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N3INCKBAHWA HA H30K NP U3QABAHE HA NPOTOKONU 3A NMPOBEXAOAHE HA
WHTPABUTPEANHO NEMEHUE NPU NALUMEHTHU C BOJIECTU HA PETUHATA
{Dexamethasone, Aflibercept)

MpoTokoMbT Ce M3gaBa OT cnelLuanv3upaHa KOMMCWA B nevebHu 3aBefeHuA 3a GonHMYHA nomou,
ckmoyunu gorosop ¢ H30K 3a uanbriHeHue Ha AmbBynatopHa npoueaypa Ne38 or cneuwanucTn ¢ Kog Ha
cneuuanHoct 16 (oynn Gonectn). CneunanuaupanuTe KOMMCHMM C€ Ch3QABAT CbC 3aroBef Ha AMpeEKTOpa B
cnenHuTe neveGHM 3aBegenus: YMBAJT “Anekcanaposcka” - rp. Cocua, YMBAN “Llapuua WoanHa - UCYIT - rp.
Codusa, YMBADN “CeeTta AHHA" - tp. Codma, COBAJN ,Axanemuk Mawes” - rp. Cocoua, CBANOB ,3opa” - rp. Codua,
COBAI ,NenTarpam” - rp. Cothns, CEANOE ,3penve” - rp. Codmua, OdeH nasepeH ueHTLp BunmH® — rp. Coduna, YMBAN
“Ce. Meoprit” - rp. Mnoeaws, OuHa GonHuua - fyxcop" - rp. Mnosame, MBAN ,TpumoHuuym® — rp. [noeavs, Ouxa
BOMHWL RS -BOBAJ1 Bapha - rp. Bapha, OyHa xnukuka “CeeTa MNeTka” - rp. BapHa, BMA — rp. Cocbus, ,Amxmbaaem Cutu
' g?éow,qa"urp Codus, CBANOE ,Aex" — rp. Codmn, MearumHckn UeHTbP no odTanmonorus Pecbuomen’

-mp.C 8 neﬂmannsupaﬂa OuYHa BonHULA 33 aKTMBHO neyexne — rp. byprac, AMUCMI — OML CeeTn Hukonaih
YyaoTeoped’, =QO,D| - rp. Bapha, ,AMUCMI — OdHa knuHuka A-p X¥6QHOB EOQOQ - rp. Byprac, ML ,Okcukom” — rp.
Byprac, 1 ﬁpé‘é** BAJ1 — rp. Codus .Ce. Woan Kpwctuten® EAL, i€ L ifl-p Tackos" — rp. Tuproeuie, ,OueH
MeauLMHERM. TBE “ - XackoBo" — rp. Xackoeo, MeauuvHcku Le ;n%b epen — rp. Crapa 3aropa, YMBAN ,g-p
I.Cipa cK ﬂneg@u YMBAN ,Meauka — Pyce® — rp. Pyce. g_(f
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% &* ggﬁ"” =  MeauUMHCKa AOKYMEHTALMA C NPUNOKEHN BCUYKA HeOOX0AUMM U3CTIedBARUA TIO
npunoxeHue 2
CI‘IEUMAHMSMPAHA .| * PelweHne Ha cneuManu3vpaHa KOMMUCHMA C ACHA MEAWLMHCKA MOTWBALMSA
KOMUCUA " {2aABMKUTENHO ce oTEENNA3Ra NUNCA Ha USKMOYBALLIN KPUTEP!N)
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MpoTokonu 3a npoAbLNxagaHe Ha nevyeHue

PRI Zii *  [lonuaHeHo ¥ NoANMCaHO NPUNOoKeHUe 1 — NUCT 33 ONPeAEnAHe Ha KpuTepuuTe
5 %”m i s MeauuMHCKa AOKYMEHTALMS C NPUNOXEHN BCUHKM HeoBXoAUMM nacnensaHua no
CMELMATIUBUPAHA  jasits npurioxeHue 2
KOMUCHS =% « PelleHMe Ha cCHeUWANM3MPaHa KOMWCKMSA C ACHA MEAWLMHCKA MOTUBaLmMS
H (3agbmxuTenHo ce 0T6ena3sa NUNCa Ha MaKNIYBaWMK KpUTepun)

