MpoekT Ha Hapepba 3a usmeHenme Ha Hapepba Ne 5 o1 19
centeMmBpu 2019 r. 3a npueMmaHe Ha papMaKo-TepaneBTUYHO
PBKOBOACTBO NO O4HU bonectun

NHdopmauus

OTkpuBaHe / MpukniwouBaHe: 23.04.2025r.-22.05.2025 r. HeakTuBHa
HomMep Ha koHcynTaumsa: #11064-K

ObnacT Ha nosmMTUKa: 34paBeorna3BaHe

Tun KoHcynTauma: AKT Ha MUHUCTBP

BHocuTen: HauwmoHaneH CbBET MO LeHN 1 penMbypcrpaHe Ha IeKapCTBEHUTEe
NPOAYKTHU

Twvun BHOCUuTEeNn: HauMOHANHO

MpoekTbT Ha Hapenba 3a nameHeHue Ha Hapenba Ne 5 o1 19 cenTemBpun 2019 r. 3a
npuemMaHe Ha hapMako-TepaneBTUYHO PbKOBOACTBO NO O4HM 601eCTU € N3roTBEH Ha
OCHOBaHue 4. 259, an. 1, T. 4 oT 3aKOHa 3a JIeKapCTBEHUTE NMPOAYKTM B XyMaHHaTa
MeaununHa.

MepuumHcKaTa cneyunasnHocT ,,O4HM bonecTn” obxBalla NMO3HAHUATA, TEXHUYECKUTE
YMEHUSA 1 NpeueHKkn, Heobxoammm 3a ageKkBaTHa ANArHOCTMKa N edeHne Ha bonecTtute
Ha 3pUTEeSIHUA aHan3aTop.

HacTosilwaTa npoMsaHa ce Hajlara nopagan HeobxoaAMMOCTTa OT AOMbJIBaHE Ha
JNleKkapCTBeHaTa Tepanusa 3a sie4yeHne Ha 601eCcTu Ha peTuHaTa U CTBKJIOBUAHOTO TS0, B
YaCTHOCT BeHo3Ha oky3ums, koeTo 3abonsBaHe e CBbp3aHO ¢ 0bula naTtonorma /anaber,
XMNEePTOHUS, aTepoCcKepo3a, MPUeM Ha siekapcTBa 1 ap./.

Pe3yntaTtnTe OT NnpuiaraHeTo Ha papMaKo-TepaneBTUYHOTO PbKOBOACTBO Ca CBbpP3aHu
C NOCTUraHe Ha Hal-Ba)kKHaTa Les - OCUrypsiBaHe Ha NauneHTUTE BUCOKO KavyeCTBO Ha
JleyeHune Yypes npuiaraHe Ha eguHHM 1 060CHOBAHM NPUHLNNK, MPaBUIa U KPUTEPUN 3a
npeannucBaHeTo N NpuaaraHeTo Ha JIeKapCTBEHU NPOoAYKTN B obxBaTa Ha MeaMUMHCKaTa
cneumnanHocT ,O4HM BonecTn” n egUHHN Ka4eCTBEHN N KOIMYECTBEHM NMOKa3aTenn 3a
eheKTUBHOCTTa Ha NpuiaraHaTa Tepanusa 1 AonbJIBaHe Ha TepanusaTa 3a Jie4eHne Ha
BeHo3HaTa 0KNy31A C BKJIIOYBAHETO Ha sieKapcTBeHma npoaykT ¢ INN Faricimab.

Afnpec 3a u3npallaHe Ha CTaHoBMLWa U npepsioxeHus: office@ncpr.bg.

OTroBOpHa MHCTUTYLUA



OTroBopHa MHCTUTYUMNA

HaumoHaneH cbBeT MO LEHU U peuMbypcupaHe Ha NIeKapCTBEHUTE NPOAYKTHU
Appec: Cocus, rp.Codpus, byn.MeaH EBcT.MewoB Ne 15, eT.11, nk.1431
EnekTpoHHa nouwa: office@ncpr.bg

JLOKYyMeHTH

MakeT OCHOBHMU AOKYMEHTMH:

MpoekT Ha Hapenba 3a nameHeHmne Ha Hapenba Ne 5 o1 19 centemBpm 2019 r. 3a
npMeMaHe Ha dapMaKo-TepaneBTUYHO PbKOBOACTBO Mo 04HW BonecTu - Bep. 1.0 |
22.04.2025

MoTuBMK - Bep. 1.0 | 22.04.2025

CnpaBKa 3a OTpa3sBaHe Ha NpeaJIoXeHNsaTa n CTaHoBuWaATa - Bep. 1.0 1 21.10.2025

KoHCcynTauuMoHeH AOKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

ABTop: WnnaH Cnas4yes (22.04.2025 16:01)
KaTapakTa ! JleueHne BmecTo onepaumns

OTHOCHO pa3gen:

"4 BonecTtun Ha newaTa

4.1 KaTapakTa

4.1.1 KnuHuka

- HaMafleHa 3puTesiHa oCTpoTa

- MOMBbTHABAHE Ha JielaTa


https://www.strategy.bg/download/1212798
https://www.strategy.bg/download/1212798
https://www.strategy.bg/download/1212798
https://www.strategy.bg/download/1212796
https://www.strategy.bg/download/1300065

