU C BMTAXXHA ®OPMA HA MAKYJTHA IEFEHEPALUA, CBbP3AHA C Bb3PACTTA

(Aflibercept)

[ iwe: [e] [ [ [ [ T [ [ ]

l

l

3abenexka: MeduyuHckama OOKymeHmauyus, ydocmoeepsieausa eceku Om Kpumepuume € rocoyeHa C yugpa 6 UHOeKC U
3a0BmKumenHo npudpyxaea HACMOSAULOMO NPUOKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA NEYEHUE NPU MALUMEHTU C BMAXHA ®OPMA HA MAKYIHA
OEFEHEPALMUA, CBbP3AHA C Bb3PACTTA (3AOB/MKUTENHU CA BCUYKU KPUTEPUW)

MKB H35.3

Hanuuue Ha akTuBHa ?opma Ha HeoBacKynapusauusi, AbIKalla Ce Ha MaKynHa paereHepauws
cBbp3aHa C Bb3pacTTa "

MoTBbpAeHa AuarHosac: " =
u3cnieaBaHe Ha 3puTeniHa ocTpoTa 3a 6nm3o u aaneye (20/200-20/30 no Snellen unu ETDRS)

2. TecT Ha AMSLER 3a Hanuuue Ha meTamopdoncun
3. u3mMepBaHe Ha BLTPEOYHO HasisiraHe

4. wu3cneaBaHe Ha NpefeH U 3a€H OYEH CerMeHT

5. nyopecuenHoBa aHruorpacus (PA)

6. onTuU4Ha KoxepeHTHa Tomorpadcus (OCT)

3

MauueHTH, KOMTO MMaT HapylweHue Ha 3peHueTo BCMEACTBUME HA aKTMBHA cdopma Ha
HeoBacKynapuaaumsi, Abmxawa ce Ha MACB *

4

Nunca Ha U3KMIoYBaLLM KPUTEPUM No Touka B °

MeAHI.lHHcI- AOKYMEHTaUMsA C ONMCaHMe Ha aHaMHECTUYHUTE [AaHHW, KITMHUYHATa CUMMTOMATHUKa U eBOTTIOTUBHUA Xoa
? nonbnHeHa Tabnuua 2 OT NpUNOoXeHUe 2 - HeoGXOAMMUTE U3CNEABAHUA 1 nperneau OT CNELManucT, Noco4YeHu B Tabnuua 2 Ha
NpUnoXeHue 2 3aAbIMKUTENHO Ce NPEACTABAT Ha OpPUruHaNHN GNaHkv (UK 3aBEPEHU U NOANUCAHN KOMUS) UMK Ca OTPA3EeHN B enukpusa
¢ AaBrHocT A0 1 Mecel| Npeau kKaHAWAATCTBAHETO

p
“a

elweHne Ha cneuuanusupara komucus no Afp Ne38 c sicia MoTUBaLna 3a HEOGXOAMMOCTTa OT 3an04YBaHe Ha NEeYeHNeTo
MOynaTopeH NUCT OT NocneaHus Npermnea Npu Haénioaasalwms cneumanucT

s yAoOCTOBepsiBa Ce C NOANMUCUTE Ha YrIeHOBETe Ha KOMUCUATA B npunoxeHue 15 Ha HACTOAWMUTE U3UCKBAHUS

OTroBaps Ha KpUTepuKUTE 3a 3anNoYBaHe Ha
nevyeHueTo ¢

B. U3KMIOYBALLM KPUTEPUM (NMPU 3AMOYBAHE HA NEYEHMUE)

CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMW KbM HSIKOE OT NOMOLUH1TE BellecTBa
AKTUBHa O4YHa Unn nepuoKynapHa WHeKUWs unu CbMHEHUE 3a Takasa, BKITIUUTENHO

N =

noBe4yeTo BUPYCHW 3abonsiBaHWs Ha POroBULIATA U KOHIOHKTMBATA, KOETO BKIIOYBA aKTWBEH KepaTuT
BCMEAACTBME Ha ernuTeneH Xeprnec CUMMMEKC (AEHAPUTEH KepaTuT), BaKkCUHMS, Bapuuena,

MukobakTepuanHu HeKLuMn 1 rebuyHn 3abonssanns
AKTVUBHO BbTPEOYHO Bb3nanexue

[eua v toHoWwM Ha BBb3pacT nog 18 roanHu

Ll b ol

Jlunca Ha TpaitHo yBpexaaHe Ha Makynarta — ¢pubposa, atpodus, AoOMUHMpaLLa reorpadcka atpocus

BpemMeHHOCT 1 naktaumus — OTHOCUTENEH U3KIIoYBaLL KpuTepui. MpeueHkaTa nonsa/puck OT NeYeHNeTo

Ceé ocbliecTssBa OT cneunanusMpaHata KOMUCKS 3a BCEKM KOHKpPETEeH crnyyaih u ce nocoysa B

EKCNEePTHOTO peLleHune.

