MpoekT Ha Hapepba 3a ponbaHenue Ha HAPELOLBA Ne¢ 5 o1 19
centeMmBpu 2019 r. 3a npueMmaHe Ha papMaKo-TepaneBTUYHO
PBKOBOACTBO NO O4HM Oonectu (06H. B 1B, 6p. 80 oT 2019 r.)
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BHocuTen: HauwmoHaneH CbBET MO LeHN 1 penMbypcrpaHe Ha IeKapCTBEHUTEe
NPOAYKTHU

Twvun BHOCUuTEeNn: HauMOHANHO

MpoekTbT Ha Hapenba 3a gonbaHeHne Ha Hapenba Ne 5 oT 19 centemsBpn 2019 r. 3a
npmemMaHe Ha apMakKo-TepPaneBTUYHO PbKOBOACTBO Mo o4HM bonectm (obH. B [B, 6p. 80
oT 2019 r.) e N3roTBeH Ha OCHOBaHMe 4. 259, an. 1, T. 4 oT 3aKoHa 3a /IeKapCTBEHUTE
NMPOAYKTM B XyMaHHaTa MeanumnHa

MepuumHcKkaTa cneyunanHocT ,,O4HM bonecTn” obxBalla MNO3HAHUATA, TEXHUYECKUTE
YMEHUSA 1 NpeueHKkn, Heobxoammm 3a ageKkBaTHa ANArHOCTMKa N edeHne Ha bonecTtute
Ha 3pUTEeSIHUA aHan3aTop.

MpunynHUTE 3a pa3paboTBaHe Ha NpoOeKTa Ha NpoekT Ha Hapenba 3a gonb/HEHME Ha
HAPELBA Ne 5 oT 19 cenTtemBpu 2019 r. 3a npueMaHe Ha papMaKo-TepaneBTUYHO
PBHKOBOACTBO MO O4HM BONeCcTn ca CBbp3aHU C AONbJIBaHE Ha TepanuaTa 3a JieyeHue Ha
MaKyJiHa [ereHepauus, CBbp3aHa C Bb3pacTTa U XeprneTuyeH KepaTuT.

C npoekTa Hapenba 3a gonbaHeHue Ha Hapenba Ne 5 o1 19 cenTtemBpun 2019 r. 3a
npueMaHe Ha hapMako-TepPaneBTUYHO PbKOBOACTBO MO 04HU BonecTn ce Lenn aa ce
Cb3Aaje npaBHa pernaMeHTaums Ha TepaneBTUYHUS NOAXO04 NPU JIeYEHNE Ha OYHUTE
60necTun, KakTo U Ha KPUTEPUNTE 3a OLleHKa Ha eheKTUBHOCTTa Ha NpunaraHaTa
Tepanus.

Pe3syntaTunTe OT NpujaraHeTo Ha hapMaKo-TepaneBTUYHOTO PbKOBOACTBO Ca CBbP3aHM
C NOCTUraHe Ha Hal-Ba)kHaTa Len - OCMrypsiBaHe Ha NauueHTMTe BUCOKO Ka4yeCcTBO Ha
JNle4yeHune Yypes npunaraHe Ha eguHHN 1 060CHOBAHW NPUHLUMNKX, NPaBKUa U KpUTEPUN 3a
npennucBaHeTo U NMpuiaraHeTo Ha JIeKapCTBEHM NPOAYKTWN B o6xBaTa Ha MeguLMHCKaTa
cneymanHocT ,04HM BonecTn” N eANHHN Ka4YeCTBEHU N KOIMYECTBEHM NoKasaTesnun 3a
e(heKTMBHOCTTA Ha NpusiaraHaTa Tepanus U AoNbJIBaHe Ha TepanusaTa 3a leyeHne Ha
MaKyJiHa AereHepauusi, CBbp3aHa C Bb3pacTTa, C BKJOYBAHETO Ha JlIeKapCTBEHUS
npoaykT c INN Brolucizumab, kKakTo n gonb/aiBaHe TepanuaTa Ha XepneTudyeH KepaTuT



N BKJItOYBaHe Ha NnekapcTBeHuda npoaykT ¢ INN Valacyklovir.

Afpec 3a n3npallaHe Ha CTaHOBULIA U NpeasnoxeHusd: antonia.toncheva@ncpr.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLUA

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

HauuHu Ha npepocTaBsAHEe Ha NPenJIo>KeHUs U CTaHOBULLA

MopTana 3a 06LWEeCTBEHN KOHCYNTauMM (M3NCKBa Ce perncTpauns 4ypes nmenn);
EnekTpoHHa nowa Ha NocoYeHnUTe aapecu;

CucTtemaTa 3a CUrypHO eNleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (u3uckea ce
KBanmduumpaH enektpoHeH noanuc nam MUK Ha HOW);

OdnunanHmna agpec 3a KopecrnoHAeHUns.
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npMemMaHe Ha dapMaKo-TePaNeBTUYHO PbKOBOACTBO Mo o4HM 6onectun (06bH. B 1B, 6p. 80
0T 2019 r.) - Bep. 1.0 | 30.09.2020
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Ha4yano Ha obwecTBeHaTa KOHcynTauusa - 01.10.2020
MpuknouBaHe Ha KoOHcynTauuaTa - 30.10.2020
CnpaBKa 3a noJiy4yeHuTe npensioXXeHus

CnpaBka nnu cbobuieHune.

OKOH4YaTeJNIeH aKT Ha MMHUCTEpPCKUA CbBeT



