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MpoekT Ha Hapepba 3a uameHeHue n gonbsiHeHue Ha Hapeaba Ne 4 oT
2009 r. 3a ycnoBusATa M pega 3a npegnuceaHe U oTnycKaHe Ha
NeKapCTBEHU NPOAYKTH

JIMNHK KbM KOHCYJITaLlUATa

NHdopmauus

OTkpuBaHe / Mpuknio4yBaHe: 24.11.2023r.-07.12.2023 r. HeakTunBHa
HomMep Ha KoHcynTaumsa: #8417-K

ObnacTt Ha nonuTUKa: 3paBeorna3BaHe

TuUn KoHcynTaumsa: AKT Ha MUHUCTBP

BHocuTten: MwuHMCTEPCTBO Ha 34paBeornasBaHeTo

Tun BHocuTen: HauMOHaNHO

C npoekTa ce npennaraT U3MEHEHNA N OONbJIHEHNSA, Kacaelln peuenTuTe C pexxmM Ha
eQHOKpaTHO OTNyCKaHe, KaTo Ce nNpeaABmxaa Te ga nmat BaanmgHocT 30 gHM OT AaTaTa Ha
n3gaBaHeTO UM, NpoOMsiHa B peuenTypHaTa 61aHka, kaTto 6bae nobaBeH nn4veH
npocdecnoHaneH Ko Ha iekaps No AeHTasHa MeanunHa. JaHHW 3@ INYHUS
npodecnoHaneH Kog Ha siekapsa No AeHTasiIHa MeauunHa ce npeanara ga ce nobasu n B
OHEBHMKA Ha M3NbJIHEHUTE peuenTn B anTekaTa no 4. 3, an. 3 ot Hapepba Ne 28 o1 2008
r. 3a yCTPOWCTBOTO, pefa U opraHm3aumaTa Ha paboTaTa Ha anTeKMTe U HOMEHKNaTypaTa
Ha /leKapCTBEHUTE NPOAYKTUN, KOETO Kacae AHEBHMKA Ha U3NbJHEHUTE peuenTun B
anTekaTa.

Ha cnepgBawo macto bewe ycTaHoBeH npobnem c npunaraHeTo Ha NnpoMeHun B HapepbaTa,
KOWTO 3acdaraT npeanncBaHeTo U OTNYCKaHEeTO Ha JIEKAPCTBEHU NPOAYKTU, CbAbpXKaLlUun
HapPKOTUYHM BelecTBa. [10-KoOHKpeTHOo € § 18 oT lMNpexoaHuTe U 3aKN04YNTENHN
pa3nopenbu Ha HapeabaTa 3a naMmeHeHne n gonbJHeHue Ha Hapeaba Ne 4 ot 2009 1. 3a
yC/I0BMUATa 1 peda 3a npeanucBaHe n oTrnycKaHe Ha JIeKapCTBEHU NpoaykTn, obHapoaBaHa
B [Ibp>KaBeH BeCTHUK, 6p. 51 oT 2023 r. 6ewe npeaBnaeHa Bb3MOXHOCT A0
MHTEerpupaHeTo Ha copTyepHUTE NpoayKTu/cneymnannsmpaHnTe MeanumnHCKM coptyepmn Ha
anTeknTe Ha nevyebHNTe 3aBefeHNsa - U3NbAHUTENN Ha BoNHMYHa nomoull, ¢ HaumoHanHaTa
3paBHOUH(pOPMaLMOHHA CUCTEMA, HO He MOo-KbCHO OT 31 aekemepun 2023 r.,
JleKapCTBEHUTE NPOAYKTU, CbAbp KAl HAPKOTUYHW BEWEeCcTBa, Aa Ce NMpeannuceaT u
oTnyckaT B Te3un ne4yebHn 3aBefeHns No gocerawHma pen. Noco4eHOTO oT/laraHe Ao Kpas


https://strategy.bg/bg/public-consultations/8417

Ha HacTosAwaTa rognHa 6ewe HanpaBeHoO C Len ne4yebHnTe 3aBefeHNa oa umaTt
0OCTaTb4yHO BpeMe Aa aganTtmpaT CBOS MEeONLUMHCKN U anTevyeH CoPTyep 3a eIeKTPOHHO
npeannuceBaHe 1 oTNyCKaHe Ha TaKbB TUM JIeKapCTBEHN NPOOYKTU, HO MOopaan pUCK oT
Hen3nbJHEHNE Ha UHTErpupaHeTo Ha CUCTEMUTE B NOCOYEHUA CPOK, C MPOEKTa Ce
npegnara yob/xkasaHe o 1 anpun 2024 r.