*  ‘[IpoTOKORN 3a NpegnuceaHe HAa nNekapcTea, dannawadn ot H30K/P30K' — obp.
M3-H30K
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1. 30N nogasa noparoTBeHUTe AoxymeHTw B8 P3OK, Ha TepuropusTa Ha KOATO € Hanpasuno M3dop Ha OfN. fOokymeHTure
BKMKYBAT:

1.1 3asBnexne Ao AupekTopa Ha P30K

1.2 NMonkNHEHO K NoANNCaHO RPURNGXKEHNE 1. NonbnBa Ce No CLOTBETHATa TOUKa U ce fpunara oTpaaeHaTa B LWIdeOB WHAEKS

MEAVMUMHCKA 40XyMEHTauuA, YA0CTOBEpABAaLLA BCEKM €4MH OT KpUTEPUUTE

1.3 TTenHuAT nabop uacnensanua (PuUsuKaniyu, UHCTPYMEHTaNHK U NabopaTopHu), OTPa3eH B NpUNoxerne 2

1.4 “lIpoTtoKon 3a npegnNuUcBaHe Ha NexapcTBa, 3annawany oT H3OK/P3OK' — 06p. M3-H30K, uapaseH oT cneyvanwavpana
koMucun, Mpunara ce OpurnHan Ha NpoTOKON, @ NPM KAHAWAATCTBaHE 33 NPOAbMKABAHE Ha TepanuaTa ce NPeACcTaBA OPWIMHan Ha
NPeAXoeH NPOTOKON ¢ OTPa3eHU BCHYKM HA3HAYEHWA O HEro

1.5 Pewenne Ha cneunanusMpada xkommucua oT nevebHO 3asejeHve — uambnHuTen Ha AmOynaTopHa npoueaypa Ne 38
.Onpepensye Ha nnaH Ha nedYenMe U NPOCNEASBaHE Ha TePaneBTUMHWA OTrOBOP NPYM NAUMEHTW, ronydasalid CKLAOCTPYBALUN
NexapcTeeHy NPOAYKTV No peaa Ha un. 78, an. 2 330" - 6n. M3-H30K N2 13

1.6 Hexnapaunn 3a uHgopMupaHo ckrnacue no obpasel] (npunoxeHue 3)
2. P30K npuema HOKYMEHTHTE MO TOYKa 1 cneq cnpaBka OTHOCHO 38paBHOCCUTYPUTENHMSA cTaTyc Ha 30N
3. MepBUAT NPOTOKON NPY 3aroYBaHe Ha NeYeHne U MPU CMAHa C ApYT NeKapCTBEH NPOAYKT ce n3gasa 3a nepuog Ao 180 gHu, a
BCEKM Cneasatl, NPOTOKON MOXe Aa ce U3AaBa 3a CPOoK [0 365 gHu,
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APUTTOXEHWE 1A

NMACT 3A ONPEQENAHE HA KPUTEPWUWTE NPKU 3ANMNOYBAHE HA KOPTUKOCTEPOUAHO NEYEHUE IPH
MALUWMEHTU C PETUHANMHA BEHO3HA OKNY3WA W AUWABETHA PETUHONATUA C MAKYNEH EAEM
(Dexamethasone)

Ame: EMH

3abenexka: MmedutuHckama OJOKyMeHmauus, ydocmoegepasalya sceku Om Kpumepuume € nocodeHa ¢ uugpa 8 uHdexc
3a0bAKUMenno NPUIPYEsa HACIMORUOMO NPUNOXeHUe.