B [osa

NoANUCHU Ha YNEHOBETE HA KOMMCUSATA: ............cccoeeeiiiiieiiiie,

k(
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MPUNOXEHVE 16

TINCT 3A ONPELENSAHE HA KPUTEPUUTE NPU NPOABMKABAHE HA AHTUHEOBACKYNAPU3SUPALLO
NEYEHUE NPU MALUMEHTU C BITAXHA ®OPMA HA MAKYINHA OEFEHEPALIUA, CBbP3AHA C Bb3PACTTA
(Aflibercept)

Ume: ErH

3abenexka: meduyuHckama OOKymeHmayus, ydocmoeepsieawia 6CeKu Om Kpumepuume e rocoyeHa C uugpa 6 UHOeKC U
3adbnKUMenHo Npudpyxaea HaCMOAULOMO NPUIIOXEHUE.

B. KPUTEPUM 3A NPOABIMKABAHE HA NEYEHUETO (SAOBIDKUTENHU CA BCUYKU KPUTEPUW)

MKB H35.3

1 | OueHKa Ha TepaneBTNYHA €PEKTUBHOCT OT NPOBEAEHOTO NeveHme 2 °

MoaxoAswM 3a NOBTOPHO NeYeHWe ca MAUMEeHTH, NPU KOWUTO Cnea MbpBaTa annuKauus ca umanu
MuHMMYM 50 pm peaykuusi Ha LeHTpanHara ¢goBeiHa aebenuHa, usmepera ¢ OCT u /unun noaobpexne
Ha 30 ¢ noHe eauH pen, usmepeHo no Snellen unu 5 6ykBu no ETDRS unu Hamanenue Ha
meTtamopdoncuute "2

3 | Nunca Ha uakniouBawm kputepum no Touka I *

T MeauuMHCKa AOKYMEHTaLUsi C OTpa3sBaHe Ha eheKTa Ha OCHOBHATa Tepanusi, KOSITO € NPOoBeXAaHa A0 MOMEHTa

* nonbnHeHa Tabnuua 2 OT NPUNOXeHMUe 2 - HEOGXOAUMMUTE U3CNEABAHNA W NPErneAn OT CMeLManuCT, NOCOYeHM B Tabnuua 2 Ha
npunoxeHue 2 3aABIDKUTENHO Ce NPEACTABAT Ha OPUrMHAHK GNaHku (UK 3aBEePEHN W NOANUCAHN KOMWUA) UNK Ca OTPa3eHN B envkpu3a
C AAaBHOCT 10 1 MeCeL npeay KaHAMAaTCTBaHETO

* pewenue Ha cneuuanusupaHa komucus no Alp Ne38 c otpaseHa eeKkTUBHOCT OT NPOBEXAAHOTO NeyeHne u HeobxogumocTTa ot
npoAbIKaBaHe Ha TepanusTa

* ynocToBepsiBa ce C NOANMCHTE Ha YNeHOBETE Ha KOMUCHATA B NpUnoxenmne 165 Ha HaCTOSIMUTE U3UCKBAHUS

. USKNKOYBALLUW KPUTEPUUN (NMPU NPOAB/MKABAHE HA NIEYEHUETO)

1. MNaumenTtn 6e3 nogobperue Ha 30 u LeHTpanHa coeeiHa aebenuHa

2. CBpbX4yBCTBUTENHOCT KbM @KTUBHOTO BELLECTBO UM KbM HAKOE OT MOMOLUHUTE BELLeCTBa

3. AKTMBHa OYHa WNK NepuoKynapHa WHGEKUMs UNM CbMHEHWEe 3a TakaBa, BKMIOYUTENHO MOBEYETO
BUPYCHU 3aB0NsBaHNs Ha POroBULIATA U KOHIOHKTUBATA, KOETO BKIMIOYBA aKTUBEH KepaTuT BCNEAACTBUE
Ha enuTeneH Xeprnec CUMNNeKC (AeHAPUTEH KepaTwuT), BakCMHUS, Bapuuena, MukobakTepuanvu
WHpekumn ¥ rebudHn 3abonsisanus

