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MpoekTbT Ha Hapenba 3a nameHeHne Ha Hapenba Ne 1 o1 1 gekemspun 2022 r. 3a
npuemMaHe Ha papMako-TepaneBTUYHO PbKOBOACTBO MO aKyLepCTBO U TMHEKOoJ1I0rna e
M3roTBeH Ha oCcHoBaHue 4. 259, an. 1, T. 4 oT 3aKOHa 3a SleKapCTBEeHUTE NPOAYKTUN B
XyMaHHaTa MeguunHa.MegnuymHckaTa cneymanHocT ,AKyLLepCcTBO U rMHeKoslorna“ e
KoMMnaeKcHa 1 obxBalla Mo3HaHuATa, TEXHUYECKUTE YMEeHUS N NpeueHKn, Heobxoammm 3a
afeKkBaTHa AMarHoCTuKa 1 fedyeHne.HacToswaTa NnpoMsaHa ce Hasara nopagmu
HeobXxoAMMOCTTa OT aKTyaJIM3npaHe Ha CXeMUTE Ha Jie4eHne C BKJoYeHaTa npe3 2024 r. B
[Mo3nTMBHMA JleKapCTBEH CMNCBbK HOBa MHAMKaAUMA Ha JiekapcTeeH npoaykT ¢ INN
relugolix/estradiol/norethisterone acetate, nokaszaHa 3a cMMNTOMaTMYHO NlIe4eHNE Ha
eHOoMeTpKro3a Npu XXeHn ¢ aHaMHe3a 3a npeawecTBaLlo NeKapCTBEHO UK XUPYPrUYHO
NleyeHne Ha eHoomMmeTpuosa. lNpensna pakTta, 4e papMaKko-TepaneBTUYHOTO PbKOBOACTBO
€ OCHOBEH OOKYMEHT, KOMTO Ce N3MN0a3Ba OT cneunannuctute B obnactTa Ha akyLepCcTBOTO
N FTMHEKOJIoOrMATa B eXXegHeBHaTa UM KJIMHUYHA NMpaKTuKa, oT ocobeHa Ba)KHOCT € Ton Aa
6bae Bb3MOXHO Hal-aKTyasleH 1 NpeumnseH, 3a ga ce ndberHaTt NoTeHUNANHN
3aTpyAHEHUA B NPABUHOTO Jie4eHMe Ha NauNeHTUTE C TMHEKOTOM NYHU

3abonaBaHus. MNMpoekTbT Ha Hapenba 3a nameHeHne Ha Hapenba Ne 1 ot 1 gekemspu 2022
r. 3a npyuemMaHe Ha (papMaKo-TepaneBTUYHO PbKOBOACTBO MO aKyLWepCTBO U TMHEKOI0r s
Hanara HeobxoAMMOCT OT npoBexaaHe Ha 06w eCcTBEHN KOHCYNTauMn B NO-KpaTbK 14-
OHEeBeH Cpok nopaaun akTa, Yye BkaoyeHuTe B NJIC HOBM TepaneBTUYHU UHONKALMK MOoraT
na 6baaT 3annawanm ¢ nybanyHm cpeacTBa CaMo ako ca BKAYeHU 1 BB OTP no
aKyLLIepCcTBO N rmHekonorusa. CnewHocTTa ce obycnaBs CbLO 1 OT BUCOKaTa obuwecTBeHa
3HAYMMOCT Ha perysimpaHnTe OTHOWEHUSA - OCUrypsiBaHe Ha OOCTbN A0 Sie4eHne 1 3amuTa