A. KPUTEPMU 3A 3AMNOYMBAHE HA NEYEHWE NPW MNAUMEHTHW C PETMHANHA BEHO3HA OKINY3WUA
(3Aﬂ'b?}l(ﬁ1§f§HW CA BCHYKWU KPUTEPUW)
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5. Ounc B'prngHa ﬁeuia B nﬁ;qHa'[a xamepaa (ACIOL) dukcupaHM kbm Mpuca WNW npes cknepata
BLTPEOUHY NeL u;, paaxbcaua 3a,qgiai thq‘ynaﬁa neugaTa

6. [leua 1 1OHOLUIN Ha BB3PACT NOA™18 ToaMHM:, i

7. DPEMEHHOCT W NaKTaums — OTHOCHTeReH u‘hx‘n“i‘oqsam KpuTEpUIA. MNpeleHKkaTa nonaa/puck OT NeYeHaTo

ce ocbllecTBABa OT cneluanuavpaHaTa KOMUCWA 3a BCEeKW KOHKpeTeH cnyqam U Ce Nnocodsa B
EKCNepTHOTO pelweHne.
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APUNOXEHWE 1A

NUCT 3A ONPENENAHE HA KPUTEPUMUTE NPK 3ANQUBAHE HA KOPTUKOCTEPCUAHO NNEYEHWE NPU
NAUMEHTW C PETUHARHA BEHO3HA OKINY3WA W QUABETHA PETUHONATUA C MAKYINEH EJEM
(Dexamethasone)

WUme: ETH

3abenexka: Meduuuxsckama OokyMeHmayus, ydocmosepssalua eceky Om kpumepuume e nocowsHa ¢ yugbpa & uHOeKc U
3a0B/RRUMENHO NPUGPYNaea HaCMOSWOMO APUONKEHUE.

B. KPMUTEPUKW 3A 3ANMOYUBAHE HA NEYEHWE NPW MNAUMEHTU C BUWABETHA PETUHOMATUA C MAKYIMEH
EAEM (BALEMKATENHN CA BCAYKA KPUTEPUM)
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4. AdbaruuHn oun ¢ paslglscal-ga;aa,qua xanéyna H‘a,nema'ré

5. QOuun ¢ BbTPeodHa nefia 8, ﬁpe,qaa'ra* uaMepa (AC[OL) dhMKCUpaHU KBM MpUca unu npes cknepara
BLTPEOUHIM NelN M paskbeaHa 3daHa kancyna Ha newara

6. [eua u 1oHoWK Ha BB3pacT nog, 18 roinin

7. DBpeMeHHOCT W NakTauus — OTHOCUTESIEH U3KNIYBALY KpuTepui. [peueHKaTa nonsa/puck oT nevesveTo

Ce& OChkluecTBABA OT cneuwanuiavpaHaTa KOMWCKHA 338 BCEKW KOHKPETEH cnyuaﬁ n ce noco4sa B
QKCNEPTHOTO PELlicHUE.

OTroBapa Ha KPUTEPUKUTS 33 3ano4YBaHe Ha
B A03a
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NOANMKUCH HA YNEeHOBETE Ha KOMUCHATA!
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NPUNOXKEHUE 1A

TINCT 3A ONPEAENAHE HA KPUTEPUUTE NPA NPOABIMKABAHE HA KOPTUKOCTEPOUIHO NEYEHUE
MPU NMALUWEHTY C PETUHANHA BEHO3HA OKNY3UA U AUABETHA PETUHOMNATUA C MAKYIEH ELEM
{Dexamethasone)

Umel EFH

BaSenecha MeduuUHcrcama doxymenmauun, ydocmosepReatya ecexu Om Kpumepuume e nocovena ¢ uughpa & UHOexc u
220kl , 'Bnpd@pyxraea Hacmosu{omo npunoxenue.

e u

Hi’ s“ ol

1}1{

] a NMOBTOPHO NeusHue ﬁ“‘“ $eHTH, NPH KOUTO cnef MbpBata annvkauvA ca Mmanm
o | Mml HpyM 50 UM peAyKUMA Ha UEHTpa Q Q?quua nebenuHa »ﬁsMepeHa ¢ OCT u lunu nopobpeHue
30¢c foHe eAWH pen, U3MEPEeHo o Snellen unu 5 Gyksu no F‘EDRS

J a S
3 | Ow Gggna pETMHOHaTHH ¢ KOHTPONUpaH nuaﬁet,n Ht)mc <8,5¢ ogg %
4 | Nunca, |-|§ MSKJ]}O‘IBaI.IiH KPUTEPWK O TQ}{&& : ‘“ii»i’a T . . .