4. HamaneHue Ha spuTenHara ocTpoTa B CpaBHEHWe C TasW Npeay 3anoyBaHe Ha NeYeHNEeTo, KOATO He ce
ABLIXW Ha Apyru chakTopu

5. AKTUBHO BBTPEOYHO Bb3naneHue

6. HoBa cyGpeTuHanHa xemoparusi, BKIIOYBAll@ LUEHTbpa Ha oBesTa WM  paswuMpsaBaHe Ha
npejlwecTBalla Takasa

7. [leua v toHOLWM Ha Bb3pacT noa 18 roauHn

8. BpemMeHHOCT u nakTaums — OTHOCUTENEH WU3KMIoYBaLY KpuTepui. MNpeueHkaTa nonaa/puck oT NeYeHneTo
Ce OoCblecTBsiBa OT cneumanusMpaHata KOMUCUSI 3a BCEKM KOHKPETEH Crydyaih M Ce nocoysa B
€KCNepTHOTO peLLeHue.

OTroBaps Ha KpuTepuUUTe 3a NpoAbLIHKaBaHe

Ha NeyYeHneTo ¢ BAca

NOAMNUCKU HAa YINEeHOBEeTe HAa KOMMCUATA: ...............oooeiviiiiiiiii,

L
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TPUMOXEHME 2
|. NEYMEBHO-AUWATHOCTUYEH ANMTOPUTBM

1. NEKAPCTBEHW NPOAYKTW, Bknioyenn B lMpunoxenue 1 Ha MIIC, kouto H3OK 3annawa B
CBLOTBETCTBME C AENCTBALUTE HOPMATUBHN AOKYMEHTH.

Ta6bnuua 1
INN DDD/TepaneBTu4€eH Kypc
DEXAMETHASONE ®  €AHOKPaTHO UHTPaBMTPEanHo B €AHOTO OKO 3a 6 MECeyYeH Cpok
AFLIBERCEPT ® VHTpaBuTpearHo B €4HOTO OKO Ha 28 AHu, mnocnefsaHu oOT
annukauum no cxema

3abenexka: H30K 3annawa ao ABa TepaneBTUYHM Kypca ¢ [lekcameTa3oH 700 |g 3a eAHOTOAMLLIEH NEPUOA.

2. NPOCNEAABAHE:

Ta6bnuua 2
Mepuon Ha nevyeHune
Mokaszarenu u uscneaBaHus
Mpu 3anouBaxe Ha 1-ua mecey Ha 4-us mecey Ha 6-usa mecey
MNposepka Ha Bu3yca X X X X
BbTpeoyHo Hansrane (BOH) X X X X
CucTosiHUe Ha upuc X X X X
CucTosHKe Ha newa X X X X
CuCTosiHMe Ha 3aeH nonkc X X X X
CrcrosHve Ha nepudepusi Ha peTuHaTa X X X X
OnTtnyHa koxepeHTHa Tomorpacus (OCT) X X X X
PnyopecuenHoBa aHrnorpacus (GA) X
MKK + AKK X
KpveHa 3axap (camo 3a MKB H36.0) X
mukupaH xemornobuH (camo 3a MKB H36.0) X
KoHcynTauus ¢ eHA0KPUHONOr - NO NpeLieHka
KoHcynTauus ¢ kapAaworor - no npeLeHka

W3cnensaHusTa ce NMpeACTaBAT Ha OpUrMHanHM GnaHku wnu 3aBepeHn Konus C NOANMC UM neyat Ha JI3 (npu Hanuuve Ha
XocnuTanu3auus C AaBHOCT A0 1 Mecel NpeAu kaHAnAaTCTBaHeTO Ce npunara 3aBepeHo Konue oT enukpuaa c Homep U3)

Il. OBLUW UBUCKBAHUA

1. Bb3pacToBata rpaHuua Ce M3YMCrsiBa B HaBbPLUEHU FOAWHM - T.e. BKIIOMUTENHO KbM fAaTata Ha usjasaHe Ha
npoTOKONa OT CneLuanuavpaHaTa KoMucus.