EOoHa OT OCHOBHUTE LLeJ/IN Ha HACTOoSALWMA NMPOEKT e Yypes3 oTharaHeTo 0o 1 anpun 2024 r. Ha
€/IeKTPOHHOTO npejnuceBaHe Ha aHTubakTepunaaHu NeKapCTBEeHU NPOAYKTU 3@ CUCTEMHA
ynoTpeba na ce nane Heob6xoAMMOTO BpeMe, KakTO Ha iMuaTa, ydacTBallKn B npoueca no
npeannuceBaHe 1 OTNyCKaHe Ha NoCoYeHUTe JIeKapCTBEHU NPOAYKTU A ce afjanTupaT KbM
npoMsaHaTa, Taka N Bb3MOXHOCT 3a Npeofo/iiBaHe Ha KOHCTaTUpaHUTe HeLOoCTaTbUWM Ha
cucTtemMaTa, CBbpP3aHM C NpennncBaHEeTO N OTMYCKAHEeTO.

O4YaKBaHUAT pe3ynTaT e ocUrypsiBaHe Ha AOCTbN A0 JIEKapCTBEHa Tepanus Ha BCUYKN
HY>X[aeLln ce nauueHTn, C ornen 3almtaTa Ha TAXHOTO 34paBe M XXMBOT. ToBa e oT
NbPBOCTENEHHO 3HAYeHNe NpU NpoBeXxaaHaTa OT MUHUCTBbPA Ha 34paBeorna3sBaHeTo
NleKapCTBeHa NoanTuka. [pyr o4akBaH pe3ynTaT OT NpMeMaHeTo Ha NpoeKkTa €, Ye ypes
yAb/)KaBaHETO Ha OTJlaraTesIHMS Nepuoa, B KONTO A0 UHTErpupaHeTO Ha COPTyepHUTE
npoayKkTu/cneunannimpaHmTe MeauUnHCKN copTyepun Ha anTeknTe Ha nevyebHnTe
3aBefleHns - n3NbaHUTEeNn Ha 6onHMYHa nomoly, ¢ HauMoHanHaTa
3pPaBHOMH(OPMALIMOHHA CUCTEMA, NIEKAPCTBEHUTE NMPOAYKTU, CbAbPXKALLN HAPKOTUYHMN
BellecTBa MoraT fa Cce npeanuceBaT MU OTNyCcKaT No AoCeralHus peg, we 6baaT
NpPeonosIEHN N OTCTPAHEHW €BEHTYAJIHU HEAOCTaTbUM U HENBJIHOTU B NMPOLECUTE MO
e/IeKTPOHHO MM MpeanucBaHe 1 oTnyCcKaHe.

Appec 3a u3npalliaHe Ha CTaHOBMLLA U NMpeasioeHuns: vvasiyanova@mh.government.bg

OTroBOpHa MHCTUTYLUA

OTroBopHa MHCTUTYLUMA

MuHUCTEepCTBO Ha 34 paBeona3BaHeTo
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AsTop: [JaHvena MopaaHosa (06.12.2023 17:10)
CMUCBJI OT e-peLienTa 3a nauneHTa

3apasenTe! e pobaBs owe Hewo 3a aHTUBNOTNYHATa pe3nCTeHTHOCT. EanH
MUKpoburonor Kasa, 4Ye ako He ce NpaBu aHTMbnorpama npegn oa ce u3nuue aHTMbnoTukK -
C e-peuenTa He ce noctura HULLO. JlekapuTe Nak Cu n3nmceaT aHTUbMoOTUUMNTE , KOUTO CU
Mn3NuceaT No NpMHUKN 3a gageH cnydan. B cMUCHA Ye - HavMHa Ha M3nncBaHe HaAMa
3Ha4YeHMe, ako He ce Hanpasu aHTubnorpama. AKo LWe N Ha KoCMMYyecKa peuenTa aa
N3nnceBaT nekapute aHTUbnoTNLMTE.

M nak Ka3BaM 3a NauMeHTa MMa CMUCHJ N NIornka oT e-peuenTa - AKO e BE3MNJIATHA 3a
Hero Uan NOHe 4YacT OT CyMaTa Ce NoemMa OT Abp)KaBaTa.

LLIE 3aBbpwa c gymm Ha OMmbyacmaHa - "AHTUBMOTUYHOTO flevYeHne e XXMBoTocnacsaBallo, a
nevyeHUTO 3a anabeTnum e xmsotonogaobprkawo. MACcTo 3a KOMNpoMuc Hama!" ...

Mpenopbka - MucneTe MHOro, KOraTo NpUemMaTe 3aKOHU 1 Hapeabu ......... Fonam gebat un
obcbxxnaHe Tpabesa ga naaa......

bnaropaps 3a BHUMaHUETO N OTAEJ/IEHOTO BpeMme!