https://strategy.bg/bg/public-consultations/12329

Ha 34paBeTo Ha rpakaaHuTe.PesynTaTute OT NpuiaraHeTo Ha hapMaKko-TepaneBTU4YHOTO
PBHKOBOACTBO Ca CBbP3aHM C NOCTUraHe Ha Hal-Ba)kKHaTa LUen - ocurypsiBaHe Ha
nauneHTUTe BUCOKO Ka4yeCTBO Ha JleyeHue Ypes npuaaraHe Ha eamHHM 1 060CHOBaHM
MPUHLMNN, NpaBuia N KpUTepumn 3a NpeannucBaHeTo U NpusaraHeTo Ha JIeKapCTBEHN
NpoAyKTW B 06xBaTa Ha MeAuUMHCKaTa cneumanHocT ,,AKyLLIEepCTBO N TMHEKONorna“ n
€OVHHN Ka4yeCTBEHU 1 KOJIMYECTBEHM NOoKa3aTe N 3a eheKTUBHOCTTA Ha NpuaaraHaTa
Tepanua.Agpec 3a nsnpallaHe Ha CTaHoBMLA N NpednoxeHus: office@ncpr.bg.

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLUSA

HauuoHaneH cbBeT NO LEeHU U peuMbypcupaHe Ha JieKapCTBEeHUTE NMPOAYKTH
Appec: Codus, rp.Cocdusa, 6yn.MeanH Esct.Newos Ne 15, eT.11, Nnk.1431
EnekTpoHHa nowa: office@ncpr.bg

KoHTakTHa uHdopmauus

3opHuua Aumosa, ra. opuckoHcynT B [ PPO3T | EnekTpoHHa noua:
zornitsa.dimova@ncpr.bg

AnekcaHgpuHa 'vrosa, Hay. otaen PPMK, OPPO3T | EnekTpoHHa nouua:
alexandrina.gigova@ncpr.bg

MoTMBM 3a KpaThbK CPOK

MpoekTbT Ha Hapenba 3a nameHeHme Ha Hapenba Ne 1 o1 1 nekempun 2022 r. 3a
rnpueMaHe Ha hapMako-TepaneBTU4YHO PbKOBOLCTBO MO aKyLIEepCTBO N FTMHEKOo10rus
Hanara HeobxoAMMOCT OT npoBexaaHe Ha 06w eCcTBeHN KOHCYNTauun B No-KpaTbK 14-
OHeBeH Cpok rnopaan akTa, Yye BkaoyeHuTe B NJIC HOBM TepaneBTUYHU UHOMKALUK MoraT
na 6baaT 3annawannm ¢ nybanyHm cpeacTsa caMo ako ca BKJItoYeHU 1 BbB OTP no
aKyLLlepCcTBO N rmHekonorus. CnewHocTTa ce obycnaBs CbLO 1 OT BUCOKaTa obwecTBeHa
3Ha4YMMOCT Ha perynpaHnTe OTHOLEHUSA - OCUIrypsBaHe Ha AOCTHbMN 0 JleYyeHne U 3awmTa
Ha 3[paBeTo Ha rpakgaHuTe.

HauuHu Ha npepocTaBsAHEe Ha NPenJIo>KeHUs U CTaHOBMULLA

MopTana 3a 0bwecTBEeHN KOHCYNTauumn (M3NCKBa Ce perucTpauns 4ypes nMmenn);
EnekTpoHHa nouwia Ha noco4yeHuTe B ,KOHTaKTHa MH(popMauunsa”“ agpecu

CucTtemaTa 3a CUTYpPHO efleKTPOHHO BpbyBaHe https://edelivery.egov.bg/ (n3nckea ce
KBannguumpaH enektTpoHeH noanuc nam MUK Ha HOWN);

OdwunumanHmna agpec 3a KopecrnoHgeHuus.



JLOKYMEHTH

MakeT OCHOBHM OOKYMEHTHU:

MpoeKT Ha aKT - Bep. 1.0 | 27.04.2026

MoTueu - Bep. 1.0 | 27.04.2026

KoHCcynTauuoHEeH O OKYMEeHT:

CnpaBka cTaHOBMLUA:

KomMmeHTapm

UcTopus

BkniouyBaHe Ha npoekKkTa

ToBa cbbuTKe onucea 3anuc Ha akT B 3I1 nan OTI.
Hauyano Ha obwiecTBeHaTa KOHcynTauusa - 27.04.2026
MpuknoyBaHe Ha KOHcynTauusaTa - 11.05.2026
CnpaBkKa 3a noslyyeHuTe npensioXKeHus

CnpaBka nan cbobuieHne.
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