2. Mpwn HasHauyaBaHe Ha Tepanusi Mo MPOTOKON 3aAbINKUTENHO Ce CboBpa3siBaT BL3PACTOBUTE OrPaHUYEHUs, CbIMacHo
KpaTkaTta xapakTepUCTUKa Ha CbOTBETHUS NEKapCTBEeH NPOAYKT, yTBbpAEHa no peaa Ha 3MMXM.

3. H3OK He 3annalija neyeHre U3BLH ykasaHaTa Bb3pacToBa rpaH1La B KpaTkaTa XxapakTepucTuka Ha NpoayKTa.

4. H3OK He sannalya neyeHue c 4031 Haz, MakCUMaIHO pa3peLIeHUTE No KpaTka XapaKkTepucTuka Ha NpoayKTa.

5. B cnyuaii Ha HacTbNMNa Mo/I03NpaHa HeXernaxa nekapcTeeHa peakuys, nexkapst ysegomssa WA no peaa Ha un. 184
ot 3MINXM. Konue oT cbobLiEHUETO Ce npunara KbM MeauuuHckaTa pAokymeHTauust Ha 30J1 npu kaHaupaTcTBaHe 3a
neyexuve.

6. CMELUWANU3UPAHATA KOMWUCUSA uznasa Pewenue cnes nposeaeHa AmGynatopHa npoueaypa Ne 38
,OnpeaensHe Ha nnaH Ha neyeHWe W NPOCMEASBAHE Ha TEPaneBTU4HWS OTFOBOP MPU NaUMEHTU, NonyyaBaly
CKbMOCTPYBALUM NEKapCTBEHU NPOAYKTU No peaa Ha un. 78, T. 2 330 Ha ocHoBanue un. 53 u un. 303 ot HauuoHaneH
PamKOB J0roBop 3a MEAULIMHCKUTE AENHOCTN Mexay HauvonanHaTa 3apaBHoOCUrypuTenHa kaca u bbnrapcku nexkapcku
Cbio3 3a 2018r. (o6H., [1B, 6p. 28 ot 29.03.2018 r.) u npepoctaBeHa ot 30J1 MeAUUMHCKA AOKYMEHTauus.
CneuuanusnpaHata KOMUCHMA CbXpaHsBa euH eksemnnsp oT Pewenuneto. Mpu wsaasaHe Ha npotokon Ha 30J1,
CbXpaHsBa BTOPM €K3EMNNSP Ha NPOTOKONa, BCUYKM HEOBXOAUMM [OKYMEHTM 3a M3[aBaHeTo My W Konue ot
npunoxexne 1 Ha HacTOSWMTE U3NCKBAHUA, MOMBIIHEHO MO CHLOTBETHATA TOYKA M MOAMUCAHO OT YEHOBETE Ha
cneuvanuapaHara KoMUCHs.

Hacmosiwume usuckearus ca paspabomeHu Ha ocHosaHue 4. 58 om HayuoHaneH pamkog 002080p 3a MEOULUHCKUME
deliHocmu mexdy HauuoHan+ama 30paeHoocuzypumenta kaca u bbnzapcku nekapcku cbro3 3a 20182. (06H., B, 6p. 28
om 29.03.2018 2.).

.-
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NPUNOXEHUE 3

AEKNAPALUUSA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE / NPOOBLIMKABAHE HA
JNIEYEHUETO C NNEKAPCTBEHUA NMPOAYKT

CneA KaTto Ce 3amosHax C usnata Mu npeaocTaBeHa WHGOPMaUWs U UenTa Ha NeYeHWeTo C feKkapcTBeHus
DY K e e oo eeeeeeeeeeeeres s aeaseserens s e tesessste s senennsesessesesese s MRRERRRR W Ccrnes KaTo MoMyuux u3vepnartenHu
OTrOBOPY Ha NOCTaBEHUTE OT MEH BbMNPOCH, AEKNapupam ye:
1. Llle cnassam npenopbyaHaTa M1 CXeMa Ha NEYEHNE U NEPUOANYHOCT Ha KOHTPOMHMTE Nperneau.
2. PepoBHO e ce BsiIBaM Ha KOHTPOSHM MPErNean 1 HaMa Aa NPOMEHSM CaMOBOMHO WMW NMOA /PYFO BHYLLEHUE
HasHa4eHaTa MM Tepanusi.
3. [lpu npeycTaHoBsSBaHe Ha NEYEHUETO MO MPUYMHK, HENPOM3TUYAWM OT peweHueTo Ha Komucusta 3a
ekcneptuan 8 P3OK u/mnu Komucusta no 4n. 78, 1.2 ot 330, e yBeaoms HezabaBHO NuyHMs cu nekap n P30OK
1 we sbpHa B P3OK nocnesHns npoTokon, No KOUTO CbM Nonyyasasn/a nekapcTBeHUs NpOAYyKT.
4. Tpu HecnassaHe Ha MOCOYEHUTE YCMOBWSI NIEYEHUETO MU C YMOMEHATUsi NeKapcTBEH MPOAYKT we 6bae