ABTOop: boxuagap boxkaHos (05.12.2023 13:27)

MpepnoxeHwe 3a AOMbJIHEHNE

ABTop: [laHuvena I7Iop,u,aHOBa (02.12.2023 18:41)
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CMNCHA OT e-peuenTa 3a NayneHTa

3apasenTte! i3kazBaM MHeHME OTHOCHO eNeKTPOHHUTE peuenTn. KakBuTo n nogobpeHuns
Ha copTyepuTe Aa npaBuTe A0 anpua Mecel, - HaIMa Aa ca MHOro ot nonsa. ObocHoBaBaMm
Ce 3all0 - 3all0TO KOraTo HAMa TOK UM UHTEepHeT - BCe Tas ,4ye nporpamaTta pabotu
ycrnewHo. BegHara we kaxkeTe - we oTuae naumeHTa B gpyra anTteka - aMn , ako HsaMa
apyra. A3 M4HO 3HaM 3a rpaj, KbheTo uMma egHa anteka. lNMpocTo ncTuHaTa e, ye
30paBeTo - He TpsibBa Aa 3aBUCU OT MHTEPHET, Nporpamu, ToK.

N npyroTo, KoeTo we nobass e - 4e e FOJIAMA 3abnyaa , ako CM MUCINTE, Ye C e-pelenTu
ce 6opn aHTUBNOTNYHA PE3NCTEHTHOCT. NBbPBO NAUMEHTUTE XOAAT C XapTUEHN peLenTu B
CbCefHUTEe ObpXXaBu N CM KynyBaT. A3 NoHe 3HaM 3a TakmBa cnydan. HO 3ABJIYOATA e
ronsiMo Hewo. MUHNCTBP XMHKOB CUFYPHO Ce YCNOKOoSBa, Ye NOHe e HarnpaBui KakBOTO
3aBUCK OT Hero. lNakK Ka3BaM - He e JIoWo Aa ce xumeee B 3abnyna nam paHTasns.

N TpeTo - 3a ga uma CMUCDHJT oT e-peuenTu 3a NauneHTa - Abp)KaBaTa TpsAbBa Aa noema
4acT OT CyMaTa Ha aHTUbMoTMKa UM HanpaBo UsnaTa cyMa. T.C. Aa ca 6e3nnaTHM 3a
nauneHTuTe. MiHa4ve ce rybn cMnucbia da ce Yaka Npu nekaps.

Bnarogaps 3a BHUMaHUETO! - ako BbOOLLE HAKOM YeTe KAaKBO € HanncaHo TyK KaTo
KOMeHTapMu.

ABTop: OrHsH MopaaHos (25.11.2023 15:37)
MauneHTpUTE He NCKaT eNleKTPOHa peLenTa

A3 pa3roBapsaM C MaUMeHTN U M NUTax Aanu UCKAT esleKTpoHa peuenTa ,camo 1 oT 100
YoBEKA UCKAT OpYrvTe ca KaTeropMyHo NpoTMB 1 a3 UM Ka3BaM aMu BalLUAT
npencTaBMTEN Kasa Mo TeNeBM3nATa ,4e UCKaTe U Te MU Ka3BaT ,4e TOW NuTan Jin HY e
.Hve He nckame enekTpoHHa peuenTa .

ABTOp: OrHsH MoppaHos (25.11.2023 15:35)
MpoTnB eNeKTpPOHHa peuenTa

Cnyyan oT OHEeC MauneHTa HaAMa JIeKapCcTBOo 3a AnabeT n 3BbHW Ha fiekaps Aa unuiie
,JIeKapAT He BOMra 3aloTo e cbboTa TOM MMa XapTueHa peuenTa ,HO He MOXKe Aa CU
B3€MM JIEKApCTBOTO 3a AnabeT ,3all0To HAMa eNleKTPOoHa peuenTa ,Mpu KOeTo TOoW Ka3Ba e
noHedes HMK LWe oTnaa npu Nekapsa ga Mu n3nuue eneKTPoHHO ,a ABa AeHa we KapaMm be3
NIeKapCTBO aKO He yMpa ,B NOHEeAEesIHUK LLe NoJlyyYa eflieKTpPoHa peuenTa . Tpabea BCMYKO
[a ce BbpHe KakTo npean 15.10 2023 He cMe roToBM 3a TakuBa peuenTtun . B AHrnms um
Tpsabeawe 10 roamHn 3a Oa BKapaT CaMO €N1eKTPOHN peuenTun ,a H1e ro pelaBamMe oT AHeC
3a yTpe.