Me.qmuu caéa‘noxyueuj;auua ¢ OTpa3nBaHe Ha edekTa Ha bcuosua'ra Tepa 1{3& KOSTO € RPOBEKAAHA N0 MOMOHTA

? nonwbn ﬁqjaﬁgﬁuaﬁg*“ ipunoxenve 2 - Heoﬁxon‘?mme W3ICNeABaHNA W rggeme,qu 0T cneumanucT, nocoqenn g Tabnnya 2 Ha

npunoxceﬁug 2 3afqu1xi% érm‘ Ce NPeicTaBAT Ha OpUrMHandn GnaHku (uny 3asepeuﬁ mnonnwcanu Konus) nanu ca ofpazeHu B enukpusa

¢ RaBHOC ﬁo 1 mecey ﬁpe.qm KaHAUAaTCTBAHETO

? petrenye d@a cpeqyimr;«paua Komucua no Afp Ne38 ¢ oTpaseHa ederTUBHOCT OT NpdBEXaaHoTo Nevenue M HeobxogumocTTa oT

npo,qhn BafieiHa Teg‘an nT4 g v
?A seé?e Ha KOMHMCUATA B NpunoXeHue 1A Ha HacToAWKUTE U3NCKBAHWA

y‘qocrogfegnag & ’noqrfuéme

W ;,; “A?i .
Pyt Sy
”*"z""!’i "I{;ﬁ P <<§s \mJ ;
5 £f - # v
E. W3Kﬂl§quAmyt PUT V!;{ f-"?l E&ﬂ’bn)'KABAHE HA NEMEHUETO)
R S »
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CBE bquaETsmenHo T KbM BKTMBHOTO BELLECTBO MAN Kb i-inxoefor noMoLyHTe BelecTea
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5. AdbakuuHmn oun c*ga;gtcgcaﬂa 3aJJ.H§ ancyn@ma nemaTa

6. Oun ¢ BBTpeouHa .ﬂeu.l,a\g‘B@ npe“iiéfaTa -kamepa: (ACLQL) GUKCUpaHY KBM MpWUCa WNKU Npes cxnepara
BBTPEOYHWN NELM U paskbcaHa‘*aa,qHa;kancyha Ha flewara

7. deua v loHOWWK HA BB3pacT noa 18 roguHy

8. BpeMeKHOCT 1 NakTauua — oTHOCUTENEH U3KniouBaw kputepnid. MNMpeueHkaTa nonsa/puck oOT NevYeHneTo
C& OocCcbhbulecTeABa OT cneyuanuavpaHaTa KOMWUCUA 33 BCEKM XOHKpeTeH cnyqaﬁ U ¢ce nocodysa B
EKCMNEPTHOTO pelugHue.

OTTOBapH Ha KpUTepunTe 3a NpoAabliXagaHe

Ha nevyeHHUeTo C B Aqosa
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NPWNOXEHUE 15

TIUCT 3A ONMPEOENAHE HA KPUTEPUUTE NMPKU 3ATIOMBAHE HA AHTUHEOBACKYNAPU3NPALLIO
NEMEHUE NPU NALMEHTN C BNAXKHA G®OPMA HA MAKYIIHA OETEHEPALIUA, CBHP3AHA C BbL3PACTTA
(Aflibercept)

Ume: l ErH | | | [ | | L | 1 | |

3abenexka: meduyuHckama JoKymesmayus, ydocmosepssawia €CEKU OM Kpumepuume e focowera ¢ yugpa § uHlexc u
3a0BIRUMENIHO NPUGPYKAsa HACMOAWOMO NPUROXENU..