npeKkpaTeHo 1 Hama aa umam npeteHuun kbMm H30K.

9
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VU3UCKBAHMS HA H30K NPU U3ABAHE HA MPOTOKONW 3A MPOBEXAAHE HA
WHTPABUTPEAITHO NEYEHUE NPU NALUMEHTU C BONECTU HA PETUHATA
(Dexamethasone, Aflibercept)

MpoTokoNbT Ce M3faBa OT CMeuManu3upaHa Komucus B neuyeGHW 3aBeneHus 3a 6onHMYHa nomouy,
ckntounnm porosop ¢ H30K 3a usnbnHeHue Ha AM6ynatopHa npoueaypa Ne38. Cneuvanu3npaHuTe KOMUcum ce
cb3AaBaT chC 3anoBed Ha AWPekTopa B crieaHuTe neveGHu 3asepenus: YMBAT “AnekcaHgposcka” - rp. Codms,
YMBAN “Liapuua MoanHa - UCYN” - rp. Codus, YMBAJ “Ceeta AHHa' - Tp. Codoua, COBAN ,Akapemuk MNawes” - rp.
Codpusi, CBAJIOE ,3opa” - rp. Cocusi, COBAN ,MenTarpam” - rp. Cocpms, CBAJOB ,3peHue” - rp. Codms, OyeH nasepeH
LeHTBbp ,BuxbH* — rp. Cocusi, YMBAJT “Ce. leopru” - rp. Mnoeaus, OuHa Gonnuua — Jlykcop* - rp. Mnoeaus, OuHa
6onHuua - CEOBAJS] BapHa - rp. BapHa, OuHa knuHuka “Caeta letka” - rp. Bapra.

I. PEQl 3A 3ABEPSIBAHE HA MPOTOKONUTE

MpoTtokonu 3a 3ano4YBaHe Ha nevexHve

= [MonbAHEHO 1 NOANNCAHO NPUMOXeHWe 1 — NIUCT 3a onpeaensiHe Ha kpuTepunTe
= MeAMUMHCKA OKYMEHTaLMs C NPUNOKEHN BCUYKM HEOBXOANMM U3CNeaBaHNs no
npunoxenue 2
CMELUWAITU3UPAHA | * Pewenve Ha cneuuanuaMpaHa KOMMCMA C fCHA MEAWLMHCKA MOTMBALMA
KOMUCUA (33ABSIKUTENHO Ce OTBeNs3Ba NUNCa Ha U3KMIOYBALLM KpUTEpUI)
= ‘llpoTokon 3a npeanucBaHe Ha fekapcTsa, 3annaujaHu ot H3OK/P30K" —
/ 06p. M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
or3308UYHaH30K [”| B P30K

MpoTokonu 3a npoAbIMKaBaHe Ha nevyeHue

= [MonbMHEeHOo 1 NOANUCAHO NPUNOXEHUe 1 — NUCT 3a onpeaensHe Ha kputepunte
= MeaMuMHCKa AOKYMEHTALUS C NPUIMOXEHN BCUUKIN HEOBXoAUMM u3cnessaHus no
CMELUWANTU3UPAHA npunoxenue 2
KOMUCHKA «  PelweHMe Ha CneUManu3upaHa KOMMCUAl C SCHA MEAULMHCKA MOTUBALMS
(SEABJ'I)KVITeJ'IHO ce otbensassa nunca Ha U3KniYBaLn Kpmepwm)
= “lpoToKkon 3a nNpeanuceaHe Ha nekapcrsa, 3annawanu o H30K/P3OK™ — o6p.
M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
o1 330 B LlY Ha H30K > B P30K