ABTOp: OrHsiH MoppaHos (25.11.2023 15:32)

MpoTunB eNeKTpPoHHa peuenTa



MaunmeHTUTE CU KynyBaT NIeKapcTBa OT Typumna u PyMbHNA 1 HE XOLAT NMpu Jiekaps 3a
efleKTpOoHa peuenTa ,ToecCcT NoJi3a OT efleKTpoHaTa peLenTa e Aa 3axpaHBaMme
WKOHOMMKaATa Ha Typuuns n PymbHMA ,TpabBa BCUYKO Aa Ce BbpHe KakTo npean 15.10 2023
. C xapTueH OHeBHUK U XapTueHa peuenTa .

ABTOp: [esH Pawkos (25.11.2023 12:48)

MpoTnB OT/NlAaraHeTo Ha eJIEKTPOHHOTO NMPeannucBaHe Ha aHTUbakTepunanHn NekKapCTBEHN
npoayKTun

Bbnrapmsa e c Han-BMCOKa CMbPTHOCT OT PE3NUCTEHTHM Ha aHTUbuoTULUM BakTepun.
PaspaboTeHaTa npeau 4 r. HaumoHanHa nporpamMa cpeuly aHTUMMKpobHaTa
PEe3NCTEHTHOCT OlLle He e npueTa.

MpodunakTmkaTa (NpeBeHUMATa) Ha AHTUMUKpoBHaTa fleKapCTBEHa Pe3UCTEHTHOCT ce
OCHOBaBa Ha paunoHasnHa yrnoTpeba Ha aHTUMUKPOBHN CpeacTBa, pa3yMHO MU3Mo3BaHe Ha
npounakTmkKa 1n nevyeHue C Lues orpaHn4yaBaHe Ha nosiBaTa Ha MHOXeCTBeHa
PEe3NCTEHTHOCT; MOHUTOPUPaHe Ha MUKpobHaTa NekapcTBeHa PE3UCTEHTHOCT U
aHTnbumoTmyHaTa ynotpeba.

MopenHOTO OTJNaraHe Ha NpuiaaraHeTO Ha Ta3uM Ha €IEKTPOHHOTO NpeanuMcBaHe Ha
aHTMbakKTepuanHN NeKapCTBEHN NPOAYKTU e sICeH 3HakK , Ye Abp)xaBaTa HE npoeexnaa
Obp>XaBHa NONNTMKA 3a NpeBeHUNs Ha AHTUMUKPOOHaTa leKapCTBEHa PE3UCTEHTHOCT U
MUWHUCTEPCTBO Ha 34paBeona3BaHeTo He cbbnogaBa NpuiaraHeTo Ha U34aneHoTo
thapMako-TepaneBTUYHO PHLKOBOACTBO 3a M3M0JI3BaHe Ha aHTUMUKPOOHU NNeKapCTBEHM
NPOOYKTWN.

ToBa oT/NaraHe e B NpoTUBOpeYme CbC eBponenckoTo npaso PELLUEHWE Ne 1082/2013/EC HA
EBPOMENCKWNA MAPJIAMEHT N HA CbBETA no oTHoweHune Ha EMUOEMUOJION NYEH
HALO3O0P N N3BbHPEOAEH MOHUTOPUHI kaTo 6noknpa PAHHO MPEAYNPEXXOEHWE U
PEAIrMPAHE nopagun nucna Ha Hag3op BbLPXY papMaKko-TepaneBTUYHO PbKOBOACTBO 3a
N3non3BaHe Ha aHTUMUKPOBHN NeKapCTBEHN NPOAYKTM, MO KOETO MMa N3NCKBaHEe
3aabJkutenHo NMPEOW 3ano4BaHe Ha eMNMpUYHa Tepanmsa ¢ aHTUMNKpobeH nekapcTBeH
NPoAayKT , Aa Cce B3eMa MaTepuan 3a MUKPOBMONOrn4Ho n3cnenBaHe v cnepn nosly4yaBaHe
Ha pe3ynTaTuTe 3a ngeHTudmnKauma n aHTUMNMKpobHaTa YyBCTBUTEJIHOCT Ha AOKa3aHUTe
NPUYNHUTENN TepanuaTa 3a0b/DKUTESIHO Ce KOPpUrnpa;

UcTopms

Hauano Ha obwiecTBeHaTa KOHcynTauusa - 24.11.2023
MpuknioyBaHe Ha KOHcynTauusaTa - 07.12.2023
CnpaBka 3a nojsiyuyeHuTe npepsioxenus - 13.12.2023

CrnipaBKa 3a 0Tpa3siBaHe Ha NpeaJsioXKeHUATa U CTaHOBULLIATA
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