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MpoekT Ha Hapepn6a 3a usmeHeHue Ha Hapepn6a Ne 5 ot 19
centeMmBpu 2019 r. 3a npueMmaHe Ha papMako-TepaneBTU4YHO
PBKOBOACTBO NO O4YHMU bonectun

BUXX Ha CalTa

UHdpopmauuns

OTkpuBaHe / MpuknwuBaHe: 23.04.2025r.-22.05.2025 r. HeakTuBHa
Homep Ha KOoHcynTauua: #11064-K

O6nacTt Ha nonuTUKa: 3apaBeonasBaHe

Tun KoHcynTauua: AKT Ha MUHUCTBP

BHocuTen: HauMOHaNEeH CbBET MO UEeHN 1 peuMbypcrpaHe Ha JIEKAPCTBEHUTE
NpPoOYyKTHN

Twun BHOCMTEN: HauMoHaNHO

MpoekTbT Ha Hapenba 3a nameHeHmne Ha Hapenba Ne 5 o1 19 centemBpun 2019 r. 3a
npueMaHe Ha hapMako-TepaneBTUYHO PbKOBOACTBO MO 04HU BONECTN € N3rOTBEH Ha
OCHOBaHWe 4. 259, an. 1, T. 4 oT 3aKoHa 3a JIeKapCTBEHUTE NPOAYKTU B XyMaHHaTa
MeanuUmnHa.

MepuumnHcKaTa crneumnanHocT ,,O4Hn bonecTn” obxBalla NMo3HaHUATa, TEXHUYECKUTE
YMEHWSA U NpeueHKn, HeobxoamMmm 3a afleKBaTHa ANarHocTuKa 1 nevyeHne Ha bonectuTe
Ha 3pUTEeNHUS aHann3aTop.

HacTosiwaTa npoMsiHa ce Hasara nopaan HeobxoAMMOCTTa OT AOMNbJIBAHE Ha
JNleKapCcTBeHaTa Tepanus 3a JieyeHne Ha 6o1ecTn Ha peTuHaTa U CTbKIOBUAHOTO TS0, B
4yacTHOCT BeHo3Ha okNy3us, KkoeTo 3abonsBaHe e CBbp3aHo ¢ 0b6La naTtonorusa /anaber,
XMNEepTOHUSA, aTePOCKJIepo3a, NPUeM Ha ieKapcTea u ap./.

PesyntaTnTe OT NpuiaraHeTo Ha papMako-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHM
C NOCTMraHe Ha Hal-Ba)XkHaTa Lien - OCUrypsiBaHE Ha MaLUMeHTUTE BUCOKO KayeCcTBO Ha
NlevyeHune Yypes npuiaraHe Ha eguHHN U 060CHOBAHW NPUHLUMNK, NPaBKia U KPUTEPUM 3a
npeanncBaHeTOo N NMpuiaraHeTo Ha JIeKapCTBEHM NPOAYKTWN B o6xBaTa Ha MeguLMHCKaTa
cneunanHocT , O4HM BonecTn” n eaMHHN Ka4eCTBEHU N KOJIMYECTBEHWN NoKasaTenun 3a
e(heKTMBHOCTTa Ha NpuiaraHaTa Tepanusa U goNbJIBaHE Ha TepanusaTa 3a JleyeHne Ha


https://strategy.bg/bg/public-consultations/11064

BeHo3HaTa 0KNy3K1A C BKJIIOYBAHETO Ha sieKapcTBeHmsa npoaykT ¢ INN Faricimab.

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

OTroBOpHa MHCTUTYLUA

OTroBopHa UHCTUTYLMA

HauuoHaneH cbBeT NO LEHU U peuMbypcupaHe Ha NIeKapCTBEHUTE NPOAYKTHU
Appec: Cocus, rp.Cogpus, byn.MeaH EBcT.NewoB Ne 15, eT.11, nk.1431
EnekTpoHHa nowa: office@ncpr.bg

JLOKYMEHTH

MakeT OCHOBHM OOKYMEHTM:

MpoekT Ha Hapenba 3a nsmeHeHne Ha Hapenba Ne 5 o1 19 centemBpu 2019 r. 3a
npMeMaHe Ha dapMaKo-TeEPaAaNeBTUYHO PBbKOBOACTBO MO 04HM Bbonectun - Bep. 1.0 |
22.04.2025

MOTuBM - Bep. 1.0 | 22.04.2025

CnpaBKa 3a 0Tpa3siBaHe Ha NpeaJlioXKeHusaTa U cTaHoBuLaTa - Bep. 1.0 1 21.10.2025

KoucynTau,uoueH AOKYMEHT!:

CnpaBkKa cTaHOBMLUA:

KomeHTapm

ABTop: WnnaH Cnasyes (22.04.2025 16:01)
KaTapakTa ! JledeHne BmecTo onepauus

OTHOCHO pa3pen:

"4 BonecTn Ha newaTa
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4.1 KaTapakTa

4.1.1 KnuHuka

- HaAMaJsieHa 3puTenHa ocTpoTa

- MOMbTHSABaHe Ha slewaTa

4.1 NleyeHwue

- XMPYPru4Ho

- npegonepaTuUBHO - Mugpurasa ¢ Tropicamide, Phenylephrine, Cyclopentolate

- NHTpPaonepaTMBHO - Mnapuasa ¢ Tropicamide un Phenylephrine nHTpakamepHo

- aHecTe3us c Lidocaine 2%, pukcupaHa kombuHaumsa Lidocaine n Bupivacaine 3a
nepuokKynapHa

aHecTe3na nnm Proxymethacaine nokasaHo

- noctonepaTmBHO - AHTUONOTUYHM 1 KOPTUKOCTEPONOHWN KalNnkn CaMOCTOATENIHO NN
KaTo

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

Dexamethasone, Fluorometholone u .....