Il. OBLLM NOJNOXEHUA

1. 301 nopaea nogroteeHute gokymentTu B P3OK, Ha Teputopusita Ha KOsITO e Hanpasuno usbop Ha OMI.
[lokyMeHTUTe BKNtOYBaT:

1.1 3asBnexue 1o upektopa Ha P3OK

1.2 MonbnHeHo u noanucaHo npunoxenue 1. Monbnea ce No CbOTBETHATA TOYKa M Ce npunara oTpaseHara B

LlVlQ)pOE WHAEKC MeAVLVHCKa AOKyMeHTauums, yaoctosepsBalla BCEKN €4AuH OT Kputepuute

1.3 MbnHUAT Habop M3cneaBaHNs (N3VKarHN, MHCTPYMEHTANHM 1 NaBopaToOpHK), OTpPaseH B NpUnoxeHue 2

1.4 ‘NpoTokon 3a NpeanucBaHe Ha nekapcTBa, 3annawaxu ot H30K/P30K™ — obp. M3-H3OK, usnanen ot
cneyuanuampaHa KoMucus. I'Ipvmara Ce opuriuHan Ha NpoToKOoN, a Npu KaHauaaTcTeaHe 3a npoabrkaBaHe Ha TepanusaTa
ce NpeACcTaBs OpUrMHan Ha NpeaxofeH NPOTOKON C OTPa3eHN BCUYKN HasHa4YeHus Mo Hero

1.5 PeweHue Ha cneumanuavpaHa KOMUCURA OT NevebHo 3aseaeHne — u3nbnHuTen Ha AMBynatopHa npoueaypa Ne
38 ,OnpepensiHe Ha MnaH Ha nevyeHWe W NpocrnefsiBaHe Ha TepaneBTUYHUS OTTOBOP MPU MauUMEHTW, nonydyasaiuu
CKbMOCTPYBALLM NEKapCTBEHW NPOAYKTU Mo peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6 feknapauus 3a uHcpopMmUpaHo cbriacue no obpasell (npunoxexue 3)
2. P30K npuema noKyMeHTUTe no Touka 1 crieq cnpaBka OTHOCHO 34PaBHOOCUTypUTenHus ctatyc Ha 3011
3. MbpBUAT 1 BCeku crieABall NPOTOKON ce u3aasaT 3a nepuoa Ao 180 aum

P
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NPUNOXEHME 1A

NIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA KOPTUKOCTEPOWMAHO NEYEHUE NPU
MALUMEHTU C PETUHANHA BEHO3HA OKIY3UA U NWABETHA PETUHOMATUA C MAKYNEH EJEM
(Dexamethasone)

Ume: ErH

3abenexka: MeduLuHCKama OOKymeHmauusi, yoocmosepsieauia eceku Om Kpumepuume € rocodeHa C yugpa 6 UHOEKC U
3a0BIKUMENHO Npudpyxasa HaCMOAULOMO NPUIIOKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA NEYEHME NPU MAUMEHTU C PETUHANHA BEHO3HA OKIYy3WA
(SAAB/MKUTENHU CA BCUYKU KPUTEPUN)

MKB H34.8

KNuHUYHO AOKa3aH MaKyrneH OTOK, B pe3ynTaT Ha ueHTpanHa peTuHHa okny3us (UPBO) unu knoHoBa
okny3aus ( KPBO) S

MoTBbpAEHa AMarHosa c: " -~

1. w3cneaBaHe Ha 3pUTeNHa OCTpOTa 3a 6nu3o u naneye (20/200-20/50 no Snellen nnu ETDRS)

2. wu3cneaBaHe Ha nNpeaeH v 3afleH O4YEH CerMeHT

2
3. dnyopecuenHoBa aHruorpacus (®A)
4. onTuyHa koxepeHTHa Tomorpadms (OCT)
3 MauUMeHTn , KOUTO He Ce MOBMUSIBAT AOCTATbYHO OT HEKOPTUKOCTEPOMAHA Tepanus (A0 3 MHXeKUMW aHTn —

VEGF nekapcTBeHu NpoayKTy)