4.1 JleyeHue

- XMPYPru4Ho

- NpegonepaTuBHO - Muapuna3sa c Tropicamide, Phenylephrine, Cyclopentolate

- NHTpaonepaTMBHO - Mnapuasa ¢ Tropicamide n Phenylephrine nHTpakamepHo

- aHecTe3us ¢ Lidocaine 2%, pukcnpaHa kombuHaumsa Lidocaine un Bupivacaine 3a
rnepuokysapHa

aHecTe3ns uam Proxymethacaine nokanHo

- noctonepaTmBHO - AHTUBNOTUYHN 1N KOPTUKOCTEpONOHN Kankn CaMoCTOATENIHO NN
KaTo

dukcmpaHa kombuHauumsa, (Tobramycin/Dexamethasone, Chloramphenicol/Hydrocortison,

Dexamethasone, Fluorometholone u ..... "

KaTapakTaTa e 0cobeHO CbCTOSAHNE Ha CTaTyCa Ha KJIeTKUTe u3rpa>kaallin KpuctaaHaTa
flella Ha 3pUTenHnsa opraH. B KouTo nopagun BNOWEHM AOCTaBKM Ha BellecTBaTa
yyYacTBallM B pereHepaumsaTa n nrpaxgaHeTo Ha caMaTa kieTka ce obpasysaT
cBobogHM paankann. KoumTo peasiHO NpUYNHABAT NOMbTHSABAHETO Ha KNETKUTE Ha
O4HaTa neuwa.

KoeTo n3nckBa BbBEXAAHETO MM B 3pUTENIHNSA OpraH NPpUHYANTENHO nofa opmaTa Ha
O4YHM Kankn KOMTO Aa Bb3CTaHOBAT 6anlaHCa OT HY>XXKHMTE 3a NpoLeca Ha pereHepauuns
BeLlecTBa.

Mopagwn KonTo akT !

O4eBungHoO npon3Tnya HeobxoOMMOCTTa eJHO TakoBa MeponpumnaTne aa 6bae BKIIOYEHO
BbB

q)apMaKO-TepaﬂeBTVI‘-IHO PBKOBOAOCTBO MO O4YHU bonecTn.



KoeTo e npeanoymnTaHa opMa 3a sleyeHne N npeseHunsa oT KaTapakTa.

Tb1 KaTO N Ta3n Tepannsa He CbLLEeCTBYBa PUCKa 3a IOIOI0IOHENONPaBnMo yBpexxgaHe
Ha OnTMYyHaTa cucTemMa Ha 3puTesiHng opraH. MNMpn KoeTo HeroeaTa ecTecTBeHA
PYHKLMOHa/NHOCT C/ OCTaBa HenokbTHaTa.

3a pa3nuka oT OnepaTuBHUTE npouecn !

KbpeTo ocBeH pucka oT CepunosHu gucbanaHc B reomeTpusaTa Ha OnTUYHaTa cuctema
Ha 3pMTENHNA OpaH, Ce NIMKBUANPA U3LUSI0 N Bb3MOXKHOCTTa MO3bYHUA LEHTHP Ha
3PEHNETO Aa KOHTPOoJIMpa (hOKyCMpPaHeTo Ha n3obparkeHneTo BbpXy caMmaTa PeTuHa. U
npobnema ctaBsa OcobeHo cepnoseH. YecTto n Henonpasum.

Mon3aTa OT TOBa € 4e 3a nepuopa oT 5-6 -8 meceua 6u Tpsabeano oa nocnensa
nonobpeHue. - NoHe npn 50-60-65 % OT NaumeHTUTE.

N enBa cnepn ToBa ! AKO 3puTenHUS opraH He nony4un nogobpeHne ga 6bae noasoxKeH
Ha Onepaunsa 3a NnogMsaHa Ha newaTa. - [pn cbrinacneTo Ha NaumeHTa.

Han npocTtnsa megmkameHT e Cineraria Maritima - Kanku 3a 041 CbAbpXKallun BCUYKUN
HeobxoonMKN MMKpPOeseMeHTN 3a pereHepaumsaTa Ha TbKaHTa Ha O4HaTa newa. Koeto B
KOMBMHaLUMNA CbC CbOTBETHUTE NPOMOTOPWU. - YECHSBaLIM NPOHUKBAHETO Ha TE€3U MUKPO
eNeMeHTN Npes3 CTEHNTE Ha KNeTKaTa. Ml ca ¢ AokKa3aH OT NpakTukaTa eqpeKkT!
[osexnpal, oopu 0o pesepcmpaHeTo Ha KaTapakTtaTa. - I34ncTteaHeTo w.

KakBo Le e To4HO MeToamkaTa ! Moxxe pa ce npocnenn ot CBeToBHUA MHGOPMaLNOHEH
MOTOK MO Te3U BbMPOCH.



Ho 3a MHoro ot ciiydanTe Ha KaTapakTta ! ToBa e eJUHCTBEHOTO peweHue! 3a ga He
npean3BMKBaT HOBU yBpexaaHusa ! KonTo fa ce HacnareaT BbpXy U 6€3 ToBa TeXKuTe
OT KOUTO MauveHTa e cTpaja.

UcTopms

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 23.04.2025
MpuknioyBaHe Ha KOHCcyNATauusaTa - 22.05.2025
CnpaBka 3a nosy4yeHuTe npegsioxeHus - 21.10.2025

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJloXKeHUATa U CTaHoBMLLATA



https://www.strategy.bg/download/1300065