KaTapakTaTa € 0cobeHOo CbCTOSAHME Ha CTaTyCa Ha KJeTKUTe nirpa>kgalmy KpuctaaHaTta
Nelwa Ha 3puUTesiHMA opraH. B KoMTo nopaawn BAOLWEHW AOCTaBKM Ha BewlecTBaTa
y4YacTBallM B pereHepaumsaTa n n3rpaxgaHeTo Ha caMaTa KneTka ce obpasyBaT
cBobogHM pagnkann. Konto peasHo NpUYnNHABAT NMOMbTHABAHETO Ha KJIETKUTE Ha
OyHaTa newa.

KoeTo M31MCKBa BbBEXAAHETO UM B 3pUTENHUS OpraH NpUHyaMTenHo nog popmaTa Ha
OYHM KanKn KOUTO Aa Bb3CTaHOBAT BaslaHCa OT HY)XXHUTE 3a NpoLeca Ha pereHepaLus
BellecTBa.

Mopaan KonTo akT !



O4yeBMAHO NPOM3TUYa HeoBXoAMMOCTTa €AHO TakoBa MepornpusaTue aa 6bae BKAYEHO
BbB

(hapmMako-TepaneBTUYHO PbKOBOACTBO MO O4HU BonecTu.

KoeTo e npegnoynTaHa opMa 3a sledyeHne N npeseHunsa oT KaTapakTa.

Tbi KaTo NY Ta3n Tepanus He CbLLEeCTBYBa PMUCKa 3a IOIIOIIOHENoNpaBnMo yBpexxjaHe
Ha OnNTn4YHaTa cMCTeMa Ha 3puTenHna opraH. lNpn KoeTo HerosaTa ecTecTBeHa
PYHKLMOHANHOCT C/ OCTaBa HemokbTHaTa.

3a pa3nuka ot OnepaTuUBHUTE npouecn !

KbOeTo ocBeH pucka ot CepnosHu ancbanaHc B reomeTpuaTa Ha ONTMYHaTa cMcTeMa
Ha 3pUTENHNS OpPaH, Ce JINKBUANPA U3LUAJIO0 U Bb3MOXXHOCTTA MO3BbYHUA LIEHTHP HA
3peHMEeTOo 1a KOHTPOoJIMpa POKYCUpPaAHETO Ha n30bparkeHneTo BbpXy camaTa PeTuHa. U
npobnema ctaBa OcobeHo cepno3eH. YecTo n Hernonpasum.

Mon3aTa OT ToOBa € 4e 3a nepuoda oT 5-6 -8 meceua 6bu Tpabeano Aa nocseasa
nogobpeHune. - NMoHe npun 50-60-65 % OT NauneHTunTe.

N enBa cnep ToBa ! AKO 3pUTENHUS OpraH He nony4n nogobperHne ga 6bae NoanoXKeH
Ha Onepauus 3a NogMsiHa Ha newaTa. - [pu cbriacmeTo Ha NauneHTa.

Hain npocTtna meamkameHT e Cineraria Maritima - Kanku 3a o041 CbAbp>Kally BCUYKN
HeobXxoONMN MUKPOESIEMEHTN 3a pereHepaunsaTa Ha TbKaHTa Ha O4YHaTa newa. KoeTto B
KOMBMHaUMA CbC CbOTBETHUTE MPOMOTOPU. - YIEeCHSBaLLM NPOHMKBAHETO Ha Te3n MUKPO
eJieMeHTU npes3 CTeHUTe Ha KJieTKaTa. Ml ca ¢ goKa3aH OoT npakTukaTta edpekT!
JoBexxaall oopu 0o pesepcmpaHeTo Ha KaTapakTaTa. - I34ncTeaHeTo .



KakBo Le e To4Ho MeToamkaTa ! Moxxe fa ce npocnenun ot CBeToBHUA MHGOPMaLNOHEH
MOTOK MO Te3U BbMPOCH.

Ho 3a MHoOro ot csiydanTe Ha KaTapakTta ! ToBa € eQUHCTBEHOTO peweHne! 3a ga He
npean3BMKBaT HOBU yBpexxaaHusa ! KonTo foa ce HacnareaT BbpXy U 6€3 ToBa TeXKuTe
OT KOWUTO NauueHTa e cTpaja.

UcTopusa

Hauyano Ha obwiecTBeHaTa KOHcynTauusa - 23.04.2025
MpuknoyBaHe Ha KOHcynTaumsaTa - 22.05.2025
CnpaBkKa 3a noJsiydyeHMUTe npeanoxeHus - 21.10.2025

CnpaBKa 3a oTpa3siBaHe Ha NpeaJIoXKEHUATA U CTaHOBMLLIATA
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