4 | Nunca Ha u3KkNIoYBaLy KpuTEpMK No Touka B °

T MeaNUMHCKa AOKYMEHTaUMs C ONMCaHNe Ha aHaMHECTUYHUTE AaHHN, KTMHWUYHATA CHMNTOMATUKA U @BOMIOTUBHMS XOA
2 nonbnHeHa Tabnuua 2 OT NpuroXeHue 2 - HEOGXOAUMUTE U3CNEeABaHUS U MPErnean OT Cneunanict, NocoYeHn B Tabnuua 2 Ha
npunoxeHue 2 3abIDKUTENHO Ce NPeACTaBAT Ha OPUrMHaNHu 6naHku (VH‘IM 3aBepeHun 1 noanucaHn KOI’WI;I) W“nu ca oTpaseHu B enukpusa

C AaBHOCT A0 1 MeceLl| Npeaw KaHAMAATCTBAHETO
* pelweHue Ha cneunanuanpaHa kommcus no Alp Ne38 c sicHa MoTUBaLWs 3a HEOGXOAUMOCTTA OT 3anoYBaHe Ha NeYeHNeTo

* amBynaTopeH NUCT OT NOCNeAHUs Npernea NPy HabnioAaBaLMA cneuuanucT
® ynocToBepsiBa ce C NOANUCHUTE Ha YNIEHOBETE Ha KOMUCUATA B NpUNoxeHue 1A Ha HACTOAWUTE UINCKBAHUA

B. U3KINIOYBALLIU KPUTEPUM (NMPU 3ANOYBAHE HA NEYEHME)

1. CBpbX4yBCTBUTENHOCT KbM AKTUBHOTO BELLECTBO MMM KbM HSKOE OT MOMOLLHUTE BellecTsa

2. AKTMBHa OYHA MMM NEpUOKyNapHa MHAEKLMUS UNU CbMHeHe 3a Takaea, BKIIOYUTENHO
NOBEYETO BUPYCHU 3aB0nsBaHUs HA POroBULIATA M KOHIOHKTUBATA, KOETO BKMIOYBA aKTUBEH kepatut
BCMEAACTBME Ha enuTeneH Xepnec CUMNNeKC (AEHAPUTEH KepaTuT), BakCuHUs, Bapuuena,
MukoBakTepuanty nHdekumn u rebuyHu sabonssaxus

3. HanpepgHana rnaykoma, KOiTo He MOXe Aa Gbae oBnaasiHa B JOCTaTbYHA CTeNeH Camo C fiekapcTBeHu
npoayKT!

4. AdakuyHu 04M C pasKbCaHa 3ajHa Kancyna Ha newjara

5. Oun c BbTPeouHa fewa B npegHarta kamepa (ACIOL), dukcupann kbm upuca unu npes cknepara
BbTPEOYHM NELYN U paskbcaHa 3aaHa kancyna Ha newjarta

6. [eua u toHoWww Ha Bb3pacT noa 18 roaunu

7. BpEemMeHHOCT 1 naKkTauus — OTHOCUTENEH U3KMIoYBaLL KpuTepuit. MNpeueHkaTa nomnaa/puck OT SIEYEHNETO
Ce OCbliecTssiBa OT CrneunanuavpaHata KOMUCUS 3a BCEKW KOHKPETEH cnyyal u ce nocoysa B
€KCNepTHOTO pelleHune.

OTroBaps Ha KpMTepUUTE 3a 3anoyBaHe Ha
neYeHueTo ¢ : St T

NOANMUCU HA YNEHOBETE Ha KOMMUCUATA: ..........ooooiiiiiiiiiiiiiiiiiiiiiene
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OPUNOXEHWE 1A

NACT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA KOPTUKOCTEPOWAHO JIEYEHUE NPU
NALMEHTU C PETUHANHA BEHO3HA OKIY3Usi U AMABETHA PETUHOMATUA C MAKYNEH ELEM
(Dexamethasone)

Ume: ErH

3abenexka: meduyuHckama OOKyMeHmauusi, yoocmosepsieaua eceku Oom Kpumepuume e [oco4eHa ¢ yugppa 8 UuHOEKC U
3adBrKumenHo npudpyxasa HaCMOoOSULOMO MPUIIOKEHUE.