EHIEPMM 3A 3ANOYBAHE HA NEMEHWE NPW NALUWMEHTW C BRAXHA GOPMA HA MAKYITHA
HEFEH Aul?iﬁ” ’Ch’bPSAHA C BB3PACTTA (SAOBMKUTENHN CA BCUHKW KPUTEPUM)
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ot 3NNXM. Konue ot Cboﬁu{emﬁo ce neunéra RBM Meguuuucxa‘ra goxyng{emaumma 3011 npn KaHaMAaTCTEBaAHE 3a
reyeHue. -

6. CMELUMANUINPAHATA KOMI?IEM& amaaapéwegme, cne.q qposegéua AmBynatopha npoueaypa Ne 38 ,Onpenenate
Ha nnaH Ha neJyeHue W npocnep,ﬂBaHe‘*»ﬁaggpanea]‘wmn;r QITOBOP NpW NaUMEHTV, NOMyYaBalUW CKBLNOCTPYBALLM
nexkapcTBeHH NpoayxTv Mo pega Ha un, 78, 1. 2 330" HE ocfiosaHWe un. 53 1 un. 309 ot HauuoHanen pamkoB AOTOBCR 38
MeJMUMHCKMTE AeAHOCTU Mexay HauwoHanHaTa 34paBHOOCMrypuTenHa kaca v bbenrapcku nexapekn cbuios 3a 2020-2022r.
(oBH., AAB, Op. 7 ot 24.01.2020 r.) n npepocraeesa ot 30J1 mennuuHcka AokymenTauna. CneuwanuaupaHaTa koMucua
CbXpaHABa eiuH exk3eMnnap oT Pewennerto, cbXpaHABa BTOPM BK3eMMnsap Ha MPOTOKONalM, BCHMYKM HeobxoAuMu
JOKYMEHTU 338 U3LABAHETO MY W KONWe OT NpUnoXeHue 1 Ha HACTOAWMNTE NIMCKBAHMA, NOMEHEHO MO CLOTBETHATA TOUKA U1
NOANUCAHO OT YNEHOBETE Ha Cneuvanv3upaHaTa KOMUCHSA.

Hacmosawume usuckeaHus ca paspabomeHu Ha ocHoesaHue un. 58 om HayuoHaneH pamkos 802080p 3a MeduyuHckume
dediHocmu mexdy Hauyuonannama sdpasHoocuaypumenta kaca u boneapcku nexapeoku curog 3a 2020-2022r. (obH., 1B,
6p. 7 or 24.01.2020 r.), enuzam ¢ cuna om 1 anpun 2021e. Ha ocHosaHue pelueHue Ne PO-HC-04-37/19.03.20212. u
ommeHsm Oelicmeawyume usuckeaHus, & ctma om 15 anpun 2020z, Ha ocHosarue pewexue Ne PA-HC-04-
36/06.04.2020e.
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APUNOXEHUWE 3

OEKIMAPALUA 3A UHOOPMWUPAHO CBIMACUE C N3NCKBAHWUATA 3A 3ATIOHMBAHE / NMPOOBI/TPKABAHE HA
JIEYEHWMETO C NEKAPCTBEHUA NPOAYKT

SR A A B AR RN AR AN NPT NI T NSNS I NGNS NN CANEI SR TA VAR LEEE LT LTI I I Y]

OTTOBO 'fﬁ%@gﬁaaeuﬂ‘re OT MEH BLMpOCH, ASKNEPUPAM HE ™ sean, T,
1. iﬁj@‘ naséaiw npenopsyYaHaTa MK CXema Ha NeueHue n nepmomgqﬁomm KOHTPONHUTE nperneau.

2. “g xygﬁoﬁue Ce AIBABAM Ha KOHTPOSHU Npernean U HAMa Aaih“goMeHhM CaMOBOIIHO U MIOA APYTO BHYLLIEHUe

ﬁ;ésaagwﬁ*a r\gﬁepanm .

3. gy’ mpe {MaHoeﬂaaHe Ha neveH dg ho “MPUHMHM, HEMPOUSTUUELN OT pelLeHNeTo Ha Komucuata 3a
m‘éi %*z sl Ly,
n B P3OK ninu Komucus xmoﬁt,li;j “?8,;7 2 o1 330, we gseﬁ,QMﬂ He3abaBHO NUYKKA cY Nekap v P30K

4. {Hp wecnaseawe Ha nocouenvTe ycnoana -fle4eHueTo le‘lg G :jridmeHaTns nexapcTeeH i%:o,uym ue 6bae
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