B. KPUTEPUM 3A 3AMOYBAHE HA NEYEHME MPU NAUMEHTU C OUABETHA PETUHOMATUA C MAKYNEH
EOEM (SAABMKUTENHM CA BCUYKU KPUTEPUW)

MKB H36.0

HapyweHue Ha :?euue'ro nopaam auabeteH oTok Ha Makynata (DME) npu naumeHTy, KOUTO ca ¢
nceepodakus ">

MoTeLpAeHa anarHosa c: ">
1. M3creABaHe Ha 3pUTeNHa ocTpoTa 3a 6nm3o u paneye (20/200-20/50 no Snellen unu ETDRS)

2. wu3crieaBaHe Ha NPeAeH W 3aieH OYeH CermeHT
3. dnyopecueunHoBa aHruorpacus (PA)

4. onTu4Ha KoxepeHTHa Tomorpacus (OCT)

3 | OuabeTHa peTMHONaTUs C KOHTponupaH auabet u HbA1c <8,5%*

MauneHTu, KOUTO HEe ce NoBNUABaT AOCTaTbYHO UMK Ca HENOAXOASLLUM 33 HEKOPTUKOCTEpOUAHa Tepanus (mo

4 3 uHxekuuu antu — VEGF nekapcTBeHu NpoayKkTH i

5 | Jlunca Ha u3KMYBaLm KpuTepum no Touka I %

T MeaMUMHCKa AOKYMEHTaLMA C ONUCaHNe Ha aHAMHECTUYHUTE AaHHM, KITMHUYHATa CUMNTOMATHMKa U eBOMIOTUBHMUS XOA
2 nonbnHeHa Tabnuua 2 OT NPUNoXeHWe 2 - HeOBXOAMMUTE U3CNEABaHUA W NPErneAn OT CNeuManucT, nocoyeHu B Tabnuua 2 Ha
npUNoXeHUe 2 3aABIKUTENHO Ce NPEACTABAT Ha OPUrHaNHM GNaHku (UMW 3aBepeHn W NOANUCAHU KONWs) Uk Ca OTPA3eH! B enukpusa
C AaBHOCT A0 1 Mecel| Npean KaHAWAATCTBaHETO
° pelweHue Ha cnieunanuaupana koMucus no Afp Ne38 ¢ sicHa MOTUBALMA 33 HEOGXOAUMOCTTa OT 3aN0YBaHe Ha NEYEHNETo
: ambynaTopeH NUCT OT NocneAHUs Npernea Npy Habnoaasawms cneumanueT

YAOCTOBEpsiBa Ce C NOANUCUTE Ha YNIEHOBETE Ha KOMUCUATA B NpUNoxeHne 1A Ha HaCTOAWMUTE U3NCKBAHNSA

. U3KNIOYBALLW KPUTEPUM (NPU 3ANOYBAHE HA NEYEHUE)

-

CBPbX4YBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UK KbM HSIKOE OT NOMOLLHUTE BellecTsa

2. AKTMBHA OYHa MNK NEPUOKYNapHa UHMEKLMS UM CbMHEHUE 3a Takasa, BKIIOYUTENHO
MOBEYETO BUPYCHW 3ab0NsiBaHWA Ha POroBULIATA U KOHIOHKTMBATA, KOETO BKMIOYBA akTBEH KepaTut
BCMEAACTBME Ha EnUTENeH Xeprnec CUMNMeKC (AEHAPUTEH KepaTuT), BakCuHus, Bapuvuena,
MukoBaKkTepuaniu uHgekuumn n rebuynu 3abonssaxus

3. HanpeaHana rnaykoma, KosiTo He MoXe Aa Gbae oBnaasHa B AOCTaTbYHA CTENEH CaMo C fleKapCTBEHM

npoaykT

4. AdaknyHn ouM C paskbcaHa 3aAHa Kancyna Ha neuwara

5. Ouu c BbTpeouHa newia B npeaHata kamepa (ACIOL), cduvkcupann kbM upuca unu npes cknepara
BBTPEOYHW NELLVW U paskbcaHa 3aAHa Kancyna Ha newara

6. [eua u 1oHowM Ha Bb3pacT nog 18 roamHn

7. DBpeMeHHOCT 1 nakTauwsi — OTHOCUTENIEH U3KIIoYBaLL kpuTepuid. [peueHkaTa nonaa/puck oT neveHneTo

Ce ocbllecTBABa OT cneunanuavpaHata KOMUCUS 3a BCEKUM KOHKpeTeH cnyuaﬁ n ce noco4sa B
€KCNepTHOTO peLleHune.

OTroBaps Ha KpUTEpUMUTE 3a 3anoy4BaHe Ha

neveHueTo ¢ B Ro3a

NOANMUCU HA YNEHOBETEe Ha KOMUCUATA: ................cooeiiiiiiiis

4
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